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I

115TH CONGRESS
1ST SESSION

H. R. 1431

To amend the Environmental Research, Development, and Demonstration
Authorization Act of 1978 to provide for Scientific Advisory Board member qualifications, public participation, and for other purposes.

IN THE HOUSE OF REPRESENTATIVES
MARCH 8, 2017
Mr. LUCAS (for himself, Mr. PETERSON, Mr. SMITH of Texas, Mr. BIGGS, Mr.
BANKS of Indiana, Mr. ROHRABACHER, Mr. POSEY, Mr. BROOKS of Alabama, Mr. WEBER of Texas, Mr. BABIN, Mr. HIGGINS of Louisiana, Mr.
HULTGREN, Mr. BRIDENSTINE, Mr. ABRAHAM, Mr. LAHOOD, Mr. WEBSTER of Florida, Mr. MARSHALL, Mr. DUNN, Mr. SESSIONS, Mr.
CHAFFETZ, Mr. SCHWEIKERT, Mr. PALAZZO, Mr. YOUNG of Alaska, Mr.
BARTON, Mr. PEARCE, Mr. FARENTHOLD, Mr. GOSAR, Mr. TIPTON, and
Mr. GOODLATTE) introduced the following bill; which was referred to the
Committee on Science, Space, and Technology

A BILL
To amend the Environmental Research, Development, and
Demonstration Authorization Act of 1978 to provide for
Scientific Advisory Board member qualifications, public
participation, and for other purposes.
1

Be it enacted by the Senate and House of Representa-

asabaliauskas on DSK3SPTVN1PROD with BILLS

2 tives of the United States of America in Congress assembled,
3

SECTION 1. SHORT TITLE.

4

This Act may be cited as the ‘‘EPA Science Advisory

5 Board Reform Act of 2017’’.
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2
1

SEC. 2. SCIENCE ADVISORY BOARD.

2

(a) INDEPENDENT ADVICE.—Section 8(a) of the En-

3 vironmental Research, Development, and Demonstration
4 Authorization Act of 1978 (42 U.S.C. 4365(a)) is amend5 ed by inserting ‘‘independently’’ after ‘‘Advisory Board
6 which shall’’.
7

(b) MEMBERSHIP.—Section 8(b) of the Environ-

8 mental Research, Development, and Demonstration Au9 thorization Act of 1978 (42 U.S.C. 4365(b)) is amended
10 to read as follows:
11

‘‘(b)(1) The Board shall be composed of at least nine

12 members, one of whom shall be designated Chairman, and
13 shall meet at such times and places as may be designated
14 by the Chairman.
15

‘‘(2) Each member of the Board shall be qualified by

16 education, training, and experience to evaluate scientific
17 and technical information on matters referred to the
18 Board under this section. The Administrator shall ensure

asabaliauskas on DSK3SPTVN1PROD with BILLS

19 that—
20

‘‘(A) the scientific and technical points of view

21

represented on and the functions to be performed by

22

the Board are fairly balanced among the members of

23

the Board;

24

‘‘(B) at least ten percent of the membership of

25

the Board are from State, local, or tribal govern-

26

ments;
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3
1

‘‘(C) persons with substantial and relevant ex-

2

pertise are not excluded from the Board due to af-

3

filiation with or representation of entities that may

4

have a potential interest in the Board’s advisory ac-

5

tivities, so long as that interest is fully disclosed to

6

the Administrator and the public and appointment

7

to the Board complies with section 208 of title 18,

8

United States Code;

9

‘‘(D) in the case of a Board advisory activity on

10

a particular matter involving, or for which the Board

11

has evidence that it may involve, a specific party, no

12

Board member having an interest in the specific

13

party shall participate in that activity;

14

‘‘(E) Board members may not participate in ad-

15

visory activities that directly or indirectly involve re-

16

view or evaluation of their own work, unless fully

17

disclosed to the public and the work has been exter-

18

nally peer-reviewed;

19
20

‘‘(F) Board members shall be designated as
special Government employees;

21

asabaliauskas on DSK3SPTVN1PROD with BILLS

22

‘‘(G) no registered lobbyist is appointed to the
Board; and

23

‘‘(H) a Board member shall have no current

24

grants or contracts from the Environmental Protec-

25

tion Agency and shall not apply for a grant or con-

•HR 1431 IH
VerDate Sep 11 2014

22:03 Mar 08, 2017

Jkt 069200

PO 00000

00012
Frm 00003

Fmt 6652

Sfmt 6201

E:\BILLS\H1431.IH

H1431

Case 1:18-cv-00613-WHP Document 26-3 Filed 05/23/18 Page 13 of 107

4
1

tract for 3 years following the end of that member’s

2

service on the Board.

3

‘‘(3) The Administrator shall—

4
5

‘‘(A) solicit public nominations for the Board by
publishing a notification in the Federal Register;

6

‘‘(B) solicit nominations from relevant Federal

7

agencies, including the Departments of Agriculture,

8

Defense, Energy, the Interior, and Health and

9

Human Services;

10

‘‘(C) solicit nominations from—

11

‘‘(i) institutions of higher education (as de-

12

fined in section 101(a) of the Higher Education

13

Act of 1965 (20 U.S.C. 1001(a))); and

asabaliauskas on DSK3SPTVN1PROD with BILLS

14

‘‘(ii) scientific and research institutions

15

based in work relevant to that of the Board;

16

‘‘(D) make public the list of nominees, includ-

17

ing the identity of the entities that nominated each,

18

and shall accept public comment on the nominees;

19

‘‘(E) require that, upon their provisional nomi-

20

nation, nominees shall file a written report disclosing

21

financial relationships and interests, including Envi-

22

ronmental Protection Agency grants, contracts, co-

23

operative agreements, or other financial assistance,

24

that are relevant to the Board’s advisory activities

25

for the three-year period prior to the date of their
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5
1

nomination, and relevant professional activities and

2

public statements for the five-year period prior to

3

the date of their nomination; and

4

‘‘(F) make such reports public, with the excep-

5

tion of specific dollar amounts, for each member of

6

the Board upon such member’s selection.

7

‘‘(4) Disclosure of relevant professional activities

8 under paragraph (3)(E) shall include all representational
9 work, expert testimony, and contract work as well as iden10 tifying the party for which the work was done.
11

‘‘(5) Except when specifically prohibited by law, the

12 Agency shall make all conflict of interest waivers granted
13 to members of the Board, member committees, or inves14 tigative panels publicly available.
15

‘‘(6) Any recusal agreement made by a member of

16 the Board, a member committee, or an investigative panel,
17 or any recusal known to the Agency that occurs during
18 the course of a meeting or other work of the Board, mem19 ber committee, or investigative panel shall promptly be
20 made public by the Administrator.
21

‘‘(7) The terms of the members of the Board shall

22 be three years and shall be staggered so that the terms
asabaliauskas on DSK3SPTVN1PROD with BILLS

23 of no more than one-third of the total membership of the
24 Board shall expire within a single fiscal year. No member
25 shall serve more than two terms over a ten-year period.’’.
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6
1

(c) RECORD.—Section 8(c) of such Act (42 U.S.C.

2 4365(c)) is amended—
3

(1) in paragraph (1)—

4

(A) by inserting ‘‘or draft risk or hazard

5

assessment,’’ after ‘‘at the time any proposed’’;

6

(B) by striking ‘‘formal’’; and

7

(C) by inserting ‘‘or draft risk or hazard

8

assessment,’’ after ‘‘to the Board such pro-

9

posed’’; and

10

(2) in paragraph (2)—

11

(A) by inserting ‘‘or draft risk or hazard

12

assessment,’’ after ‘‘the scientific and technical

13

basis of the proposed’’; and

14

(B) by adding at the end the following:

15

‘‘The Board’s advice and comments, including

16

dissenting views of Board members, and the re-

17

sponse of the Administrator shall be included in

18

the record with respect to any proposed risk or

19

hazard assessment, criteria document, standard,

20

limitation, or regulation and published in the

21

Federal Register.’’.

22
asabaliauskas on DSK3SPTVN1PROD with BILLS

23

(d) MEMBER COMMITTEES AND INVESTIGATIVE PANELS.—Section

8(e)(1)(A) of such Act (42 U.S.C.

24 4365(e)(1)(A)) is amended by adding at the end the fol-
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7
1 lowing: ‘‘These member committees and investigative pan2 els—
3

‘‘(i) shall be constituted and operate

4

in accordance with the provisions set forth

5

in paragraphs (2) and (3) of subsection

6

(b), in subsection (h), and in subsection

7

(i);

8

‘‘(ii) do not have authority to make

9

decisions on behalf of the Board; and

10

‘‘(iii) may not report directly to the

11
12

Environmental Protection Agency.’’.
(e) PUBLIC PARTICIPATION.—Section 8 of such Act

13 (42 U.S.C. 4365) is amended by amending subsection (h)
14 to read as follows:
15

‘‘(h)(1) To facilitate public participation in the advi-

16 sory activities of the Board, the Administrator and the
17 Board shall make public all reports and relevant scientific
18 information and shall provide materials to the public at
19 the same time as received by members of the Board.
20

‘‘(2) Prior to conducting major advisory activities, the

21 Board shall hold a public information-gathering session to
22 discuss the state of the science related to the advisory acasabaliauskas on DSK3SPTVN1PROD with BILLS

23 tivity.
24

‘‘(3) Prior to convening a member committee or in-

25 vestigative panel under subsection (e) or requesting sci-
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8
1 entific advice from the Board, the Administrator shall ac2 cept, consider, and address public comments on questions
3 to be asked of the Board. The Board, member committees,
4 and investigative panels shall accept, consider, and ad5 dress public comments on such questions and shall not ac6 cept a question that unduly narrows the scope of an advi7 sory activity.
8

‘‘(4) The Administrator and the Board shall encour-

9 age public comments, including oral comments and discus10 sion during the proceedings, that shall not be limited by
11 an insufficient or arbitrary time restriction. Public com12 ments shall be provided to the Board when received, and
13 shall be published in the Federal Register grouped by com14 mon themes. If multiple repetitious comments are re15 ceived, only one such comment shall be published along
16 with the number of such repetitious comments received.
17 Any report made public by the Board shall include written
18 responses to significant comments, including those that
19 present an alternative hypothesis-based scientific point of
20 view, offered by members of the public to the Board.
21

‘‘(5) Following Board meetings, the public shall be

22 given 15 calendar days to provide additional comments for
asabaliauskas on DSK3SPTVN1PROD with BILLS

23 consideration by the Board.’’.
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9
1

(f) OPERATIONS.—Section 8 of such Act (42 U.S.C.

2 4365) is further amended by amending subsection (i) to
3 read as follows:
4

‘‘(i)(1) In carrying out its advisory activities, the

5 Board shall strive to avoid making policy determinations
6 or recommendations, and, in the event the Board feels
7 compelled to offer policy advice, shall explicitly distinguish
8 between scientific determinations and policy advice.
9

‘‘(2) The Board shall clearly communicate uncertain-

10 ties associated with the scientific advice provided to the
11 Administrator or Congress.
12

‘‘(3) The Board shall ensure that advice and com-

13 ments reflect the views of the members and shall encour14 age dissenting members to make their views known to the
15 public, the Administrator, and Congress.
16

‘‘(4) The Board shall conduct periodic reviews to en-

17 sure that its advisory activities are addressing the most
18 important scientific issues affecting the Environmental
19 Protection Agency.
20

‘‘(5) The Board shall be fully and timely responsive

asabaliauskas on DSK3SPTVN1PROD with BILLS

21 to Congress.’’.
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10
1

SEC. 3. RELATION TO THE FEDERAL ADVISORY COM-

2

MITTEE ACT.

3

Nothing in this Act or the amendments made by this

4 Act shall be construed as supplanting the requirements of
5 the Federal Advisory Committee Act (5 U.S.C. App.).
6

SEC. 4. RELATION TO THE ETHICS IN GOVERNMENT ACT OF

7
8

1978.

Nothing in this Act or the amendments made by this

9 Act shall be construed as supplanting the requirements of
10 the Ethics in Government Act of 1978 (5 U.S.C. App.).

asabaliauskas on DSK3SPTVN1PROD with BILLS
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Responding to Committee Document Requests
1. In complying with this request, you are required to produce all responsive documents that are
in your possession, custody, or control, whether held by you or your past or present agents,
employees, and representatives acting on your behalf. You should also produce documents
that you have a legal right to obtain, that you have a right to copy or to which you have
access, as well as documents that you have placed in the temporary possession, custody, or
control of any third party. Requested records, documents, data or information should not be
destroyed, modified, removed, transferred or otherwise made inaccessible to the Committee.
2. In the event that any entity, organization or individual denoted in this request has been, or is
also known by any other name than that herein denoted, the request shall be read also to
include that alternative identification.
3. The Committee’s preference is to receive documents in electronic form (i.e., CD, memory
stick, or thumb drive) in lieu of paper productions.
4. Documents produced in electronic format should also be organized, identified, and indexed
electronically.
5. Electronic document productions should be prepared according to the following standards:
(a) The production should consist of single page Tagged Image File (“TIF”), files
accompanied by a Concordance-format load file, an Opticon reference file, and a file
defining the fields and character lengths of the load file.
(b) Document numbers in the load file should match document Bates numbers and TIF file
names.
(c) If the production is completed through a series of multiple partial productions, field
names and file order in all load files should match.
(d) All electronic documents produced to the Committee should include the following fields
of metadata specific to each document;
BEGDOC, ENDDOC, TEXT, BEGATTACH, ENDATTACH,
PAGECOUNT,CUSTODIAN, RECORDTYPE, DATE, TIME, SENTDATE,
SENTTIME, BEGINDATE, BEGINTIME, ENDDATE, ENDTIME, AUTHOR, FROM,
CC, TO, BCC, SUBJECT, TITLE, FILENAME, FILEEXT, FILESIZE,
DATECREATED, TIMECREATED, DATELASTMOD, TIMELASTMOD,
INTMSGID, INTMSGHEADER, NATIVELINK, INTFILPATH, EXCEPTION,
BEGATTACH.
6. Documents produced to the Committee should include an index describing the contents of
the production. To the extent more than one CD, hard drive, memory stick, thumb drive, box
or folder is produced, each CD, hard drive, memory stick, thumb drive, box or folder should
contain an index describing its contents.
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7. Documents produced in response to this request shall be produced together with copies of file
labels, dividers or identifying markers with which they were associated when the request was
served.
8. When you produce documents, you should identify the paragraph in the Committee’s
schedule to which the documents respond.
9. It shall not be a basis for refusal to produce documents that any other person or entity also
possesses non-identical or identical copies of the same documents.
10. If any of the requested information is only reasonably available in machine-readable form
(such as on a computer server, hard drive, or computer backup tape), you should consult with
the Committee staff to determine the appropriate format in which to produce the information.
11. If compliance with the request cannot be made in full by the specified return date,
compliance shall be made to the extent possible by that date. An explanation of why full
compliance is not possible shall be provided along with any partial production.
12. In the event that a document is withheld on the basis of privilege, provide a privilege log
containing the following information concerning any such document: (a) the privilege
asserted; (b) the type of document; (c) the general subject matter; (d) the date, author and
addressee; and (e) the relationship of the author and addressee to each other.
13. If any document responsive to this request was, but no longer is, in your possession, custody,
or control, identify the document (stating its date, author, subject and recipients) and explain
the circumstances under which the document ceased to be in your possession, custody, or
control.
14. If a date or other descriptive detail set forth in this request referring to a document is
inaccurate, but the actual date or other descriptive detail is known to you or is otherwise
apparent from the context of the request, you are required to produce all documents which
would be responsive as if the date or other descriptive detail were correct.
15. Unless otherwise specified, the time period covered by this request is from January 1, 2009
to the present.
16. This request is continuing in nature and applies to any newly-discovered information. Any
record, document, compilation of data or information, not produced because it has not been
located or discovered by the return date, shall be produced immediately upon subsequent
location or discovery.
17. All documents shall be Bates-stamped sequentially and produced sequentially.
18. Two sets of documents shall be delivered, one set to the Majority Staff and one set to the
Minority Staff. When documents are produced to the Committee, production sets shall be
delivered to the Majority Staff in Room 2157 of the Rayburn House Office Building and the
Minority Staff in Room 2471 of the Rayburn House Office Building.
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19. Upon completion of the document production, you should submit a written certification,
signed by you or your counsel, stating that: (1) a diligent search has been completed of all
documents in your possession, custody, or control which reasonably could contain responsive
documents; and (2) all documents located during the search that are responsive have been
produced to the Committee.
Definitions
1. The term “document” means any written, recorded, or graphic matter of any nature
whatsoever, regardless of how recorded, and whether original or copy, including, but not
limited to, the following: memoranda, reports, expense reports, books, manuals, instructions,
financial reports, working papers, records, notes, letters, notices, confirmations, telegrams,
receipts, appraisals, pamphlets, magazines, newspapers, prospectuses, inter-office and intraoffice communications, electronic mail (e-mail), contracts, cables, notations of any type of
conversation, telephone call, meeting or other communication, bulletins, printed matter,
computer printouts, teletypes, invoices, transcripts, diaries, analyses, returns, summaries,
minutes, bills, accounts, estimates, projections, comparisons, messages, correspondence,
press releases, circulars, financial statements, reviews, opinions, offers, studies and
investigations, questionnaires and surveys, and work sheets (and all drafts, preliminary
versions, alterations, modifications, revisions, changes, and amendments of any of the
foregoing, as well as any attachments or appendices thereto), and graphic or oral records or
representations of any kind (including without limitation, photographs, charts, graphs,
microfiche, microfilm, videotape, recordings and motion pictures), and electronic,
mechanical, and electric records or representations of any kind (including, without limitation,
tapes, cassettes, disks, and recordings) and other written, printed, typed, or other graphic or
recorded matter of any kind or nature, however produced or reproduced, and whether
preserved in writing, film, tape, disk, videotape or otherwise. A document bearing any
notation not a part of the original text is to be considered a separate document. A draft or
non-identical copy is a separate document within the meaning of this term.
2. The term “communication” means each manner or means of disclosure or exchange of
information, regardless of means utilized, whether oral, electronic, by document or
otherwise, and whether in a meeting, by telephone, facsimile, email (desktop or mobile
device), text message, instant message, MMS or SMS message, regular mail, telexes,
releases, or otherwise.
3. The terms “and” and “or” shall be construed broadly and either conjunctively or disjunctively
to bring within the scope of this request any information which might otherwise be construed
to be outside its scope. The singular includes plural number, and vice versa. The masculine
includes the feminine and neuter genders.
4. The terms “person” or “persons” mean natural persons, firms, partnerships, associations,
corporations, subsidiaries, divisions, departments, joint ventures, proprietorships, syndicates,
or other legal, business or government entities, and all subsidiaries, affiliates, divisions,
departments, branches, or other units thereof.

00046

Case 1:18-cv-00613-WHP Document 26-3 Filed 05/23/18 Page 47 of 107

5. The term “identify,” when used in a question about individuals, means to provide the
following information: (a) the individual's complete name and title; and (b) the individual's
business address and phone number.
6. The term “referring or relating,” with respect to any given subject, means anything that
constitutes, contains, embodies, reflects, identifies, states, refers to, deals with or is pertinent
to that subject in any manner whatsoever.
7. The term “employee” means agent, borrowed employee, casual employee, consultant,
contractor, de facto employee, independent contractor, joint adventurer, loaned employee,
part-time employee, permanent employee, provisional employee, subcontractor, or any other
type of service provider.
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II

114TH CONGRESS
1ST SESSION

S. 543

To amend the Environmental Research, Development, and Demonstration
Authorization Act of 1978 to provide for Scientific Advisory Board member qualifications, public participation, and for other purposes.

IN THE SENATE OF THE UNITED STATES
FEBRUARY 24, 2015
Mr. BOOZMAN (for himself, Mr. MANCHIN, and Mr. INHOFE) introduced the
following bill; which was read twice and referred to the Committee on Environment and Public Works

A BILL
To amend the Environmental Research, Development, and
Demonstration Authorization Act of 1978 to provide for
Scientific Advisory Board member qualifications, public
participation, and for other purposes.
1

Be it enacted by the Senate and House of Representa-

2 tives of the United States of America in Congress assembled,
3

SECTION 1. SHORT TITLE.

4

This Act may be cited as the ‘‘EPA Science Advisory

SSpencer on DSK4SPTVN1PROD with BILLS

5 Board Reform Act of 2015’’.
6

SEC. 2. SCIENCE ADVISORY BOARD.

7

(a) INDEPENDENT ADVICE.—Section 8(a) of the En-

8 vironmental Research, Development, and Demonstration
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2
1 Authorization Act of 1978 (42 U.S.C. 4365(a)) is amend2 ed by inserting ‘‘independently’’ after ‘‘Advisory Board
3 which shall’’.
4

(b) MEMBERSHIP.—Section 8(b) of the Environ-

5 mental Research, Development, and Demonstration Au6 thorization Act of 1978 (42 U.S.C. 4365(b)) is amended
7 to read as follows:
8

‘‘(b)(1) The Board shall be composed of at least nine

9 members, one of whom shall be designated Chairman, and
10 shall meet at such times and places as may be designated
11 by the Chairman.
12

‘‘(2) Each member of the Board shall be qualified by

13 education, training, and experience to evaluate scientific
14 and technical information on matters referred to the
15 Board under this section. The Administrator shall ensure

SSpencer on DSK4SPTVN1PROD with BILLS

16 that—
17

‘‘(A) the scientific and technical points of view

18

represented on and the functions to be performed by

19

the Board are fairly balanced among the members of

20

the Board;

21

‘‘(B) at least ten percent of the membership of

22

the Board are from State, local, or tribal govern-

23

ments;

24

‘‘(C) persons with substantial and relevant ex-

25

pertise are not excluded from the Board due to af-
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3
1

filiation with or representation of entities that may

2

have a potential interest in the Board’s advisory ac-

3

tivities, so long as that interest is fully disclosed to

4

the Administrator and the public and appointment

5

to the Board complies with section 208 of title 18,

6

United States Code;

7

‘‘(D) in the case of a Board advisory activity on

8

a particular matter involving a specific party, no

9

Board member having an interest in the specific

10

party shall participate in that activity;

11

‘‘(E) Board members may not participate in ad-

12

visory activities that directly or indirectly involve re-

13

view or evaluation of their own work, unless fully

14

disclosed to the public and the work has been exter-

15

nally peer-reviewed;

16
17

‘‘(F) Board members shall be designated as
special Government employees; and

18

‘‘(G) no federally registered lobbyist is ap-

19

pointed to the Board.

20

‘‘(3) The Administrator shall—

21

SSpencer on DSK4SPTVN1PROD with BILLS

22

‘‘(A) solicit public nominations for the Board by
publishing a notification in the Federal Register;

23

‘‘(B) solicit nominations from relevant Federal

24

agencies, including the Departments of Agriculture,
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4
1

Defense, Energy, the Interior, and Health and

2

Human Services;

3

‘‘(C) make public the list of nominees, including

4

the identity of the entities that nominated each, and

5

shall accept public comment on the nominees;

6

‘‘(D) require that, upon their provisional nomi-

7

nation, nominees shall file a written report disclosing

8

financial relationships and interests, including Envi-

9

ronmental Protection Agency grants, contracts, co-

10

operative agreements, or other financial assistance,

11

that are relevant to the Board’s advisory activities

12

for the three-year period prior to the date of their

13

nomination, and relevant professional activities and

14

public statements for the five-year period prior to

15

the date of their nomination; and

16

‘‘(E) make such reports public, with the excep-

17

tion of specific dollar amounts, for each member of

18

the Board upon such member’s selection.

19

‘‘(4) Disclosure of relevant professional activities

20 under paragraph (3)(D) shall include all representational
21 work, expert testimony, and contract work as well as iden22 tifying the party for which the work was done.

SSpencer on DSK4SPTVN1PROD with BILLS

23

‘‘(5) Except when specifically prohibited by law, the

24 Agency shall make all conflict of interest waivers granted
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5
1 to members of the Board, member committees, or inves2 tigative panels publicly available.
3

‘‘(6) Any recusal agreement made by a member of

4 the Board, a member committee, or an investigative panel,
5 or any recusal known to the Agency that occurs during
6 the course of a meeting or other work of the Board, mem7 ber committee, or investigative panel shall promptly be
8 made public by the Administrator.
9

‘‘(7) The terms of the members of the Board shall

10 be three years and shall be staggered so that the terms
11 of no more than one-third of the total membership of the
12 Board shall expire within a single fiscal year. No member
13 shall serve more than two terms over a ten-year period.’’.
14

(c) RECORD.—Section 8(c) of such Act (42 U.S.C.

15 4365(c)) is amended—

SSpencer on DSK4SPTVN1PROD with BILLS

16

(1) in paragraph (1)—

17

(A) by inserting ‘‘or draft risk or hazard

18

assessment,’’ after ‘‘at the time any proposed’’;

19

(B) by striking ‘‘formal’’; and

20

(C) by inserting ‘‘or draft risk or hazard

21

assessment,’’ after ‘‘to the Board such pro-

22

posed’’; and

23

(2) in paragraph (2)—
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6
1

(A) by inserting ‘‘or draft risk or hazard

2

assessment,’’ after ‘‘the scientific and technical

3

basis of the proposed’’; and

4

(B) by adding at the end the following:

5

‘‘The Board’s advice and comments, including

6

dissenting views of Board members, and the re-

7

sponse of the Administrator shall be included in

8

the record with respect to any proposed risk or

9

hazard assessment, criteria document, standard,

10

limitation, or regulation and published in the

11

Federal Register.’’.

12
13

(d) MEMBER COMMITTEES AND INVESTIGATIVE PANELS.—Section

8(e)(1)(A) of such Act (42 U.S.C.

14 4365(e)(1)(A)) is amended by adding at the end the fol15 lowing: ‘‘These member committees and investigative pan16 els—
17

‘‘(i) shall be constituted and operate

18

in accordance with the provisions set forth

19

in paragraphs (2) and (3) of subsection

20

(b), in subsection (h), and in subsection

21

(i);

22

‘‘(ii) do not have authority to make

SSpencer on DSK4SPTVN1PROD with BILLS

23

decisions on behalf of the Board; and

24

‘‘(iii) may not report directly to the

25

Environmental Protection Agency.’’.
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7
1

(e) PUBLIC PARTICIPATION.—Section 8 of such Act

2 (42 U.S.C. 4365) is amended by amending subsection (h)
3 to read as follows:
4

‘‘(h)(1) To facilitate public participation in the advi-

5 sory activities of the Board, the Administrator and the
6 Board shall make public all reports and relevant scientific
7 information and shall provide materials to the public at
8 the same time as received by members of the Board.
9

‘‘(2) Prior to conducting major advisory activities, the

10 Board shall hold a public information-gathering session to
11 discuss the state of the science related to the advisory ac12 tivity.
13

‘‘(3) Prior to convening a member committee or in-

14 vestigative panel under subsection (e) or requesting sci15 entific advice from the Board, the Administrator shall ac16 cept, consider, and address public comments on questions
17 to be asked of the Board. The Board, member committees,
18 and investigative panels shall accept, consider, and ad19 dress public comments on such questions and shall not ac20 cept a question that unduly narrows the scope of an advi21 sory activity.
22

‘‘(4) The Administrator and the Board shall encour-

SSpencer on DSK4SPTVN1PROD with BILLS

23 age public comments, including oral comments and discus24 sion during the proceedings, that shall not be limited by
25 an insufficient or arbitrary time restriction. Public com-
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8
1 ments shall be provided to the Board when received. The
2 Board’s reports shall include written responses to signifi3 cant comments offered by members of the public to the
4 Board.
5

‘‘(5) Following Board meetings, the public shall be

6 given 15 calendar days to provide additional comments for
7 consideration by the Board.’’.
8

(f) OPERATIONS.—Section 8 of such Act (42 U.S.C.

9 4365) is further amended by amending subsection (i) to
10 read as follows:
11

‘‘(i)(1) In carrying out its advisory activities, the

12 Board shall strive to avoid making policy determinations
13 or recommendations, and, in the event the Board feels
14 compelled to offer policy advice, shall explicitly distinguish
15 between scientific determinations and policy advice.
16

‘‘(2) The Board shall clearly communicate uncertain-

17 ties associated with the scientific advice provided to the
18 Administrator or Congress.
19

‘‘(3) The Board shall ensure that advice and com-

20 ments reflect the views of the members and shall encour21 age dissenting members to make their views known to the
22 public, the Administrator, and Congress.

SSpencer on DSK4SPTVN1PROD with BILLS

23

‘‘(4) The Board shall conduct periodic reviews to en-

24 sure that its advisory activities are addressing the most
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9
1 important scientific issues affecting the Environmental
2 Protection Agency.
3

‘‘(5) The Board shall be fully and timely responsive

4 to Congress.’’.
5

SEC. 3. RELATION TO THE FEDERAL ADVISORY COM-

6

MITTEE ACT.

7

Nothing in this Act or the amendments made by this

8 Act shall be construed as supplanting the requirements of
9 the Federal Advisory Committee Act (5 U.S.C. App.).
10

SEC. 4. RELATION TO THE ETHICS IN GOVERNMENT ACT OF

11
12

1978.

Nothing in this Act or the amendments made by this

13 Act shall be construed as supplanting the requirements of
14 the Ethics in Government Act of 1978 (5 U.S.C. App.).

SSpencer on DSK4SPTVN1PROD with BILLS

Æ
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IIB

114TH CONGRESS
1ST SESSION

H. R. 1029

IN THE SENATE OF THE UNITED STATES
MARCH 18, 2015
Received; read twice and referred to the Committee on Environment and
Public Works

AN ACT
To amend the Environmental Research, Development, and
Demonstration Authorization Act of 1978 to provide for
Scientific Advisory Board member qualifications, public
participation, and for other purposes.
1

Be it enacted by the Senate and House of Representa-

asabaliauskas on DSK5VPTVN1PROD with BILLS

2 tives of the United States of America in Congress assembled,

00066
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2
1

SECTION 1. SHORT TITLE.

2

This Act may be cited as the ‘‘EPA Science Advisory

3 Board Reform Act of 2015’’.
4

SEC. 2. SCIENCE ADVISORY BOARD.

5

(a) INDEPENDENT ADVICE.—Section 8(a) of the En-

6 vironmental Research, Development, and Demonstration
7 Authorization Act of 1978 (42 U.S.C. 4365(a)) is amend8 ed by inserting ‘‘independently’’ after ‘‘Advisory Board
9 which shall’’.
10

(b) MEMBERSHIP.—Section 8(b) of the Environ-

11 mental Research, Development, and Demonstration Au12 thorization Act of 1978 (42 U.S.C. 4365(b)) is amended
13 to read as follows:
14

‘‘(b)(1) The Board shall be composed of at least nine

15 members, one of whom shall be designated Chairman, and
16 shall meet at such times and places as may be designated
17 by the Chairman.
18

‘‘(2) Each member of the Board shall be qualified by

19 education, training, and experience to evaluate scientific
20 and technical information on matters referred to the
21 Board under this section. The Administrator shall ensure

asabaliauskas on DSK5VPTVN1PROD with BILLS

22 that—
23

‘‘(A) the scientific and technical points of view

24

represented on and the functions to be performed by

25

the Board are fairly balanced among the members of

26

the Board;
HR 1029 RFS
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3
1

‘‘(B) at least ten percent of the membership of

2

the Board are from State, local, or tribal govern-

3

ments;

4

‘‘(C) persons with substantial and relevant ex-

5

pertise are not excluded from the Board due to af-

6

filiation with or representation of entities that may

7

have a potential interest in the Board’s advisory ac-

8

tivities, so long as that interest is fully disclosed to

9

the Administrator and the public and appointment

10

to the Board complies with section 208 of title 18,

11

United States Code;

12

‘‘(D) in the case of a Board advisory activity on

13

a particular matter involving, or for which the Board

14

has evidence that it may involve, a specific party, no

15

Board member having an interest in the specific

16

party shall participate in that activity;

17

‘‘(E) Board members may not participate in ad-

18

visory activities that directly or indirectly involve re-

19

view or evaluation of their own work, unless fully

20

disclosed to the public and the work has been exter-

21

nally peer-reviewed;

22
asabaliauskas on DSK5VPTVN1PROD with BILLS

23

‘‘(F) Board members shall be designated as
special Government employees;

24
25

‘‘(G) no registered lobbyist is appointed to the
Board; and

HR 1029 RFS
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4
1

‘‘(H) a Board member shall have no current

2

grants or contracts from the Environmental Protec-

3

tion Agency and shall not apply for a grant or con-

4

tract for 3 years following the end of that member’s

5

service on the Board.

6

‘‘(3) The Administrator shall—

7
8

‘‘(A) solicit public nominations for the Board by
publishing a notification in the Federal Register;

9

‘‘(B) solicit nominations from relevant Federal

10

agencies, including the Departments of Agriculture,

11

Defense, Energy, the Interior, and Health and

12

Human Services;

13

‘‘(C) solicit nominations from—

14

‘‘(i) institutions of higher education (as de-

15

fined in section 101(a) of the Higher Education

16

Act of 1965 (20 U.S.C. 1001(a))); and

asabaliauskas on DSK5VPTVN1PROD with BILLS

17

‘‘(ii) scientific and research institutions

18

based in work relevant to that of the Board;

19

‘‘(D) make public the list of nominees, includ-

20

ing the identity of the entities that nominated each,

21

and shall accept public comment on the nominees;

22

‘‘(E) require that, upon their provisional nomi-

23

nation, nominees shall file a written report disclosing

24

financial relationships and interests, including Envi-

25

ronmental Protection Agency grants, contracts, co-

HR 1029 RFS
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5
1

operative agreements, or other financial assistance,

2

that are relevant to the Board’s advisory activities

3

for the three-year period prior to the date of their

4

nomination, and relevant professional activities and

5

public statements for the five-year period prior to

6

the date of their nomination; and

7

‘‘(F) make such reports public, with the excep-

8

tion of specific dollar amounts, for each member of

9

the Board upon such member’s selection.

10

‘‘(4) Disclosure of relevant professional activities

11 under paragraph (3)(E) shall include all representational
12 work, expert testimony, and contract work as well as iden13 tifying the party for which the work was done.
14

‘‘(5) Except when specifically prohibited by law, the

15 Agency shall make all conflict of interest waivers granted
16 to members of the Board, member committees, or inves17 tigative panels publicly available.
18

‘‘(6) Any recusal agreement made by a member of

19 the Board, a member committee, or an investigative panel,
20 or any recusal known to the Agency that occurs during
21 the course of a meeting or other work of the Board, mem22 ber committee, or investigative panel shall promptly be
asabaliauskas on DSK5VPTVN1PROD with BILLS

23 made public by the Administrator.
24

‘‘(7) The terms of the members of the Board shall

25 be three years and shall be staggered so that the terms
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6
1 of no more than one-third of the total membership of the
2 Board shall expire within a single fiscal year. No member
3 shall serve more than two terms over a ten-year period.’’.
4

(c) RECORD.—Section 8(c) of such Act (42 U.S.C.

5 4365(c)) is amended—
6

(1) in paragraph (1)—

7

(A) by inserting ‘‘or draft risk or hazard

8

assessment,’’ after ‘‘at the time any proposed’’;

asabaliauskas on DSK5VPTVN1PROD with BILLS

9

(B) by striking ‘‘formal’’; and

10

(C) by inserting ‘‘or draft risk or hazard

11

assessment,’’ after ‘‘to the Board such pro-

12

posed’’; and

13

(2) in paragraph (2)—

14

(A) by inserting ‘‘or draft risk or hazard

15

assessment,’’ after ‘‘the scientific and technical

16

basis of the proposed’’; and

17

(B) by adding at the end the following:

18

‘‘The Board’s advice and comments, including

19

dissenting views of Board members, and the re-

20

sponse of the Administrator shall be included in

21

the record with respect to any proposed risk or

22

hazard assessment, criteria document, standard,

23

limitation, or regulation and published in the

24

Federal Register.’’.
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7
1
2

(d) MEMBER COMMITTEES AND INVESTIGATIVE PANELS.—Section

8(e)(1)(A) of such Act (42 U.S.C.

3 4365(e)(1)(A)) is amended by adding at the end the fol4 lowing: ‘‘These member committees and investigative pan5 els—
6

‘‘(i) shall be constituted and operate

7

in accordance with the provisions set forth

8

in paragraphs (2) and (3) of subsection

9

(b), in subsection (h), and in subsection

10

(i);

11

‘‘(ii) do not have authority to make

12

decisions on behalf of the Board; and

13

‘‘(iii) may not report directly to the

14
15

Environmental Protection Agency.’’.
(e) PUBLIC PARTICIPATION.—Section 8 of such Act

16 (42 U.S.C. 4365) is amended by amending subsection (h)
17 to read as follows:
18

‘‘(h)(1) To facilitate public participation in the advi-

19 sory activities of the Board, the Administrator and the
20 Board shall make public all reports and relevant scientific
21 information and shall provide materials to the public at
22 the same time as received by members of the Board.
asabaliauskas on DSK5VPTVN1PROD with BILLS

23

‘‘(2) Prior to conducting major advisory activities, the

24 Board shall hold a public information-gathering session to

HR 1029 RFS
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8
1 discuss the state of the science related to the advisory ac2 tivity.
3

‘‘(3) Prior to convening a member committee or in-

4 vestigative panel under subsection (e) or requesting sci5 entific advice from the Board, the Administrator shall ac6 cept, consider, and address public comments on questions
7 to be asked of the Board. The Board, member committees,
8 and investigative panels shall accept, consider, and ad9 dress public comments on such questions and shall not ac10 cept a question that unduly narrows the scope of an advi11 sory activity.
12

‘‘(4) The Administrator and the Board shall encour-

13 age public comments, including oral comments and discus14 sion during the proceedings, that shall not be limited by
15 an insufficient or arbitrary time restriction. Public com16 ments shall be provided to the Board when received. The
17 Board’s reports shall include written responses to signifi18 cant comments offered by members of the public to the
19 Board.
20

‘‘(5) Following Board meetings, the public shall be

21 given 15 calendar days to provide additional comments for
22 consideration by the Board.’’.
asabaliauskas on DSK5VPTVN1PROD with BILLS

23

(f) OPERATIONS.—Section 8 of such Act (42 U.S.C.

24 4365) is further amended by amending subsection (i) to
25 read as follows:
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9
1

‘‘(i)(1) In carrying out its advisory activities, the

2 Board shall strive to avoid making policy determinations
3 or recommendations, and, in the event the Board feels
4 compelled to offer policy advice, shall explicitly distinguish
5 between scientific determinations and policy advice.
6

‘‘(2) The Board shall clearly communicate uncertain-

7 ties associated with the scientific advice provided to the
8 Administrator or Congress.
9

‘‘(3) The Board shall ensure that advice and com-

10 ments reflect the views of the members and shall encour11 age dissenting members to make their views known to the
12 public, the Administrator, and Congress.
13

‘‘(4) The Board shall conduct periodic reviews to en-

14 sure that its advisory activities are addressing the most
15 important scientific issues affecting the Environmental
16 Protection Agency.
17

‘‘(5) The Board shall be fully and timely responsive

18 to Congress.’’.
19

SEC. 3. RELATION TO THE FEDERAL ADVISORY COM-

20
21

MITTEE ACT.

Nothing in this Act or the amendments made by this

22 Act shall be construed as supplanting the requirements of
asabaliauskas on DSK5VPTVN1PROD with BILLS

23 the Federal Advisory Committee Act (5 U.S.C. App.).
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10
1

SEC. 4. RELATION TO THE ETHICS IN GOVERNMENT ACT OF

2

1978.

3

Nothing in this Act or the amendments made by this

4 Act shall be construed as supplanting the requirements of
5 the Ethics in Government Act of 1978 (5 U.S.C. App.).
Passed the House of Representatives March 17,
2015.
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Attest:

KAREN L. HAAS,
Clerk.
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No. 184—Book III

House of Representatives
EXPLANATORY STATEMENT SUBMITTED
BY MR. ROGERS OF KENTUCKY, CHAIRMAN OF THE HOUSE COMMITTEE ON
APPROPRIATIONS REGARDING HOUSE
AMENDMENT NO. 1 TO THE SENATE
AMENDMENT ON H.R. 2029—Continued
CONSOLIDATED APPROPRIATIONS ACT,
2016
DIVISION F—DEPARTMENT OF HOMELAND SECURITY APPROPRIATIONS ACT,
2016
Funding provided in this Act not only sustains existing programs that protect the nation from all manner of threats, it ensures
the ability of the Department of Homeland
Security (DHS) to address evolving chal-

lenges like those witnessed in recent events
around the world. To that end, additional resources have been identified to improve preparedness at the state and local levels, to
prevent and respond to terrorist attacks, and
to hire, train, and equip DHS frontline forces
protecting the homeland.
The following is an explanation of the effects of Division F, which makes appropriations for DHS for fiscal year 2016. Unless otherwise noted, references to the House and
Senate reports are to House Report 114–215
and Senate Report 114–68, respectively. The
language and allocations contained in the
House and Senate reports warrant full compliance and carry the same weight as language included in this explanatory statement, unless specifically addressed to the

contrary in the bill or this explanatory
statement. While repeating some language
from the House or Senate report for emphasis, this explanatory statement does not intend to negate the language referred to
above unless expressly provided herein. When
this explanatory statement refers to the
Committees or the Committees on Appropriations, this reference is to the House Appropriations Subcommittee on Homeland Security and the Senate Appropriations Subcommittee on the Department of Homeland
Security. It is assumed that any cost of living adjustment for federal employees directed by the President for fiscal year 2016
will be funded from within the amounts provided in this Act.

NOTICE
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If the 114th Congress, 1st Session, adjourns sine die on or before December 24, 2015, a final issue of the Congressional Record for the 114th Congress, 1st Session, will be published on Thursday, December 31, 2015, to permit Members
to insert statements.
All material for insertion must be signed by the Member and delivered to the respective offices of the Official Reporters
of Debates (Room HT–59 or S–123 of the Capitol), Monday through Friday, between the hours of 10:00 a.m. and 3:00
p.m. through Wednesday, December 30. The final issue will be dated Thursday, December 31, 2015, and will be delivered
on Monday, January 4, 2016.
None of the material printed in the final issue of the Congressional Record may contain subject matter, or relate to
any event, that occurred after the sine die date.
Senators’ statements should also be formatted according to the instructions at http://webster.senate.gov/secretary/
Departments/ReporterslDebates/resources/conglrecord.pdf, and submitted electronically, either on a disk to accompany
the signed statement, or by e-mail to the Official Reporters of Debates at ‘‘Record@Sec.Senate.gov’’.
Members of the House of Representatives’ statements may also be submitted electronically by e-mail, to accompany
the signed statement, and formatted according to the instructions for the Extensions of Remarks template at
https://housenet.house.gov/legislative/research-and-reference/transcripts-and-records/electronic-congressional-record-inserts.
The Official Reporters will transmit to GPO the template formatted electronic file only after receipt of, and authentication
with, the hard copy, and signed manuscript. Deliver statements to the Official Reporters in Room HT–59.
Members of Congress desiring to purchase reprints of material submitted for inclusion in the Congressional Record
may do so by contacting the Office of Congressional Publishing Services, at the Government Publishing Office, on 512–
0224, between the hours of 8:00 a.m. and 4:00 p.m. daily.
By order of the Joint Committee on Printing.
GREGG HARPER, Chairman.

b This symbol represents the time of day during the House proceedings, e.g., b 1407 is 2:07 p.m.
Matter set in this typeface indicates words inserted or appended, rather than spoken, by a Member of the House on the floor.
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DIVISION G—DEPARTMENT OF THE INTERIOR, ENVIRONMENT, AND RELATED
AGENCIES APPROPRIATIONS ACT, 2016
The following statement is an explanation
of the effects of Division G, which makes appropriations for the Department of the Interior, the Environmental Protection Agency
(EPA), the Forest Service, the Indian Health
Service, and related agencies for fiscal year
2016. Report language contained in House Report 114–170 and Senate Report 114–70 providing specific guidance to agencies regarding the administration of appropriated funds
and any corresponding reporting requirements carries the same emphasis as the language included in this explanatory statement and should be complied with unless
specifically addressed to the contrary herein.
This explanatory statement, while repeating
some language for emphasis, is not intended
to negate the language referred to above unless expressly provided herein.
In cases where the House report, Senate report, or this explanatory statement directs
the submission of a report, such report is to
be submitted to both the House and Senate
Committees on Appropriations. Where this
explanatory statement refers to the Committees or the Committees on Appropriations,
unless otherwise noted, this reference is to
the House Subcommittee on Interior, Environment, and Related Agencies and the Senate Subcommittee on Interior, Environment,
and Related Agencies.
The Committees direct each department
and agency funded in this Act to follow the
directions set forth in this Act and the accompanying statement, and not reallocate
resources or reorganize activities except as
provided herein or otherwise approved by the
Committees through the reprogramming
process as described in this explanatory
statement. This explanatory statement addresses only those agencies and accounts for
which there is a need for greater explanation
than provided in the Act itself. Funding levels for appropriations by account, program,
and activity, with comparisons to the fiscal
year 2015 enacted level and the fiscal year
2016 budget request, can be found in the table
at the end of this division.

Unless expressly stated otherwise, any reference to ‘‘this Act’’ or ‘‘at the end of this
statement’’ shall be treated as referring only
to the provisions of this division.
Drought, Forests and Wildfires.—Severe and
prolonged drought can increase the rate at
which trees die and devastating wildfires
occur. In light of the number of dead and
downed trees on public lands in the West, the
Forest Service, National Park Service and
Bureau of Land Management are directed to
work with State and local governments in
drought-stricken regions to facilitate the
prompt removal of dead and downed trees on
these lands and to prioritize funding to reduce the threat of devastating wildfire
threats to communities, drinking water supplies, utilities, and groves of ancient trees.
Making Litigation Costs Transparent.—The
Department of the Interior, EPA, and the
Forest Service are directed to provide to the
House and Senate Committees on Appropriations, and to make publicly available no
later than 60 days after enactment of this
Act, detailed Equal Access to Justice Act
(EAJA) fee information as specified in the
Consolidated and Further Continuing Appropriations Act, 2015.
State Wildlife Data.—The Department of the
Interior and the Forest Service are expected
to prioritize continued coordination with
other Federal agencies and State fish and
wildlife agencies to recognize and fully utilize State fish and wildlife data and analyses
as a primary source to inform land use, planning, and related natural resource decisions.
Federal agencies should not unnecessarily
duplicate raw data, and when appropriate,
should evaluate existing analysis of data prepared by the States, and reciprocally share
data with State wildlife managers, to ensure
that the most complete data set is available
for decision support systems.
Land Grants, Acequias and Community
Ditches.—The Secretaries of the Interior and
Agriculture are urged to recognize the traditional use of State-recognized community
land grants, acequias, and community
ditches in the American Southwest during
the land use planning process.

Greater Sage-Grouse.—The agreement provides a total of $63,250,000 for sage-grouse
conservation, including $60,000,000 for the
Bureau of Land Management and $3,250,000
for the Fish and Wildlife Service. The agencies are directed to focus this funding toward
on-the-ground conservation measures to improve and preserve sage-grouse habitat and
the sagebrush ecosystem. The Bureau is reminded of the concerns outlined in the House
and Senate reports as Congress continues to
hear complaints about the effect of the sagegrouse land use plan amendments, which are
not limited to activities within Bureau controlled sage-grouse habitat. In order for the
sage-grouse, communities, and States to
thrive, all partners must work in good faith.
As such, the Bureau and the Forest Service
are directed to closely work with each of the
11 States and the affected communities to
address the issues unique to each State and
seek to collaboratively resolve all issues.
The Bureau is directed to provide guidance
to its State offices and partners on how it
will update sage-grouse habitat maps, adopt
new scientific information, as appropriate,
and engage State, local, nongovernmental,
and private partners.
Land and Water Conservation Fund.—The
agreement includes $450,000,000 derived from
the Land and Water Conservation Fund for
programs consistent with chapter 2003 of
title 54 of the United States Code, as identified in the table below. This one-time increase of $143,859,000 above the fiscal year
2015 enacted level is intended for worthy
projects at the local, State, and Federal levels. The Department of the Interior and the
Forest Service are directed to include a table
in future budget requests, separating State
and local programs from Federal land acquisition, as displayed below.

FY 2015 Enacted
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Land and Water Conservation Fund ......................................................................................................................................................................................................
State and Local Programs ............................................................................................................................................................................................................
National Park Service State Assistance ..............................................................................................................................................................................
Coop. Endangered Species Conservation Fund ...................................................................................................................................................................
American Battlefield Protection Act ....................................................................................................................................................................................
Highlands Conservation Act ................................................................................................................................................................................................
Forest Legacy Program .................................................................................................................................................................................................................
Federal Land Acquisition ..............................................................................................................................................................................................................
Forest Service .......................................................................................................................................................................................................................
Fish and Wildlife Service .....................................................................................................................................................................................................
National Park Service ..........................................................................................................................................................................................................
Bureau of Land Management ..............................................................................................................................................................................................
Department of the Interior Valuation Services ...................................................................................................................................................................

Federal projects are funded in priority
order by agency according to the budget request, with amounts adjusted downward as
necessary due to updated project information and support. Many of the requested
projects lacked sufficient information for
the Committees to determine with a high degree of confidence that funds appropriated
could be obligated in this fiscal year. Ideally,
requested projects should have: identified
properties, willing sellers, updated appraisals or market information, and the support
of Federal, State, and local officials. Agencies should include the feasibility of phasing
projects as well as a description of which
parcels are being considered for conservation
easements or fee simple acquisition in any
supplemental information sent to the Committees. The agencies are also urged to increase the transparency of the project selection and prioritization processes in annual

budget requests, particularly in regard to
collaborative landscape projects.
The Department of the Interior did not
consult the Committees on a decision to reprogram $995,000 from one project to acquire
a property in another project identified in
the fiscal year 2016 budget request. Therefore, the agreement includes a new reprogramming limitation of not to exceed
$1,000,000 or 10 percent from any project,
whichever amount is less, as detailed under
the Reprogramming Guidelines heading later
in this statement.
The Committees believe increasing access
to public lands for hunting, fishing, and
other recreational activities is important.
This agreement includes new funding for
these activities for the National Park Service and Fish and Wildlife Service while increasing funds for the Bureau of Land Management and Forest Service. The Commit-
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Multi-Agency Transparency.—In order to increase transparency, the Department of the
Interior, Forest Service, and Environmental
Protection Agency are encouraged to disclose costs associated with analyses required
by the National Environmental Policy Act.

$306,141,000
87,503,000
48,117,000
27,400,000
8,986,000
3,000,000
53,000,000
165,638,000
47,500,000
44,535,000
41,857,000
19,746,000
12,000,000

Budget Request
(Discretionary)
$400,000,000
112,147,000
53,161,000
50,000,000
8,986,000
0
61,000,000
226,853,000
63,000,000
58,500,000
55,353,000
38,000,000
12,000,000

This Bill
$450,000,000
160,800,000
110,000,000
30,800,000
10,000,000
10,000,000
62,347,000
226,853,000
63,435,000
58,500,000
53,670,000
38,630,000
12,618,000

tees expect the agencies to report within 30
days of enactment of this Act on how this
funding will be spent, and the agencies
should include a description and explanation
of the use of funds in future budget requests.
The agencies are also directed to include in
future budget requests a description and explanation on the use of funds within their
inholdings line items.
Paper Reduction Efforts.—The Committees
urge each agency funded by this Act to work
with the Office of Management and Budget
(OMB) to reduce printing and reproduction
costs and direct each agency to report to the
Committees within 60 days of enactment of
this Act on what steps have been taken to
achieve this goal. The report should specifically identify how much money each agency
expects to save by implementing these measures.
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OFFICE OF THE SOLICITOR
SALARIES AND EXPENSES

The agreement provides $65,800,000 for the
Office of the Solicitor. The detailed allocation of funding is included in the table at the
end of this explanatory statement.
OFFICE OF INSPECTOR GENERAL
SALARIES AND EXPENSES

The agreement provides $50,047,000 for the
Office of Inspector General. The detailed allocation of funding is included in the table at
the end of this explanatory statement.
OFFICE OF THE SPECIAL TRUSTEE FOR
AMERICAN INDIANS
FEDERAL TRUST PROGRAMS
(INCLUDING TRANSFER OF FUNDS)

The agreement provides $139,029,000 for the
Office of the Special Trustee for American
Indians. The detailed allocation of funding
by activity is included in the table at the
end of this explanatory statement.
DEPARTMENT-WIDE PROGRAMS
WILDLAND FIRE MANAGEMENT
(INCLUDING TRANSFERS OF FUNDS)

The agreement provides $816,745,000 for Department of the Interior Wildland Fire Management, which is $11,966,000 above the fiscal
year 2015 enacted level. Of the funds provided, $291,673,000 is for suppression operations, which combined with $177,000,000 in
the FLAME Wildfire Suppression Reserve
Fund, provides a total of $468,673,000 for Department of the Interior fire suppression activities. This amount exceeds the ten-year
average for suppression by $85,000,000 to provide additional resources, as requested, based
upon up-to-date forecasting models. The detailed allocation of funding for these accounts is included in the table at the end of
this explanatory statement.
Hazardous Fuels Management.—The agreement provides $170,000,000 for hazardous fuels
management activities, which is $6,000,000
above the fiscal year 2015 enacted level.
FLAME WILDFIRE SUPPRESSION RESERVE FUND
(INCLUDING TRANSFER OF FUNDS)

The agreement provides $177,000,000 for the
FLAME Wildfire Suppression Reserve Fund.
CENTRAL HAZARDOUS MATERIALS FUND

The agreement provides $10,010,000 for the
Central Hazardous Materials Fund.
NATURAL RESOURCE DAMAGE ASSESSMENT AND
RESTORATION
NATURAL RESOURCE DAMAGE ASSESSMENT FUND

The agreement provides $7,767,000 for the
Natural Resource Damage Assessment Fund.
The detailed allocation of funding by activity is included in the table at the end of this
explanatory statement.
WORKING CAPITAL FUND

The agreement provides $67,100,000 for the
Department of the Interior, Working Capital
Fund. The increase above the fiscal year 2015
enacted level is to improve cybersecurity
throughout the Department and its bureaus.
GENERAL PROVISIONS, DEPARTMENT OF THE
INTERIOR
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(INCLUDING TRANSFERS OF FUNDS)

The agreement includes various legislative
provisions affecting the Department in Title
I of the bill, ‘‘General Provisions, Department of the Interior.’’ The provisions are:
Section 101 provides Secretarial authority
for the intra-bureau transfer of program
funds for expenditures in cases of emergencies when all other emergency funds are
exhausted.
Section 102 provides for the Departmentwide expenditure or transfer of funds by the
Secretary in the event of actual or potential
emergencies including forest fires, range

fires, earthquakes, floods, volcanic eruptions, storms, oil spills, grasshopper and
Mormon cricket outbreaks, and surface mine
reclamation emergencies.
Section 103 provides for the use of appropriated funds by the Secretary for contracts,
rental cars and aircraft, telephone expenses,
and other certain services.
Section 104 provides for the transfer of
funds from the Bureau of Indian Affairs and
Bureau of Indian Education, and Office of the
Special Trustee for American Indians.
Section 105 permits the redistribution of
tribal priority allocation and tribal base
funds to alleviate funding inequities.
Section 106 authorizes the acquisition of
lands for the purpose of operating and maintaining facilities that support visitors to
Ellis, Governors, and Liberty Islands.
Section 107 continues Outer Continental
Shelf inspection fees to be collected by the
Secretary of the Interior.
Section 108 authorizes the Secretary of the
Interior to continue the reorganization of
the Bureau of Ocean Energy Management,
Regulation, and Enforcement in conformance with Committee reprogramming guidelines.
Section 109 provides the Secretary of the
Interior with authority to enter into multiyear cooperative agreements with non-profit
organizations for long-term care of wild
horses and burros.
Section 110 addresses the U.S. Fish and
Wildlife Service’s responsibilities for mass
marking of salmonid stocks.
Section 111 modifies a provision addressing
Bureau of Land Management actions regarding grazing on public lands.
Section 112 continues a provision prohibiting funds to implement, administer, or enforce Secretarial Order 3310 issued by the
Secretary of the Interior on December 22,
2010.
Section 113 extends a provision allowing
the Bureau of Indian Education authority to
rent or lease land and facilities and retain
the receipts.
Section 114 addresses the National Park
Service’s ability to implement the Volunteers in Parks program in anticipation of increased volunteer activity related to the
Service’s Centennial in 2016.
Section 115 allows the Bureau of Indian Affairs and Bureau of Indian Education to
more efficiently and effectively perform reimbursable work.
Section 116 addresses National Heritage
Areas.
Section 117 addresses the issuance of rules
for sage-grouse.
Section 118 continues a provision providing
the Secretary of the Interior certain onshore
pay authority.
Section 119 extends authorization for certain payments to the Republic of Palau for
fiscal year 2016.
Section 120 allows certain funds to be used
for waterfowl conservation.
Section 121 continues a provision which directs the Secretary of the Interior to make
certain certifications with respect to existing rights of way. The section also retains a
provision limiting funding for a proposal to
approve specified rights-of-way on the Mojave National Preserve or lands managed by
the Needles Field Office of the Bureau of
Land Management.
TITLE II—ENVIRONMENTAL
PROTECTION AGENCY
The bill provides $8,139,887,000 for the Environmental Protection Agency (EPA).
Congressional
Budget
Justification.—The
Agency is directed to continue to include the
information requested in House Report 112–
331 and any proposals to change State allocation formulas that affect the distribution of
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appropriated funds in future budget justifications.
Reprogramming.—The Agency is held to the
reprogramming limitation of $1,000,000 and
should continue to follow the reprogramming directives as provided in the front of
this explanatory statement. Further, the
Agency may not use any amount of
deobligated funds to initiate a new program,
office, or initiative, without the prior approval of the Committees.
Within 30 days of enactment of this Act,
the Agency is directed to submit to the
House and Senate Committees on Appropriations its annual operating plan for fiscal
year 2016, which shall detail how the Agency
plans to allocate funds at the program
project level.
SCIENCE AND TECHNOLOGY

The bill provides $734,648,000 for Science
and Technology programs and transfers
$18,850,000 from the Hazardous Substance
Superfund account to this account. The bill
provides the following specific funding levels
and direction:
Homeland Security.—The agreement includes $37,122,000 and the Agency shall allocate funds to programs under this heading
consistent with fiscal year 2015 levels.
Indoor Air and Radiation.—The agreement
includes $5,997,000 and the proposed elimination of radon activities has been rejected.
Research: National Priorities.—The bill provides $4,100,000 which shall be used for extramural research grants, independent of the
Science to Achieve Results (STAR) grant
program, to fund high-priority water quality
and availability research by not-for-profit
organizations who often partner with the
Agency. Because these grants are independent of the STAR grant program, the
Agency should strive to award grants in as
large an amount as is possible to achieve the
most scientifically significant research.
Funds shall be awarded competitively with
priority given to partners proposing research
of national scope and who provide a 25 percent match. The Agency is directed to allocate funds to grantees within 180 days of enactment of this Act. Further, the bill provides $3,000,000 as directed in House Report
114–170. In addition, the bill provides
$7,000,000 for certification and compliance activities related to vehicle and engine emissions, of which the Agency is directed to provide at least $5,000,000 in extramural resources.
Research: Safe and Sustainable Water Resources.—The agreement includes $107,434,000
and the Agency shall follow the direction
under this heading in Senate Report 114–70.
Additional Guidance.—The agreement includes the following additional guidance:
Validation of Scientifically Significant Studies.—The Agency shall follow the direction
under this heading in Senate Report 114–70.
ENVIRONMENTAL PROGRAMS AND MANAGEMENT

The bill provides $2,613,679,000 for Environmental Programs and Management and includes the following specific funding levels
and direction:
Clean Air and Climate.—The Agency shall
allocate funds consistent with fiscal year
2015.
Environmental Protection: National Priorities.—The bill provides $12,700,000 for a competitive grant program to provide technical
assistance for improved water quality or safe
drinking water to rural and urban communities or individual private well owners. The
Agency is directed to provide $11,000,000 for
grants to qualified not-for-profit organizations, on a national or multi-State regional
basis, for the sole purpose of providing onsite training and technical assistance for
water systems in rural or urban communities. The Agency is also directed to provide
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$1,700,000 for grants to qualified not-for-profit organizations for technical assistance for
individual private well owners, with priority
given to organizations that currently provide technical and educational assistance to
individual private well owners. The Agency
shall require each grantee to provide a minimum 10 percent match, including in-kind
contributions. The Agency is directed to allocate funds to grantees within 180 days of
enactment of this Act.
Geographic Programs.—The bill provides
$427,737,000, as distributed in the table at the
end of this division, and includes the following direction:
Great Lakes Restoration Initiative (GLRI).—
The bill provides $300,000,000 and the Agency
shall continue to follow the direction as provided in House Report 112–589.
Chesapeake
Bay.—The
bill
provides
$73,000,000 and the Agency shall allocate
funds consistent with the direction under
this heading in Senate Report 114–70.
Indoor Air and Radiation.—The agreement
includes $27,637,000. The Agency shall follow
the rulemaking direction under this heading
in Senate Report 114–70. The proposed elimination of the radon program has been rejected and the Agency shall allocate funds
consistent with fiscal year 2015.
Toxics Risk Review and Prevention.—The
agreement includes $92,521,000 and the Agency shall maintain funding for the Office of
Pollution Prevention and Toxics and for the
endocrine disruptor program at not less than
the fiscal year 2015 level.
Water: Ecosystems.—The agreement includes $47,788,000 and the Agency shall allocate funds consistent with fiscal year 2015. In
addition, the Committees direct EPA to use
the funds provided to accelerate the processing of mining permits with the Corps of
Engineers. Further, the Committees direct
EPA, in consultation with the Corps of Engineers, to continue to report monthly on the
number of Section 404 permits under EPA’s
review, consistent with the direction under
this heading in House Report 114–170. Additionally, the Agency is directed to provide
$600,000 to each National Estuary Program
(NEP) funded under Section 320 of the Clean
Water Act.
Water: Human Health Protection.—The
agreement includes $98,507,000. The proposed
elimination of the beach program has been
rejected and funding is maintained at the fiscal year 2015 level.
Water Quality Protection.—The agreement
includes $210,417,000 and the Agency shall allocate funds consistent with fiscal year 2015.
Additional Guidance.—The agreement includes the following additional guidance:
Combined Sewer Overflows.—The agreement
includes bill language related to sewage discharges into the Great Lakes and no further
directives. The Committees urge the Agency
to expeditiously complete the study required
by P.L. 113–235.
Conflicts of Interest.—The Agency has not
yet resolved long-standing questions regarding conflicts of interest that have spanned
multiple Administrations. For fiscal year
2016, the Administrator shall develop a policy statement on science quality and integrity that shall be adhered to by the Science
Advisory Board (SAB) and all Board members. Such policy statement shall be consistent with the Federal Advisory Committee Act, the Ethics in Government Act,
and all other applicable Federal laws and
regulations. EPA’s policy statement should
include goals on increasing membership from
States and tribes who are often underrepresented, as noted in the May 2014 National
Academy of Sciences review of EPA’s IRIS
program. Should the Administrator decide
that financial-related metrics are appropriate to identify conflicts-of-interest or

bias, then EPA’s policy shall also include an
evaluation of potential bias based on a variety of factors including receipt of former and
current Federal grants or public statements
or positions as well as other appropriate
safeguards to ensure balance amongst SAB
and other advisory board experts. In addition, the policy statement shall include direction on the treatment of public comments
and responses to such comments.
When complete, the Committees direct
EPA to submit the draft policy statement to
the U.S. Government Accountability Office
(GAO) for review of the updated conflict of
interest policy, policy for committee composition and balance, and eligibility requirements for service on the SAB that will ensure fairness and objectivity. GAO shall determine if the updated policies meet the intent of the directives above and, if so, shall
certify to the Committees on Appropriations
that EPA’s conflict of interest policies offer
a balanced framework. The Agency is directed to submit these required documents
to GAO for review no later than 90 days from
the date of enactment of this Act.
Gold King Mine.—The Committees are concerned about the impacts following the Gold
King Mine Spill on August 5, 2015 and believe
long-term monitoring efforts are an important need following this event. Further, the
Committees are concerned that EPA’s monitoring plan does not have the full support
from impacted States and tribes. Therefore,
EPA is directed to coordinate with impacted
States and tribes on development of a robust, long-term plan for independent monitoring. With existing funds, the Agency is directed to continue to seek ways to provide
States and tribes with support for their contribution to monitoring efforts.
HAZARDOUS WASTE ELECTRONIC MANIFEST
SYSTEM FUND

The bill provides $3,674,000 for the Hazardous Waste Electronic Manifest System
Fund. The Committees continue to support
the expeditious development of a system
that would allow for the electronic tracking
of hazardous waste shipments pursuant to
P.L. 112–195. As anticipated costs continue to
exceed authorized levels, the Committees direct EPA to work with appropriate Committees to extend the authorization for appropriations beyond fiscal year 2015 and provide
estimates of costs to operate the system
once built.
OFFICE OF INSPECTOR GENERAL

The bill provides $41,489,000 for the Office
of Inspector General.
BUILDINGS AND FACILITIES

The bill provides $42,317,000 for Buildings
and Facilities.
HAZARDOUS SUBSTANCE SUPERFUND
(INCLUDING TRANSFERS OF FUNDS)

The bill provides $1,088,769,000 for the Hazardous Substance Superfund account and includes bill language to transfer $9,939,000 to
the Office of Inspector General account and
$18,850,000 to the Science and Technology account. The bill provides the following additional direction:
Superfund Cleanup.—The Committees understand the funding is insufficient to eliminate the backlog of unfunded new starts but
the Committees expect the Agency will use
funds provided to initiate remediation at
highly contaminated, orphan sites and support remedial pipeline activities that are
critical prior to construction.
Financial Assurance.—Prior to proposing
any rule pursuant to section 108(b) of the
Comprehensive Environmental Response,
Compensation, and Liability Act of 1980 (42
U.S.C. 9608(b)), the Administrator is directed
to collect and analyze information from the

commercial insurance and financial industries regarding the use and availability of
necessary instruments (including surety
bonds, letters of credit and insurance) for
meeting any new financial responsibility requirements and to make that analysis available to the House and Senate Committees on
Appropriations and to the general public on
the Agency website 90 days prior to a proposed rulemaking. In addition, the analysis
shall include the Agency’s plan to avoid requiring financial assurances that are duplicative of those already required by other
Federal agencies.
Lead at Superfund Sites.—The agreement includes the directive in the House and Senate
Reports that the Agency contract with the
National Academy of Sciences to conduct a
study of lead at Superfund sites. The agreement narrows the scope of the study to
Superfund sites within, adjacent or proximal
to the nation’s largest lead mining districts.
The Agency’s authority shall not be impacted during the pendency of the study.
LEAKING UNDERGROUND STORAGE TANK TRUST
FUND PROGRAM

The bill provides $91,941,000 for the Leaking
Underground Storage Tank Trust Fund Program.
INLAND OIL SPILL PROGRAMS

The bill provides $18,209,000 for Inland Oil
Spill Programs.
STATE AND TRIBAL ASSISTANCE GRANTS

The bill provides $3,518,161,000 for the State
and Tribal Assistance Grants (STAG) program and includes the following specific
funding levels and direction:
Diesel
Emissions
Reductions
Grants
(DERA).—The bill provides $50,000,000 for
DERA grants. The Agency shall continue to
make at least 70 percent of DERA grants
available to improve air quality in non-attainment areas. The Committees encourage
EPA to provide a third report to Congress
prior to January 1, 2016, that includes the
analysis requested in Public Law 111–364.
Targeted Airshed Grants.—The bill provides
$20,000,000 for targeted airshed grants to reduce air pollution in non-attainment areas.
These grants shall be distributed on a competitive basis to non-attainment areas that
EPA determines are ranked as the top five
most polluted areas relative to annual ozone
or particulate matter 2.5 standards as well as
the top five areas based on the 24-hour particulate matter 2.5 standard where the design values exceed the 35 μg/m3 standard. To
determine these areas, the Agency shall use
the most recent design values calculated
from validated air quality data. The Committees note that these funds are available
for emission reduction activities deemed
necessary for compliance with national ambient air quality standards and included in a
State Implementation Plan submitted to
EPA. Not later than the end of fiscal year
2016, EPA should provide a report to the
Committees on Appropriations that includes
a table showing how fiscal year 2015 and 2016
funds were allocated. The table should also
include grant recipients and metrics for anticipated or actual results.
Categorical Grants.—The bill provides
$1,081,041,000 for Categorical Grants and
funding levels are specified in the table at
the end of this division. The Agency shall allocate radon grants in fiscal year 2016 following the direction in House Report 114–170.
The amount also includes $228,219,000 for the
State and Local Air Quality Management
grant program, and the Agency is directed to
allocate funds following the direction for
this program in Senate Report 114–70.
Multipurpose Grants to States and Tribes.—
The bill provides $21,000,000 for grants to
States and tribes to assist with the implementation of environmental programs.
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FAC
FACA
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OMB
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PM
PPM
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Clean Air Act
Clean Air Scientific Advisory Committee
Code of Federal Regulations
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Designated Agency Ethics Official
Deputy Ethics Official
Designated Federal Officer
U.S. Environmental Protection Agency
Federal Advisory Committee
Federal Advisory Committee Act
Fiscal Year
U.S. Government Accountability Office
U.S. General Services Administration
Integrated Science Assessment
Influential Scientific Information
National Ambient Air Quality Standards
National Center for Environmental Assessment
Nitrogen Dioxide
Office of Air Quality Planning and Standards
Office of Federal Advisory Committee Management and Outreach
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Office of Management and Budget
Office of Research and Development
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Science Advisory Board
Special Government Employee
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00081

Case 1:18-cv-00613-WHP Document 26-3 Filed 05/23/18 Page 82 of 107

U.S. Environmental Protection Agency
Office of Inspector General

13-P-0387
September 11, 2013

At a Glance
Why We Did This Review
The U.S. Environmental
Protection Agency Office of
Inspector General conducted this
review in response to a
congressional request about the
EPA’s management of the Clean
Air Scientific Advisory Committee
and the Advisory Council on
Clean Air Compliance Analysis.
We sought to determine whether
the EPA has managed the
CASAC and Council in
accordance with applicable laws,
regulations and guidance
pertaining to (1) potential conflicts
of interest, (2) appearances of a
lack of impartiality, (3) rotation of
members (i.e., term limits),
(4) balance of committee
viewpoints and perspectives and
(5) peer review. The EPA’s
Science Advisory Board Staff
Office manages the CASAC and
Council, which provide advice to
the EPA on setting air quality
standards and in developing
cost-benefit analyses of the
Clean Air Act.
This report addresses the
following EPA Goals or
Cross-Cutting Strategies:
x Taking action on climate and
improving air quality.
x Advancing science, research,
and technological innovation.
For further information, contact
our Office of Congressional and
Public Affairs at (202) 566-2391.
The full report is at:
www.epa.gov/oig/reports/2013/
20130911-13-P-0387.pdf

EPA Can Better Document Resolution of Ethics and Partiality
Concerns in Managing Clean Air Federal Advisory Committees
What We Found
In general, the EPA managed the CASAC and Council in accordance with
applicable statutes and regulations. These regulations allow agencies discretion
in choosing federal advisory committee members and achieving balance.
We reviewed 47 CASAC and Council member appointments, including all
ozone panel appointments for the last two ozone standard reviews. We found
that the EPA has adequate procedures for identifying potential ethics concerns,
including financial conflicts of interest, independence issues and appearances
of a lack of impartiality. However, the EPA can better document its decisions on
selecting members with independence and partiality concerns. This would allow
for better transparency, thus giving assurance that CASAC and the Council
provide independent and objective advice to the Administrator on such
important decisions as setting ambient air standards. We also identified one
instance where agency procedures involving a potential conflict of interest were
not followed.
We also reviewed the peer review process for three EPA-developed analyses
included in scientific assessments peer reviewed by the CASAC. Peer review
is one method for enhancing the quality and credibility of the government’s
scientific information. One of these analyses was not peer reviewed in
accordance with Office of Management and Budget and agency guidance.
The EPA’s National Center for Environmental Assessment did not have a
formal process for determining whether such analyses were subject to OMB
requirements and the EPA’s peer review guidance before public dissemination.

Recommendations and Planned Corrective Actions
We recommend that the EPA instruct staff on the proper process for addressing
potential conflicts of interest, develop procedures to document decisions and
mitigating actions regarding independence and partiality concerns, and
implement a process to determine whether its scientific work products are
influential scientific information that require peer review in accordance with
OMB and the EPA’s guidance. The agency completed corrective action for one
recommendation and that recommendation is closed. The agency agreed with
three other recommendations and provided corrective action plans that we
accepted. The agency disagreed with one recommendation but proposed an
alternative action that we accepted. Thus, four recommendations are resolved
but open pending completion of the corrective actions.

Noteworthy Achievements
Although not required, the EPA applies many Federal Advisory Committee Act
guidelines and procedures to managing subcommittees and panels.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

THE INSPECTOR GENERAL

September 11, 2013
MEMORANDUM
SUBJECT:

EPA Can Better Document Resolution of Ethics and Partiality Concerns in
Managing Clean Air Federal Advisory Committees
Report No. 13-P-0387

FROM:

Arthur A. Elkins Jr.

TO:

Lek Kadeli, Principal Deputy Assistant Administrator
Office of Research and Development
Avi Garbow, General Counsel
Office of General Counsel
Christopher Zarba, Director
Science Advisory Board Staff Office

This is our final report on the management of Clean Air Act federal advisory committees conducted by
the Office of Inspector General of the U.S. Environmental Protection Agency. This report contains
findings that describe the problems the OIG has identified and corrective actions the OIG recommends.
This report presents the opinion of the OIG and does not necessarily represent the final EPA position.
Final determinations on matters in this report will be made by EPA managers in accordance with
established audit resolution procedures.
Action Required
The agency agreed with recommendation 1 and provided evidence of corrective action taken. This
recommendation is closed and no further action is required. The agency agreed with recommendations
2, 3 and 5 and provided planned corrective actions and completion dates that meet the intent of these
recommendations. The agency disagreed with recommendation 4 but provided an alternative action that
we accepted. Therefore, the agency is not required to provide a written response for these four
recommendations, which remain open with corrective actions ongoing. For these recommendations,
please update the EPA’s Management Audit Tracking System as you complete the planned corrective
actions. Please notify my staff if there is a significant change in the agreed-to corrective actions.
We will post this report to our website at http://www.epa.gov/oig.
If you or your staff have any questions regarding this report, please contact Assistant Inspector General
for Program Evaluation Carolyn Copper at (202) 566-0829 or copper.carolyn@epa.gov, or Director for
Air Evaluations Rick Beusse at (919) 541-5747 or beusse.rick@epa.gov.

00083

Case 1:18-cv-00613-WHP Document 26-3 Filed 05/23/18 Page 84 of 107
EPA Can Better Document Resolution of Ethics and Partiality
Concerns In Managing Clean Air Federal Advisory Committees

13-P-0387

Table of Contents
Chapters
1

2

3

4

Introduction ........................................................................................................

1

Purpose .......................................................................................................
Background .................................................................................................
Prior Audit Reports ......................................................................................
Noteworthy Achievements ...........................................................................
Scope and Methodology ..............................................................................

1
1
5
6
6

Financial Conflicts of Interest ...........................................................................

8

SGEs Are Generally Subject to Federal Statutes and Regulations
Governing Financial Interests ................................................................
The EPA’s Process for Identifying Conflicts of Interest ...............................
Receipt of Federal Grant Is Not a Financial Conflict of Interest ..................
Review of Financial Conflict of Interest Procedures ....................................
Conclusions .................................................................................................
Recommendation ........................................................................................
Agency Comments and OIG Evaluation ......................................................

8
9
9
10
10
10
10

Independence and Impartiality..........................................................................

12

The EPA’s Guidance Recommends Avoiding Experts Who
Appear to Lack Impartiality ...................................................................
The EPA’s Financial Disclosure Forms Include Questions to Identify
Independence Concerns and Appearances of a Lack of Impartiality ....
The EPA Can Better Document Identification and Resolution of
Independence and Impartiality Concerns ..............................................
SAB Staff Office Does Not Treat Viewpoints Expressed as Part of
Committee Functions as Appearance of a Lack of Impartiality .............
Procedures for Addressing and Documenting Resolution of Concerns
Raised During Disclosure Form Reviews Could be Strengthened ........
Conclusions .................................................................................................
Recommendations ......................................................................................
Agency Comments and OIG Evaluation ......................................................

18
19
19
20

Membership Tenure ...........................................................................................

21

The EPA’s Policy Limits Committee Terms to 6 Years................................
The EPA Followed Its Policy on Tenure ......................................................
Many Members Served More than 6 Years If Service on
Review Panels Were Considered ..........................................................
Conclusions .................................................................................................

21
22

12
13
14
18

22
23

-continued00084

Case 1:18-cv-00613-WHP Document 26-3 Filed 05/23/18 Page 85 of 107
EPA Can Better Document Resolution of Ethics and Partiality
Concerns In Managing Clean Air Federal Advisory Committees

5

6

13-P-0387

Committee Balance ............................................................................................

25

FACs Should be Fairly Balanced in Terms of Viewpoints
Represented and Functions Performed.................................................
Preparation of Balance Plans Could Provide More Transparency to
Efforts to Achieve Balanced CASAC and Council Committees .............
New Agency Procedures Designed to Improve Diversity and Balance .......
Conclusions .................................................................................................

26
27
28

Peer Review ........................................................................................................

29

Federal and Agency Guidance Require Peer Review of Influential
Scientific Information Before Public Dissemination ...............................
NCEA’s Review of One Analysis Did Not Adhere to OMB
Requirements and EPA Peer Review Guidance for
Influential Scientific Information .............................................................
NCEA Did Not Have a Process for Determining Whether
Internal Analyses Were Influential Scientific Information .......................
Subsequent Peer Review Did Not Alter Overall Conclusions of
NCEA’s Ozone Reanalysis ....................................................................
Conclusions .................................................................................................
Recommendation ........................................................................................
Agency Comments and OIG Evaluation ......................................................
Status of Recommendations and Potential Monetary Benefits..............................

25

29

30
33
34
34
34
34
35

Appendices
A

EPA Response to Draft Report .........................................................................

36

B

Distribution .........................................................................................................

42

00085

Case 1:18-cv-00613-WHP Document 26-3 Filed 05/23/18 Page 86 of 107

Chapter 1
Introduction
Purpose
In response to a congressional request, our objective was to determine whether the
U.S. Environmental Protection Agency has managed the Clean Air Scientific
Advisory Committee and the Advisory Council on Clean Air Compliance Analysis
in accordance with applicable laws, regulations and guidance pertaining to:
x
x
x
x
x

Potential conflicts of interest.
The appearances of a lack of impartiality.
The rotation (i.e., term limits) of members.
A balance of committee viewpoints and perspectives.
Peer review.

Background
Advisory committees have provided advice to the federal government since its
inception. Congress enacted the Federal Advisory Committee Act in 1972 to
address the use of federal advisory committees that had developed over the years.
Congress had two major concerns with FACs before 1972. First was a public
perception that many commissions were duplicative, inefficient, and lacked
adequate controls or oversight. Second was a widespread belief that FACs did not
adequately represent the public interest and that meetings were often closed to the
public.
FACA addressed these concerns by creating a process for establishing, operating,
overseeing and terminating FACs. FACA requires that no FAC can meet or take
any action until a charter has been filed with the head of the agency to whom the
FAC reports and with the appropriate standing committees of the Senate and
House of Representatives. FAC members appointed as Special Government
Employees are subject to federal financial conflict of interest laws with some
exceptions. FACA requires each agency sponsoring a FAC to appoint a
committee management officer to oversee the administration of FACA’s
requirements. Further, a designated federal officer must be assigned to each FAC
to ensure compliance with FACA.
FACA also required the administrator of the U.S. General Services
Administration to prescribe administrative guidelines and management controls
for FACs. Each federal agency head must establish administrative guidelines and
management controls for FACs formed by its agency, consistent with the
directives issued by GSA.

13-P-0387
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Federal Advisory Committee Rule
GSA’s rule1 on FAC management provides administrative and interpretative
guidelines and management controls for federal agencies to implement FACA.
The rule provides requirements for many aspects of managing a FAC. For
example, the rule establishes requirements for FAC charters, recordkeeping and
public notification. However, the rule allows for agency discretion in managing
certain aspects of a FAC. For example, unless otherwise provided by statute or
presidential directive, the length of FAC memberships is at the sole discretion
of the appointing authority.
The rule restates the FACA requirement that FACs be fairly balanced with
respect to the points of view represented and function to be performed.
However, the rule does not prescribe specific procedures for achieving balance.
Instead, the rule provides factors for an agency to consider in developing a
fairly balanced FAC.
GSA’s rule does not prescribe procedures for addressing appearances of a lack
of impartiality or peer review. However, the EPA has established procedures
governing these and for balancing FAC member viewpoints, potential conflicts
of interest, and rotation of members.
The EPA’s FACA Management Process
The EPA’s Office of Federal Advisory Committee Management and Outreach is
the national program manager for the EPA’s committee management program.
OFACMO provides policy, coordination, oversight, consultation, advice and
technical assistance to FAC managers and the EPA’s senior officials. OFACMO
has issued a handbook2 which provides the EPA’s administrative guidelines and
management controls for FACs.
The EPA’s key personnel for establishing and managing an FAC include the
Administrator, the Deputy Administrator, the relevant program office’s assistant
administrator, the committee management officer, and the designated federal
officer. Table 1 shows FAC responsibilities of key agency officials.

1

GSA Final Rule on Federal Advisory Committee Management, 41 CFR Parts 101-6 and 102-3.
EPA Federal Advisory Committee Handbook, March 2012. The previous EPA Handbook was issued in October
2003.
2
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Table 1: FAC Responsibilities of key EPA officials
EPA official

Administrator

Deputy
Administrator

Assistant
Administrator

Committee
Management
Officer
Designated
Federal
Officer

Summary of FAC responsibilities
Responsible for the establishment, management and termination of the EPA’s
FACs. The Administrator has delegated most of these responsibilities to other
agency personnel but remains fully accountable for ensuring compliance with
the statutory and regulatory requirements of the FACs. The Administrator also
appoints FAC members and FAC subcommittee members.
Approves membership packages for FACs (authority delegated to the Deputy
Administrator by the Administrator). Approves establishment and renewal
charters for FACs.
Responsible for the request and justification of the establishment of proposed
FACs. The assistant administrator ensures that the FAC is balanced by points
of view for the function to be performed, appoints a DFO for each FAC, and
ensures that the FAC’s advice and recommendations are the result of the
FAC’s independent judgment.
Provides oversight for the establishment and operation of the EPA’s FACs.
The committee management officer also serves as a resource for DFOs and
ensures proper recordkeeping for FACs (appointed by the director of
OFACMO).
Responsible for the day-to-day operations and management of the FAC. The
DFO works closely with the committee management officer to ensure full
compliance with FACA requirements.

Source: Office of Inspector General-developed based on information in the EPA’s Federal Advisory
Committee Handbook (2012).

Clean Air Scientific Advisory Committee Created to Provide Advice
on Ambient Air Quality Standards
The Clean Air Act required the EPA to establish an independent scientific review
committee to provide advice to the Administrator in developing criteria and
standards for national ambient air quality. Thus, the EPA established the CASAC.
The CASAC has seven members who provide advice on criteria and standards for
six air pollutants. These pollutants are carbon monoxide, lead, nitrogen dioxide,
ozone, particulate matter and sulfur dioxide.
The CAA requires the EPA, with the assistance of CASAC, to review the criteria
for the National Ambient Air Quality Standards every 5 years. The EPA augments
CASAC with panels of expert consultants to help review the six pollutants. The
review panels we examined generally included 16 consultants plus the seven
CASAC members.
Each panel reviews and comments on the supporting documentation for its
specific pollutant. Prior to 2007, the two primary documents the panels reviewed
were the criteria document and the staff white paper. The EPA’s Office of
Research and Development prepared the criteria document. This document was a
comprehensive and integrative assessment of relevant scientific studies related to
the pollutant. The EPA’s Office of Air Quality Planning and Standards prepared
the staff white paper. The staff used the information in ORD’s criteria document
and the results of the EPA’s OAQPS risk and exposure assessments to develop
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and support their conclusions and recommendations for an air quality standard.
The OAQPS staff paper also included various ranges of standards for the
Administrator to consider.
The EPA revised its process for developing NAAQS in December 2006. The EPA
replaced the criteria document and the staff white paper with an integrated science
assessment, a risk/exposure assessment, and a policy assessment. The EPA also
decided it would publish the policy assessment in the Federal Register as an
Advanced Notice of Proposed Rulemaking. The revised process also called for
CASAC to be more involved in the initial planning for conducting the NAAQS
review. In May 2009, the EPA ended the requirement to publish the policy
assessment in an Advanced Notice of Proposed Rulemaking. Instead, the EPA
releases a draft of the policy assessment to CASAC and for public comment.
This policy assessment includes the air quality staff’s conclusions and
recommendations for a range of standards for senior agency management to
consider.
Advisory Council on Clean Air Compliance Analysis Created to
Provide Advice on Cost-Benefit Analyses
The Advisory Council on Clean Air Compliance Analysis was established in
1991, pursuant to the CAA Amendments of 1990. The Council’s purpose is to
review the data, methodology and findings of a statutorily mandated agency
report3 that assesses the costs and benefits of the CAA. The Council must include
at least nine members. The Council is to include experts in the fields of the health
and environmental effects of air pollution, economic analysis, and environmental
sciences. Members can also be appointed from other fields that the Administrator
determines to be appropriate.
As of July 2012, the Council included 15 members. The Council is supplemented
with subcommittees and consultants as needed. The Council has commented on
three CAA cost-benefit studies.4 In 2002, the agency requested the Council’s
assistance in planning a third study assessing the benefits and costs of the CAA
for the period 1990 through 2020. From 2004 through 2011, the Council issued
several reports providing advice to the agency with respect to the third study. This
included advice on planning the study and selecting data, methods and models,
and commenting on draft findings and conclusions. To review the study, the EPA
augmented the Council with the Special Council Panel, the Air Quality Modeling
Subcommittee, the Health Effects Subcommittee and the Ecological Effects
Subcommittee.
3

This report was mandated by Section 812 of the CAA Amendments of 1990 but the requirement for the report to
Congress was repealed by the Federal Reports Elimination and Sunset Act of 1995 (P.L. 104-66).
4
The Benefits and Costs of the Clean Air Act, 1970 to 1990, October 1997; The Benefits and Costs of the Clean Air
Act, 1990 to 2010, November 1999, EPA-410-R99-001; and The Benefits and Costs of the Clean Air Act from 1990
to 2020, March 2011.
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Science Advisory Board Staff Office Manages the CASAC and Council
The EPA’s Science Advisory Board Staff Office manages the CASAC and the
Council. The SAB Staff Office develops the required FAC documentation,
including charters and membership packages. The SAB Staff Office also collects
and reviews financial disclosure forms submitted by prospective SGEs. The SAB
Staff Office director recommends members for the committees to the
Administrator for approval. The SAB Staff Office director also has the authority
to select expert consultants to assist the chartered FACs. These consultant
appointments are not submitted to the Administrator for approval.
All CASAC and Council committee, subcommittee and panel members are
appointed to serve as SGEs, or in rare cases as regular government employees.
As government employees, they are covered by federal ethics and conflicts of
interest statutes and regulations. The SAB Staff Office director is also the agency
deputy ethics official for the office. The DEO is responsible for reviewing and
resolving ethics and conflicts of interest concerns with respect to members of the
CASAC, the Council, and their respective subcommittees and panels.

Prior Audit Reports
The OIG has not conducted any prior audits or evaluations of CASAC or Council
activity, or of the EPA’s management of FACs. We reported on the EPA’s external
peer review process in April 2009.5 Our 2009 report focused on contractordeveloped peer review panels. In response to the report, the EPA developed an
addendum to the Peer Review Handbook that provided additional guidance for
identifying appearances of a lack of impartiality in any of the peer reviewers.
The U.S. Government Accountability Office reported on FAC independence and
balance in 2004.6 GAO’s report was based on a review of policies and practices at
nine federal departments and agencies, including the EPA. According to the GAO
report, GSA’s guidance on FAC management did not address what types of
information could be helpful to agencies in assessing the points of view of potential
FAC members. Additionally, agency procedures did not identify the type of
information that should be collected about potential members to make decisions
about FAC balance. Thus, eight of the nine departments and agencies that GAO
reviewed did not identify and systematically collect and evaluate information
pertinent to determining the points of view of potential FAC members. Such
information would include previous public positions or statements on matters being
reviewed. The EPA was the only agency to routinely collect and evaluate this
information.
5

EPA Can Improve Its Process for Establishing Peer Review Panels, EPA OIG Report No. 09-P-0147, April 29,
2009.
6
GAO-04-328, FEDERAL ADVISORY COMMITTEES: Additional Guidance Could Help Agencies Better Ensure
Independence and Balance, April 2004.
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Noteworthy Achievements
FACA regulations do not apply to subcommittees or working groups that provide
advice to the parent FAC. Still, the EPA applies many of its FACA guidelines and
procedures when assembling these subcommittees and panels. That includes:
x
x
x

Requiring subcommittee and panel members designated as SGEs to
complete financial disclosure forms.
Reviewing and vetting these forms for financial conflicts of interest and
appearances of a lack of impartiality.
Preparing membership grids showing each proposed member’s
qualifications and background.

The EPA’s revised Federal Advisory Committee Management Handbook
incorporates new procedures and factors to consider in selecting FAC members.
The Handbook now requires the EPA’s DFOs to prepare an outreach plan. This
plan describes how the DFO plans to publicize the proposed FAC and solicit
members from various groups to achieve FAC diversity.

Scope and Methodology
Our evaluation assessed the EPA’s management of the CASAC and Council
during the period 2006 through 2011, although we did review older records as
necessary. In particular, we focused on management of CASAC’s ozone and
PM panels, and the Council’s Health Effects Subcommittee. We evaluated the
procedures the EPA used to ensure compliance with FACA and applicable
federal and agency guidance. We did not evaluate the quality of scientific
advice the CASAC or Council provided to the EPA.
We performed our work at the EPA’s OFACMO, SAB Staff Office, and Office of
General Counsel in Washington, D.C. We also conducted work at the ORD’s
National Center for Environmental Assessment in Research Triangle Park,
North Carolina. We interviewed the EPA staff and managers tasked with
overseeing the EPA’s compliance with FACA, and obtained data and documents as
appropriate. We also interviewed staff and managers responsible for managing the
CASAC and Council.
To assess the EPA’s management of the CASAC and Council we selected a
sample of FAC, subcommittee and panel member appointments for review. Our
selection criteria were all members of the last two NAAQS ozone panels, any
expert who served on both the 2006 and 2011 PM review panels, and any expert
specifically cited in the requester’s letters to the OIG. This represented 47 of 126
members appointed during the period of fiscal years 1998 through 2012. We
reviewed the SAB Staff Office case files for these 47 members for evidence of
independence, impartiality, or financial conflicts of interest concerns. Based on
potential concerns we identified during our initial file review, we reviewed 27 of
13-P-0387
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these cases in depth. We also interviewed six CASAC members to obtain their
views on membership balance.
We conducted our evaluation from April 2012 through May 2013. We conducted
this evaluation in accordance with generally accepted government auditing
standards. Those standards require that we obtain sufficient, appropriate
evidence to provide a reasonable basis for our findings and conclusions based on
our objectives. We believe the evidence obtained provides a reasonable basis for
our findings and conclusions based on our objectives.
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Chapter 2
Financial Conflicts of Interest
The EPA has implemented a process to manage the CASAC and Council in
accordance with applicable laws, regulations and guidance regarding financial
conflicts of interest. The EPA requires prospective and active SGEs to complete
financial disclosure forms. The SAB Staff Office reviews these forms for
financial conflicts of interest. We identified one instance where agency
procedures involving a potential conflict of interest were not followed.

SGEs Are Generally Subject to Federal Statutes and Regulations
Governing Financial Interests
Rules governing conflicts of interest for federal employees can be found in the
Code of Federal Regulations. Specifically, 5 CFR Part 2635 Subpart D provides in
part that:
An employee is prohibited by criminal statue, 18 U.S.C. 208(a),
from participating personally and substantially in an official
capacity in any particular matter in which, to his knowledge, he or
any person whose interests are imputed to him under this statute
has a financial interest, if the particular matter will have a direct
and predictable effect on that interest.
SGEs are generally subject to financial conflict of interest provisions with some
exceptions. In certain circumstances, SGEs who serve on FACs, within the
meaning of the FACA, are uniquely eligible for a particular waiver of the
prohibition of Section 208(a). Under 18 U.S.C. 208(b)(3), an SGE serving on a
FAC may be eligible for a waiver where the official responsible for his or her
appointment certifies in writing that the need for the SGE’s services outweighs
the potential for a conflict of interest posed by the otherwise disqualifying
financial interest involved. EPA Order 1000.28A states that only the designated
agency ethics official or the alternate agency ethics official may issue such
waivers. According to the EPA’s OGC, this should occur only upon consultation
with the U.S. Office of Government Ethics.
SGEs serving on FACs are also covered by certain exemptions from Section 208
that have been promulgated by the U.S. Office of Government Ethics, pursuant to
18 U.S.C. 208(b). The most significant of these is 5 CFR 2640.203(g), which
pertains to certain financial interests arising from the SGE’s outside employment.
This exemption permits SGEs serving on FACs to participate in matters of
general applicability where the disqualifying interest arises from the SGE’s nonfederal employment or prospective employment. This exemption is subject to the
following limitations:
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x
x

The matter cannot have a special or distinct effect on either the SGE or the
SGE’s non-federal employer, other than as part of a class.
The exemption does not cover interests arising from the ownership of
stock in the employer or prospective employer.

Further, according to the EPA’s OGC the non-federal employment must involve
an actual employee/employer relationship, as opposed to an independent
contractor relationship.

The EPA’s Process for Identifying Conflicts of Interest
The EPA requires prospective charter FAC, panel and subcommittee members to
complete the EPA’s Form 3110-48.7 Active members must also update their forms
annually as well as before any particular matter is considered by a given member.
The form includes sections for listing employment and consulting work, paid
expert testimony, research or project funding for the past 2 years, and assets. The
form also includes a section for describing prior activities or statements that could
affect, or appear to affect, an expert’s ability to provide impartial advice.
The SAB Staff Office’s ethics officer (assistant to the SAB Staff Office DEO) and
the SAB Staff Office DEO review each active or prospective member’s financial
disclosure form for potential ethical issues, including financial and other conflicts,
and possible lack of impartiality. Both reviewers sign and date the first page of
the form to document their review. The forms may include the reviewer’s
handwritten notes if issues are noted.
If the review identifies potential issues, the SAB Staff Office informs the
prospective or active member and asks for an explanation. The SAB Staff Office
may also discuss any concerns with the member and require that the member take
action to mitigate the concern. The SAB Staff Office director’s personal practice
was to not grant financial conflict of interest waivers. We did not identify any
waivers for financial conflicts of interest for the 47 CASAC and Council charter,
subcommittee and panel members we reviewed from FYs 2002 through 2012.

Receipt of Federal Grant Is Not a Financial Conflict of Interest
The EPA does not consider a prospective or current member’s receipt of an
agency or other federal research grant to create the basis for a financial conflict of
interest. This is consistent with other federal guidance in this area. For example,
OMB’s Final Bulletin on Peer Review states that:
When an agency awards grants through a competitive process that
includes peer review, the agency’s potential to influence the
scientist’s research is limited. As such, when a scientist is awarded
7

Confidential Financial Disclosure Form for Special Government Employees Serving on Federal Advisory
Committees at the U.S. Environmental Protection Agency (EPA Form 3110-48).
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a government research grant through an investigator-initiated,
peer-reviewed competition, there generally should be no question
as to that scientist’s ability to offer independent scientific advice to
the agency on other projects.
The above guidance does not mean that a prospective or active member’s work on
a specific grant or research project could not potentially present an independence
concern. A prospective or active member’s research or grant is a potential area of
concern if the FAC, panel, or subcommittee plans to address work performed
under the research grant. Prospective and active EPA SGE members must report
any research grants received during the past 2 years in Section 4 of the EPA’s
Form 3110-48. Our review of impartiality and independence is discussed in
chapter 3.

Review of Financial Conflict of Interest Procedures
We reviewed 47 financial disclosure forms completed by prospective CASAC and
Council committee, panel and subcommittee members from 2002 through 2012.
We identified one instance where agency procedures regarding a potential conflict
of interest were not followed.

Conclusions
The EPA has adequate procedures for identifying financial conflicts of interest.
Nonetheless, we identified one instance where the agency’s procedures for
handling a potential conflict of interest were not followed. As such, we believe the
agency should remind DEOs of the proper procedures for addressing potential
conflicts of interest to prevent any future occurrences.
While receipt of grant funds from the EPA may not constitute a financial conflict of
interest on the part of a FACA member, receipt of such funding could raise
concerns of independence depending upon the nature of the research conducted
under the grant and the issues addressed by the FAC.

Recommendation
We recommend that the EPA designated agency ethics official:
1. Instruct DEOs and assistant DEOs on the proper process for handling
potential conflicts of interests for SGEs, including the process for
implementing any applicable steps to remedy the conflicts of interest.

Agency Comments and OIG Evaluation
The agency agreed with our recommendation and responded that the DAEO will
review already available reference material and guidance to determine whether
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any additional guidance is warranted for SGEs. Further, the agency provided us
with documentation that the DAEO has instructed DEOs on the proper process to
follow in addressing conflicts of interest. Thus, this recommendation is closed and
no further response is required from the agency.
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Chapter 3
Independence and Impartiality
In general, the EPA has implemented an adequate process to identify
independence and impartiality concerns. However, the EPA can improve its
controls over this process by better documenting how it addressed concerns
identified during the financial disclosure review process. We reviewed financial
disclosure forms and associated SAB Staff Office files for 47 members from
FYs 2002 through 2012. In nine instances, final determination on and steps
taken to mitigate independence or partiality matters were either not adequately
documented or, in our view, needed additional steps to sufficiently address
potential independence or partiality concerns. Better documentation of ethics
decisions will help ensure that the FAC process is transparent and that advice to
the Administrator on important issues such as setting ambient air standards to
protect public health and the environment is impartial and objective.

The EPA’s Guidance Recommends Avoiding Experts Who
Appear to Lack Impartiality
FACA requires that FACs provide independent advice free of inappropriate
influence from the appointing authority or special interests. FACA does not
establish requirements for reviewing the independence or impartiality of FAC
members. However, SGEs are subject to federal ethics regulations and should
avoid appearances of a lack of impartiality in performing their work. Title 5 CFR
Part 2635.502(a) in large part addresses impartiality with respect to particular
matters involving specific parties. Since the CASAC and Council address matters
of general applicability this provision would not normally apply to CASAC and
Council members. However, 5 CFR Part 2635.502(a)(2) addresses impartiality
concerns that may arise under other circumstances. It states that:
An employee who is concerned that circumstances other than those
specifically described in this section would raise a question
regarding his impartiality should use the process described in this
section to determine whether he should or should not participate in
a particular matter.
Based on 5 CFR 2635.502 (c) and (d), EPA Order 1000.28A authorizes DEOs to
make determinations as to whether a reasonable person would be likely to
question the employee’s impartiality in a particular matter under 5 CFR Part
2635, Subpart E. In instances where impartiality is likely to be questioned, but
would not violate 18 USC 208(a), the Order further authorizes DEOs to determine
whether the employee should be allowed to participate in the matter, and if so,
authorize participation in writing.
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The EPA’s Peer Review Handbook provides guidance for how the EPA should
address impartiality and independence concerns on peer review panels. The
Handbook states that the EPA should make every effort to use reviewers who are
independent and do not have an appearance of a lack of impartiality. The Handbook
states, as a general rule, experts who have made public pronouncements on an issue
or who have clearly “taken sides” may lack impartiality and should be avoided. The
Handbook recognizes that these reviewers with appearances of a lack of impartiality
may still serve on a panel to fill the need for experience or technical balance and
representation. For example, if an SGE has an appearance of a lack of impartiality, it
may still be possible to make a written determination that the SGE may serve on the
FAC or to ensure that the SGE is recused from certain areas of a review. With
respect to impartiality, the Handbook states:
. . . it is also important that any decision that is made concerning
advisory committee members or peer reviewers be appropriately
documented. . . .
The Peer Review Handbook defines an independent reviewer as an expert who
was not associated with developing the work product, either directly by
substantial contribution to its development or indirectly by significant
consultation during its development.

The EPA’s Financial Disclosure Forms Include Questions to Identify
Independence Concerns and Appearances of a Lack of Impartiality
As discussed in chapter 2, the EPA requires FAC committee, subcommittee and
panel candidates who are designated as SGEs to complete EPA Form 3110-48.
Once selected, members must also periodically update their form. The form
includes a supplemental set of questions specifically designed to help the EPA
identify any potential appearance of a lack of impartiality (table 2).
Table 2: Supplemental questions to identify concerns with independence and impartiality
No.

Questions asked

1

Do you know of any reason that you might be unable to provide impartial advice on the matter to come before
the panel/committee/subcommittee or any reason that your impartiality in the matter might be questioned?

2

Have you had any previous involvement with the review document(s) under consideration including
authorship, collaboration with the authors, or previous peer review functions? If so, please identify and
describe that involvement.

3

Have you served on previous advisory panels, committees or subcommittees that have addressed the topic
under consideration? If so, please identify those activities.

4

Have you made any public statements (written or oral) on the issue that would indicate to an observer that you
have taken a position on the issue under consideration? If so, please identify those statements.

Source: OIG-developed table based on section 6 of EPA Form 3110-48.
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The EPA Can Better Document Identification and Resolution of
Independence and Impartiality Concerns
We reviewed the SAB Staff Office’s files for 47 of the 126 SGE appointments to
CASAC and the Council, including subcommittees and review panels, over the
period of FYs 1998 through 2012. We reviewed 27 appointments in greater detail
based on information in the case files that in our opinion indicated the SGE’s
appointment might raise ethical concerns with respect to the FAC’s or panel’s
work. We also reviewed the meeting minutes for 14 Council meetings held
between 2003 and 2010. We found:
x

Four instances where recusals for independence concerns were not
documented or came after the expert had participated in activities related
to the concern.

x

Three instances where, in our view, potential independence concerns were
not identified or their resolution was not adequately documented.

x

Two instances where, in our view, potential appearances of a lack of
impartiality were not identified or adequately resolved.

The following sections discuss in more detail the results of our review.
Some Recusals Were Not Documented or Came After SGE
Participation in Activities That Created an Independence Concern
The SAB Staff Office determined that four members of the chartered Council
should recuse themselves from certain meetings where the charge questions were
related to work these members had produced. SAB Staff Office procedures state
that the DFO should start each meeting by stating for the record that all
participating panel members are in compliance with ethics and conflict of interest
rules. If not, the DFO should note any instances where a member will recuse
him/herself from discussion on a particular aspect of the meeting. The EPA’s
FAC Handbook also recommends that meeting minutes document all recusals.
x
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In two instances, the EPA appointed experts as members to the chartered
Council who had co-authored studies that the EPA used to support
conclusions in the EPA’s CAA Section 812 cost benefit analysis. These
studies pertained to the monetized benefit of reducing ozone and PM
mortality. The DFO told us they orally instructed members to recuse
themselves from any meeting where charge questions related to the
application of their work in the Section 812 study were discussed.
However, the meeting minutes did not state whether these two members
recused themselves from meetings where the charge questions related to
their work.
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x

In one instance, a potential independence concern about a Council
member was raised and discussed at a Council meeting. The concern was
that the member was one of five experts selected to serve on a pilot expert
elicitation study panel on PM mortality. The Council was asked to review
the design of the pilot study. Because of the information discussed at this
meeting, the DFO sent a written notice to the member instructing him to
recuse himself from meetings where his prior work on the pilot elicitation
study was to be discussed. Meeting minutes we reviewed indicate that this
member recused himself from applicable meetings after receiving SAB’s
notice for a period of several years. The member later served as one of 12
participants in the full-scale expert elicitation study. According to the SAB
Staff Office, when the Council met in 2008 to advise the agency on the
potential use and presentation of expert elicitation study results, the
member did not participate in the meeting. However, 6 years after the
initial independence issue arose, this member attended a meeting as a
member of the Council’s Health Effects Subcommittee where the
interpretation and presentation of the results of the elicitation study were
discussed. Meeting minutes did not indicate whether this member recused
himself from discussing the EPA’s application of the results of the study
he had worked on.

x

In one instance, a Council member had contributed significantly to a
product peer reviewed by the Council. Both the member and the SAB
Staff Office identified this member’s participation as an independence
concern. The SAB Staff Office director noted that the member would be
required to recuse himself from any discussion of that portion of the
document. The meeting minutes for two Council subcommittee meetings
did not indicate whether this member recused himself from any portion of
the deliberations. A draft peer review report was prepared after these two
meetings. Prior to a third meeting where this topic was discussed, the DFO
sent the member a written recusal reminder notice. Meeting minutes we
reviewed indicated the member recused himself from meetings after
receiving the written recusal notice.

Some Potential Independence Concerns Were Not Identified
We identified three instances where the SAB Staff Office appointed experts to
panels that reviewed work products that the experts had helped develop or
incorporated extensive information from work products the experts had
developed. In all three instances, the experts reported their involvement in these
precursor work products on EPA Form 3110-48.
x
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In two instances, experts appointed to a CASAC review panel had
participated substantially in preparing chapters included in ORD’s ozone
and PM criteria documents for the prior review period. These members
were allowed to serve as reviewers for the next 5-year review’s criteria
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document. The SAB Staff Office director told us that these members were
allowed to serve because they had not worked on producing the document
under review by the CASAC. However, our review of the integrated science
assessments (formerly known as criteria documents) found that these work
products included conclusions and information from the chapters that had
been written by the experts for the prior criteria documents. Further, the
charge questions for the ISA reviews included commenting on the
usefulness and completeness of the scientific information in chapters that
included information from these experts’ prior work. Thus, even though
these experts did not develop the ISA documents, in our view, their service
on the panels created a risk that they could potentially review their own
work. Further, the agency should document in writing its determination that
the expert’s service will not create an independence concern and any steps
needed to reduce the risk that this could occur.
x

In one instance, an expert selected to serve on the Council’s Health Effects
Subcommittee was a member of the project team that developed the
methodology for both the pilot and later full-scale expert elicitations. This
member also interviewed experts for the elicitation study. This member’s
participation in the expert elicitation studies was noted at a Council
meeting. Later, this member attended at least two meetings where the
Health Effects Subcommittee charge included interpretation and
presentation of the results of the pilot expert elicitation study for the
section 812 cost-benefit analysis. The meeting minutes did not record any
recusals from the member. We found no indication in the SAB case file
that the SAB Staff Office identified this as a potential independence issue.
In our view, this member indirectly participated in the work product being
reviewed based on his significant consultation during its development. We
concluded that such participation does not meet the definition of an
independent reviewer as described in the EPA’s Peer Review Handbook.

Appearances of a Lack of Impartiality Not Identified or Adequately
Resolved
The Peer Review Handbook states that, as a general rule, “. . . experts who have
made public pronouncements or have had a predominant influence on the position for
a given organization on an issue, those who have clearly "taken sides," may have an
appearance of a lack of impartiality.” We reviewed two instances where experts had
expressed public viewpoints on NAAQS standards but were appointed to serve on
the CASAC or one of its panels.
x

The requester questioned the appointment of a CASAC member who had
co-authored an article8 in 2006 opposing the EPA’s PM standard and was
later appointed chair of the PM review panel. This member’s case file

8

William N. Rom and Jonathan M. Samet, "Small Particles with Big Effects," 173 Am. J. Resp. & Crit. Care Med.
365, 366 (2006).
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included a bibliography of publications that included the article in
question. However, the member did not list this article in section 6 of the
disclosure forms we reviewed, and the EPA’s notes to the file did not
include any discussion regarding this article. The article made the
following conclusion about the PM standard:
In the face of the extensive evidence on PM and health and
the strong mandate of the Clean Air Act for public health
protection, the PM NAAQS proposed by Administrator
Johnson appear lax. Based on the same evidence, the
American Thoracic Society and other health organizations
have recommended 12 and 25 ȝg/m3 for the average annual
and 24-h PM2.5 standards, respectively. The proposed, less
stringent standard does not protect the nation's health, as
required by the Clean Air Act.
In our view, the above statement presents an appearance of a lack of
impartiality based on guidance in the Peer Review Handbook. This
guidance states that, generally, experts who have made a public
pronouncement on an issue should be avoided. This expert served as a
consultant on the PM review panel that advised the Administrator on the
2006 proposed and final PM standard. This expert was later appointed to
the CASAC and the next 5-year PM review panel in 2007. While public
statements expressing an opinion would not automatically disqualify a
member, we believe that the SAB Staff Office, if aware of this article,
should have prepared a written determination justifying the selection.
We noted that the case file did include documentation of the SAB Staff
Office’s resolution of potential concerns with respect to an article the
expert had co-authored in 2004. According to notes in the case file, the
SAB Staff Office intended to remind the expert to list such articles in
section 6 of his disclosure form.
x
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In the remaining instance, a nitrogen oxide/sulfur oxide review panel
member reported on his disclosure form that he had made statements at
scientific meetings and in classrooms that the body of epidemiological
evidence warranted consideration of a lower nitrogen oxide standard. The
SAB Staff Office initially flagged this as a potential appearance of a lack
of impartiality. However, the Staff Office later noted in the case file that
there was not an appearance of a lack of impartiality since the member
stated that he had not made these statements while serving on the panel
during the past year. Guidance in the EPA’s Peer Review Handbook does
not limit statements that could create the appearance of a lack of
impartiality to those only made while serving on a panel. In our view,
refraining from making public statements on a topic while on the panel
does not mitigate any appearances created by making public statements
prior to an expert’s appointment to the panel.
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SAB Staff Office Does Not Treat Viewpoints Expressed as Part of
Committee Functions as Appearance of a Lack of Impartiality
The requester raised concerns about two letters from CASAC members to the
EPA Administrator. These letters encouraged the EPA Administrator to set the
NAAQS at the levels CASAC had recommended following its review of the
supporting technical documents and proposed standards. Many of the members
who signed these letters were later re-appointed to the CASAC review panels that
convened for the next 5-year NAAQS review cycle. The requestor expressed
concerns that these members had an appearance of a lack of impartiality based on
their publicly expressed viewpoints.
The SAB Staff Office director told us that her office distinguishes between
viewpoints expressed outside of the FAC’s activities and those expressed as part
of the FAC’s chartered function to provide advice to the Administrator. She
considered these letters to be a normal part of the FAC’s advice function and did
not consider the viewpoints expressed to be appearances of a lack of impartiality
that would affect the member’s future service. However, she noted that if a panel
member were to express a personal viewpoint outside of the FAC process, this
could potentially present the appearance of a lack of impartiality. For opinions
voiced outside of the member’s FAC duties, the director told us that an expert
must advocate a specific NAAQS level for the SAB Staff Office to consider it a
viewpoint that would present the appearance of a lack of impartiality. According
to the agency’s alternate agency ethics official, she would instruct the CASAC
after they have made their final communications to the Administrator to make any
further communications through the DFO.

Procedures for Addressing and Documenting Resolution of Concerns
Raised During Disclosure Form Reviews Could be Strengthened
The SAB Staff Office procedures include documenting any relevant
correspondence between the file reviewer and the active or potential member
regarding ethics questions. Further, these procedures state that the DFO should
start each meeting by stating for the record that all participating panel members
are in compliance with ethics and conflict of interest rules. If not, the DFO should
note any instances where a member will recuse him/herself from discussion on a
particular aspect of the meeting.
SAB Staff Office procedures do not address making written determinations when
members with ethical concerns are allowed to serve. The EPA’s Peer Review
Handbook states that written determination should be made when SGEs with the
appearance of a lack of impartiality are allowed to serve on FACs. Further, EPA
Order 1000.28.A, Duties of EPA Ethics Officials, states that DEOs are authorized
to:
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When informed by an employee of an impartiality issue under
5 CFR Part 2635, Subpart E, or when requested by the employee’s
supervisor or other person responsible for the employee’s
assignment, make determinations as to whether a reasonable
person would be likely to question the employee’s impartiality in a
particular matter. If impartiality is likely to be questioned,
determine whether the employee should be allowed to participate
in the matter, and if so, authorize participation in writing
[5 CFR § 2635.502(c) and (d)].
In general, the files we reviewed contained handwritten notes, typed notes to the
file, emails, or other documentation pertaining to concerns that arose during the
review. However, in some cases the files did not contain the SAB Staff Office’s
final determination explaining how potential issues they identified were resolved.
We needed additional oral explanation from SAB staff to ascertain how the Staff
Office resolved these cases and the reasoning behind those determinations.
Further, the meeting minutes we reviewed did not contain a record of the DFO’s
statements on recusals when the SAB Staff Office had recommended recusals.

Conclusions
The SAB Staff Office has adequate procedures for identifying independence and
impartiality concerns. However, SAB’s final determinations and evidence that
mitigating measures were implemented were not always documented in the files
we reviewed. Such documentation will better ensure that the FAC process is
transparent and the advice from FACs is impartial. When experts with
independence or impartiality concerns are allowed to serve on FACs without
sufficient written justification it can potentially undermine the credibility of:
(1) the FAC’s advice, (2) the agency’s scientific and technical documents, and
(3) the corresponding regulations issued by the agency.

Recommendations
We recommend that the director, Science Advisory Board Staff Office:
2. Develop procedures to adequately document the resolution of ethical
concerns. This should include:
a. Preparing written determinations as to why members with
independence concerns or the appearance of a lack of impartiality
are allowed to serve on FACs, subcommittees and panels,
including any steps recommended for mitigating these concerns or
appearances.
b. Documenting that all recommended steps for mitigating independence
concerns, such as recusals from certain meetings, are implemented.
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We recommend that the EPA designated agency ethics official:
3. Periodically review the SAB Staff Office’s resolution of independence
concerns and appearances of a lack of impartiality, including the
sufficiency of recordkeeping documentation, and recommend corrective
actions to the SAB Staff Office as appropriate.
We recommend that the director, Science Advisory Board Staff Office:
4. Develop a framework to guide decisions regarding public pronouncements
made by current or prospective FAC members related to topics under
consideration by the FAC.

Agency Comments and OIG Evaluation
The agency agreed with recommendations 2 and 3, and provided a corrective
action plan and milestones that meet the intent of these recommendations. The
agency did not agree with recommendation 4 and offered an alternative corrective
action. The agency responded that public pronouncements did not fall under the
purview of federal ethics regulations since they were not “covered relationships”
and that the SAB typically deals with matters of general applicability, not
“specific party” matters. We interpreted 5 CFR Part 2635.502(a)(2), which
addresses impartiality concerns that may arise under other circumstances not
described in that section, as potentially applying to particular matters of general
applicability. However, we believe the SAB Staff Office’s proposal to develop a
framework to guide decisions regarding public pronouncements by current or
prospective FAC members will be an appropriate management control. As such,
the agency’s proposed alternative action meets the intent of the draft report’s
recommendation. Thus, we revised our recommendation to reflect the agency’s
proposed alternative corrective action. All three recommendations are resolved
and open pending the agency’s completion of the agreed-to corrective actions.
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Chapter 4
Membership Tenure
The EPA’s policy on tenure generally limits FAC members to 6 years of service,
with any service over 6 years based on written justification from the program
office and approval by the Administrator or Deputy Administrator. The EPA
generally followed this policy in its management of the CASAC and Council.
In three instances prior to 2010, EPA approved FAC chairs to serve more than
6 years based on written justification submitted to the Administrator. Beginning in
FY 2010 under former Administrator Jackson’s term (2009-2013), the EPA has
more strictly limited the granting of extensions for service more than 6 years.
The EPA’s policy on tenure does not apply to review panel or subcommittee
memberships. From FYs 1998 through 2012, 36 percent of all CASAC
members/consultants served more than 6 years as a charter CASAC member or
review panel consultant. During the same period, 12 percent of all Council
members/consultants served more than 6 years as a Council charter member, or
review panel or subcommittee consultant. By not applying its membership policy
to review panels and subcommittees, the EPA may be not be achieving the
policy’s intent of providing fresh perspectives to its FACs.

The EPA’s Policy Limits Committee Terms to 6 Years
Title 41 CFR Section 102-3.130(a), regarding policies that apply to the
appointment and compensation or reimbursement of advisory committee
members, staff, experts and consultants, states that:
Unless otherwise provided by statue, Presidential directive, or
other establishment authority, advisory committee members serve
at the pleasure of the appointing or inviting authority. Membership
terms are at the sole discretion of the appointing or inviting
authority.
As noted in the EPA’s 2003 Federal Advisory Committee Handbook membership
terms should be no longer than 6 years to provide fresh perspectives on the FAC.
The Handbook notes the deputy administrator may grant appointments beyond the
6-year limit if the program office provides adequate justification as to why the
office cannot find an appropriate replacement. In the case of the CASAC and
Council, appointments are made by the Administrator, who may grant (and has
granted) appointments beyond the 6-year limit if the SAB Staff Office provides
adequate justification for the extension.
According to the former SAB Staff Office director and staff in the EPA’s
OFACMO, since 2010 former Administrator Jackson more strictly limited FAC
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service to no longer than 6 years. OFACMO noted that Administrator Jackson
granted some extensions but only in exceptional circumstances based on a
detailed written justification. The EPA’s 2012 revised Handbook reiterated the
6-year limit and clarified that members should be appointed for no longer than a
total of 6 years (typically in 2- or 3-year terms), with an extension limited to
1-year upon approval of a detailed written justification.
The EPA applies its term policy only to FAC charter members and not to SGEs
who serve on panels or subcommittees that supplement the charter FAC. The SAB
Staff Office director noted that the consultants on the CASAC review panel are
not voting members. Further, these panels often meet over a period of several
years. Thus, the time spent in service on one NAAQS review panel could last
approximately 6 years. The director also noted that the Staff Office’s practice is to
replace about two-thirds of the members on subsequent panels. In their view,
subsequent panels benefit from the experience and working knowledge provided
by having some of the previous panel members serve on the next panel.

The EPA Followed Its Policy on Tenure
The EPA generally applied its policy of limiting terms of service. We reviewed
the length of service for all CASAC and Council members who served from FYs
1998 through 2012. Only three members served more than 6 years (one CASAC
and two Council committee members). In all three instances written justifications
were provided for the members’ extended service. These three FAC members’
length of service ranged from 7 to 10 years. Figure 1 (see next page) shows the
percentage of CASAC and Council charter members who served more than
6 years from FYs 1998 through 2012.

Many Members Served More than 6 Years If Service on Review Panels
Were Considered
The EPA augmented both the CASAC and Council with review panels and
subcommittees comprised of consultants that provided technical advice on
important matters under consideration by the FAC. While not voting members of
the FAC, these consultants could influence the FAC’s advice with their input.
Therefore, we applied the 6-year term limit to all types of FAC and consultant
services starting in 1998, including service on chartered FACs, subcommittees
and review panels. If time served as a charter FAC member and review panel
consultant or subcommittee member were combined, the percentage of experts
exceeding 6-year terms is greater than the percentage for charter members only.
During FYs 1998 through 2012, the CASAC had 74 members either serve as one
of the seven chartered FAC members or as an expert consultant on a NAAQS
review panel. When this combined service is considered, 27 of 74 members (or
36 percent of CASAC members) served more than 6 years. Of the 27 CASAC
members/consultants who served more than 6 years, the years of service as a
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member and/or consultant ranged from 7 years (12 members/consultants) to
15 years (one member/consultant).
During FYs 1998 through 2012, the Council had 67 members serving either
directly on the FAC, on a related subcommittee, or as a consultant. When this
combined service is considered, eight members (or 12 percent of Council
members) served more than the 6 years. Of the eight members who served more
than 6 years, the years of service ranged from 7 years (six members) to 10 years
(one member). Figure 1 shows the percentage of all CASAC- and Council-related
members with length of service of more than 6 years.
Figure 1: Percentage of CASAC and Council members serving more than 6 years,
FY 1998-FY 2012.
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Source: OIG analysis of CASAC and Council membership lists.

Conclusions
Neither the FACA nor its implementing regulations prescribe membership term
limits for FAC members. However, the EPA has established a policy on
membership terms to help provide fresh perspectives on FACs. The EPA’s policy
applies only to charter FAC members and not expert consultants who serve on
review panels or members selected to serve on subcommittees. In particular, the
CASAC review panelists provide significant input regarding the EPA’s criteria
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and standards for ambient air quality. Our analysis indicated the SAB Staff Office
was achieving its goal of about two-thirds turnover on its NAAQS review panels.
This turnover ratio is intended to balance the need for fresh perspectives versus
maintaining continuity and experience.
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Chapter 5
Committee Balance
In general, we found that the CASAC and Council were balanced with respect to
the primary functions of the FACs and the required scientific “points of view.”
The FACA and its implementing regulations require FACs to be fairly balanced
but allow agencies discretion in how they achieve balance. The EPA’s guidance
instructs DFOs to describe the agency’s plan to attain fairly balanced membership
for their FACs and to prepare membership grids showing proposed members’
qualifications and background. The SAB Staff Office prepared membership grids
for the CASAC and Council. The Staff Office also described the factors that it
considered for selecting members in Federal Register notices announcing
opportunities for the public to nominate members. SAB Staff Office management
and staff told us that their primary concern in achieving balance for the CASAC
and Council was ensuring that the members have the necessary range of technical
expertise. With the EPA’s release of its updated FAC Handbook in March 2012,
the EPA added steps to its FAC membership selection process to help achieve
FAC balance. In our view, this new process will provide additional assurance that
balance is achieved on these FACs.

FACs Should Be Fairly Balanced in Terms of Viewpoints Represented
and Functions Performed
FACA requires that the membership of FACs be “fairly balanced in terms of the
points of view represented and the functions to be performed by the advisory
committee.” In the preamble to the 2001 FACA Final Rule, the GSA stated it
believed FACA’s provisions were broad enough to allow agency discretion in
achieving membership balance. However, the rule included a list of possible
considerations for agencies in developing a plan for achieving balance. These
include the:
x Committee’s mission.
x Geographic, ethnic, social, economic or scientific impact of the
committee’s recommendations.
x Specific perspectives required, such as those of consumers, technical
experts, the public at-large, academia, business or other sectors.
x Need to obtain divergent points of view on the issues before the
committee.
x Relevance of state, local and tribal governments to the development of the
advisory committee’s recommendations.
Title 41 CFR Part 102-3.60 requires agencies to describe their plans for achieving
balance on discretionary FACs. These plans are not required for non-discretionary
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FACs such as the CASAC and Council. However, GSA guidance9 issued in 2011
“strongly recommended” these plans for non-discretionary FACs as well.
The EPA’s FAC Handbook (prior and current versions) incorporates FACA
requirements on balance and describes the EPA’s procedures for ensuring this
requirement is met. The EPA’s Handbook requires that the justification
statements that accompany a request to charter or renew a charter for both
discretionary and non-discretionary FACs describe plans for achieving balance.
The Handbook lists general guidelines to consider in achieving balance. The 2012
updated FAC Handbook incorporated an additional consideration for members
with experience with issues of concern to low-income, rural, urban, medically
underserved, sensitive/vulnerable, or disproportionately impacted community
populations, and whether that experience would be useful.
The membership grid is a key tool prepared by the EPA as part of the annual
membership process. The EPA uses the membership grid to review and ensure
balance. For each FAC, the DFO must create a membership grid that provides a
snapshot of the FAC makeup, including both current members and proposed
candidates for membership. The membership grid is part of the overall
membership package, which is submitted to the Administrator for approval.
Both the CASAC and Council are statutorily mandated FACs with specific
membership requirements mandated by the CAA. The CASAC’s seven members
must include at least one physician, one member of the National Academy of
Sciences, and one person representing state air pollution control agencies. The
Council must have at least nine members and include recognized experts in the
fields of health and the environmental effects of air pollution, economic analysis,
environmental sciences and such other fields the Administrator deems
appropriate.

Preparation of Balance Plans Could Provide More Transparency to
Efforts to Achieve Balanced CASAC and Council Committees
In general, we found the CASAC and Council were balanced with respect to the
primary functions of the FACs and the required scientific “points of view.”
We noted that prior to 2011, the justification packages for these FACs did not
describe the plan for attaining balanced membership. However, in Federal
Register notices announcing opportunities for the public to nominate members for
service on the Council and CASAC, the SAB Staff Office described factors it
considers when selecting FAC members. These factors included relevant
scientific perspectives, which, among other factors can be influenced by work
history and affiliation.10 As part of the annual membership process, the SAB Staff
9

FAC Membership Balance Plan, GSA Committee Management Secretariat, Office of Committee and Regulatory
Management, January 2011.
10
See e.g., 69 Fed. Reg. 33,900-01 (June 17, 2004).
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Office prepared membership grids for the CASAC and Council which
summarized the proposed FAC membership in terms of members’ expertise,
affiliation category (e.g., academic, state, private sector, nongovernmental
organization), and geographic location (state). The SAB Staff Office used a
similar process in forming panels that work under the auspices of the chartered
FACs.
SAB Staff Office DFOs told us they address balance from the standpoint of
scientific and technical expertise. If a potential or current member were to express
a public opinion on matters before the FAC, this might create an appearance of a
lack of impartiality. One DFO told us the SAB Staff Office would address such a
concern specifically with that individual, not by balancing the panel with an
opposing point of view.

New Agency Procedures Designed to Improve Diversity and Balance
In March 2012, the EPA updated its FAC Management Handbook and
incorporated new procedures for achieving diversity and balance on the EPA’s
FACs. The updated Handbook:
x Added a consideration for whether members with experience with issues
of concern to low-income, rural, urban, medically underserved,
sensitive/vulnerable populations, or communities experiencing
disproportionate environmental or public health burdens, could be useful
on the FAC.
x Requires an outreach plan for obtaining a diverse pool of nominees.
The plan must be submitted to the EPA’s OFACMO for review and
concurrence. The outreach plan should describe in detail how the DFO
intends to solicit a diverse set of nominees, including women and
minorities. For example, it should explain the specific forms of public
solicitation the DFO plans to use and the organizations and academic
institutions the DFO plans to contact.
The SAB Staff Office developed an outreach plan for the April 2012 CASAC
charter renewal. Further, the SAB Staff Office developed a draft outreach plan for
the April 2013 Council charter renewal. The balance plan for CASAC and the
Council, prepared to support charter renewal, describes the plan for ensuring that
the committees are balanced in terms of scientific points of view (including
statutory requirements for membership). The Outreach Plan, developed to support
the annual membership process, is designed to ensure that membership
recommendations draw upon a “diverse set of nominees, including women and
minorities.” While there is overlap between the goals of diversity and balance,
they are not synonymous.
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Conclusions
Agencies have discretion in determining how balance is achieved on their FACs.
In requiring descriptions of plans to achieve balance for non-discretionary FACs,
the EPA has established procedures for balance that go beyond the minimum
requirements established by the regulations. Preparing membership balance plans
and implementing outreach plans as described in the EPA’s updated FAC
Handbook should make the selection process more transparent and help ensure
that balance is achieved on the CASAC and Council.

13-P-0387

28
00113

Case 1:18-cv-00613-WHP Document 26-4 Filed 05/23/18 Page 7 of 627

Chapter 6
Peer Review
In addition to assessing the EPA’s management of CASAC and the Council, we
reviewed the EPA’s conformity with OMB and the EPA’s peer review policies
and guidance with respect to three National Center for Environmental Assessment
analyses supporting NAAQS revisions. All three analyses were conducted in
conjunction with and included in larger assessment documents that synthesized
numerous studies and analyses. These assessment documents underwent formal
peer review by the CASAC. The requester questioned whether CASAC review of
assessment documents sufficed for the rigor and specificity of a separate peer
review of each individual analysis.
We determined that two of the three analyses were sufficiently peer reviewed
before the EPA publicly disseminated them by placing them in the rulemaking
docket. However, one of the NCEA analyses containing influential scientific
information—a re-analysis of data from an ozone health effects study—was not
peer-reviewed in accordance with OMB and the EPA’s guidance. OMB and the
EPA’s guidance call for all ISI to be peer reviewed before public dissemination.
However, NCEA did not have a formal process for determining whether
individual analyses and work products met the definition of ISI. Thus, NCEA did
not subject its ozone data re-analysis to peer review before disseminating it in
support of the ozone NAAQS. The analysis was later peer reviewed and published
in a journal article. This peer review did not alter the conclusions of the analysis
as presented in the EPA documents. Thus, the lack of peer review prior to public
dissemination did not appear to affect the ozone NAAQS rulemaking.
Nonetheless, proper peer review of the EPA’s internal analyses before
dissemination to the public is an important tool for ensuring the quality and
integrity of the agency’s scientific information.

Federal and Agency Guidance Require Peer Review of Influential
Scientific Information Before Public Dissemination
Peer review involves the review of a draft product for quality by specialists in the
field who were not involved in producing the draft. OMB’s Final Information
Quality Bulletin for Peer Review establishes government-wide guidance for
peer review of government science documents. The OMB bulletin requires each
agency to subject ISI to peer review prior to dissemination. It defines ISI as
“scientific information the agency reasonably can determine will have or does
have a clear and substantial impact on important public policies or private sector
decisions.” The OMB bulletin provides agencies broad discretion in
determining the type of peer review and the procedures used to select reviewers.

13-P-0387

29
00114

Case 1:18-cv-00613-WHP Document 26-4 Filed 05/23/18 Page 8 of 627

The EPA’s Peer Review Handbook (3rd Edition) incorporates the provisions of the
OMB bulletin and outlines the agency’s policy, procedures and processes for peer
review. Consistent with OMB guidelines, the EPA’s Peer Review Handbook
states that “[t]he principle underlying the Peer Review Policy is that all influential
scientific and technical work products used in decision making will be peer
reviewed” (underlining in original). However, it cites exceptions to this principle.
One of these exceptions states that peer review is not necessary for ISI if an
application of an adequately peer reviewed work product does not depart
significantly from its scientific or technical approach.
The EPA’s Peer Review Handbook states that, generally, determinations as to
whether a work product is “influential” will occur on a case-by-case basis. The
agency decision maker should determine whether a work product is ISI. The
applicable assistant administrator or regional administrator is the ultimate agency
decision maker and is accountable for the decisions regarding the identification of
ISI, and the mechanisms of peer review used for these work products. The
assistant administrator or regional administrator may designate office directors or
division directors as the front-line decision maker.

NCEA’s Review of One Analysis Did Not Adhere to OMB Requirements
and EPA Peer Review Guidance for Influential Scientific Information
We reviewed NCEA’s compliance with OMB and the EPA’s peer review
guidance for three work products NCEA produced in support of ambient air
quality standards for ozone, sulfur dioxide and nitrogen dioxide. EPA included
parts of these three analyses in larger assessment documents that the CASAC peer
reviewed. These three NCEA work products were:
1. A reanalysis of data from a previously published clinical study on the
effects of human exposure to ozone (ozone reanalysis).
2. An analysis of the results of earlier human clinical studies on the effects of
human exposure to SO2 (SO2 analysis).
3. An update to a previously published meta-analysis on the effects of human
exposure to NO2 (updated NO2 meta-analysis).
In our view, all three analyses fit the description of ISI. However, NCEA did not
have its ozone reanalysis peer reviewed before it was disseminated to the public.
As such, the EPA did not adhere to OMB and EPA peer review guidance for this
particular analysis. The SO2 analysis was sufficiently peer reviewed. The updated
NO2 meta-analysis primarily updated and re-presented previously peer reviewed
information, and thus was not required to be peer reviewed again per the EPA’s
guidance. Details concerning the development, dissemination and peer review of
each of the three analyses follow.
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2007 Ozone Reanalysis
In response to a CASAC comment on the second draft of the 2006 ozone air
quality criteria document, NCEA decided to include the results of a recent human
exposure study (Adams study)11 in the final air quality criteria document.
According to NCEA staff, in reviewing the Adams study they observed certain
traits in the study’s data which caused them to question whether the data would
show statistically significant effects of ozone exposure at less than 0.08 parts per
million. In reviewing the final air quality criteria document, one CASAC member
also questioned whether additional statistical analysis of the data would show
statistically significant effects at ozone levels below 0.08 ppm. These
observations led NCEA to re-analyze the Adams study data using a different
statistical approach. NCEA concluded that there was a statistically significant
effect of ozone at 0.06 ppm as compared to filtered clean air (0.00 ppm). NCEA
placed the results of its reanalysis12 in the ozone rulemaking docket in June 2007
without having it peer reviewed.
NCEA’s 2007 ozone reanalysis met the definition of ISI. The Adams study was
the first such study to present human exposure data at ozone levels below
0.08 ppm. At that time, the level of the ozone standard was 0.08 ppm averaged
over 8 hours. NCEA’s reanalysis concluded that ozone effects occurred at levels
below 0.08 ppm. Thus, NCEA reasonably could determine that its reanalysis
would have an impact on the 2008 NAAQS ozone rulemaking process.
At a technical conference in December 2006, NCEA made a presentation on the
health effects of exposure to air pollutants. This presentation included NCEA’s
initial ozone analysis illustrating the distribution of effects for individuals and
group mean estimates at levels below 0.08 ppm. In January 2007, NCEA staff
discussed the ozone reanalysis with the EPA’s OAQPS. OAQPS asked NCEA if it
could include the ozone reanalysis in the OAQPS staff paper for the 2008 NAAQS
ozone rulemaking. However, NCEA did not want to do so at that time because staff
believed it might constitute new analysis that had not been peer reviewed. Thus,
OAQPS only presented NCEA’s general observations about the Adams study in the
staff paper and not the detailed statistical analysis. NCEA had the reanalysis
internally reviewed by EPA scientists and addressed public comments received at a
March 2007 CASAC meeting. In NCEA’s view, it was appropriate to include the
reanalysis after these internal reviews. Thus, they entered the reanalysis into the
rulemaking docket in June 2007.

11

Dr. William Adams, Comparison of Chamber 6.6-h Exposures to 0.04–0.08 PPM Ozone via Square-wave and
Triangular Profiles on Pulmonary Responses, Inhalation Toxicology, February 2006.
12
Dr. James Brown, The effects of ozone on lung function at 0.06 ppm in healthy adults, EPA memorandum,
June 14, 2007.
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NCEA’s 2007 ozone reanalysis was published in an August 2008 peer reviewed
journal article.13 However, this peer review was after NCEA disseminated its
reanalysis in the June 2007 memorandum.
2008 SO2 Analysis
In 2007, in support of the SO2 NAAQS review, NCEA began working on a draft
analysis of SO2 human exposure data from studies conducted in the 1980s and
1990s. This draft analysis was circulated to CASAC in December 2007, and
CASAC encouraged NCEA to proceed with the analysis. NCEA’s SO2 analysis
was included in the EPA’s second draft integrated science assessment14 for sulfur
oxides in 2008. NCEA concluded that human responses to SO2 concentrations
increased as exposures to SO2 increased and that more pronounced effects were
observed at lower concentrations among SO2-sensitive asthmatics. As part of the
normal NAAQS review process, CASAC peer reviewed the draft integrated
science assessments. Prior to submitting the second draft ISA to CASAC for peer
review, the EPA formally requested the CASAC to review its analyses of data
from human clinical studies. We reviewed the CASAC comments on the SO2
analysis and, in our view, this review fulfilled OMB and EPA peer review
requirements.
After the SO2 NAAQS final rule was issued, NCEA’s SO2 analysis was again
peer reviewed and published in a December 2010 journal article.15
2008 NO2 Meta-Analysis
During a May 1, 2008, CASAC meeting (one of several held for the 5-year review
of the nitrogen dioxide NAAQS), NCEA and CASAC discussed a 1992 NO2
meta-analysis16 of 19 studies of individuals with asthma included in the 1993
criteria document. CASAC recommended that NCEA present this data in the
current NO2 ISA. Before including the 1992 meta-analysis in the ISA, NCEA
removed one study from the analysis17 and added a recent study that it considered
to be of a similar nature to the other studies. NCEA also added a concentration
range (i.e., 0.1 ppm) to its presentation that was not included in the original 1992
meta-analysis. NCEA’s conclusions on the effects of NO2 exposure were
essentially the same in its 2008 update as those from the 1992 meta-analysis.
13

Dr. James Brown et al., Effects of Exposure to 0.06 ppm Ozone on FEV in Humans: A Secondary Analysis of
Existing Data,” Environmental Health Perspectives, August 2008.
14
Integrated Science Assessment for Sulfur Oxides – Health Criteria (Second External Review Draft), Table 3-1 and
related text, May 2008.
15
Dr. Douglas Johns et al., Analysis of the concentration-respiratory response among asthmatics following
controlled short-term exposures to sulfur dioxide, Inhalation Toxicology, December 2010.
16
Dr. Lawrence J. Folinsbee, Does Nitrogen Dioxide Exposure Increase Airways Responsiveness?, Toxicology and
Industrial Health, Vol. 8, No. 5, 1992.
17
According to NCEA, one study in the 1992 meta-analysis was based on a specific exposure while all the others
were based on non-specific exposures. Thus, in NCEA’s view, this one study should not be included in the 2008
analysis.
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An NCEA branch chief told us that the updated NO2 meta-analysis was not
submitted for publication because the revisions made to the original NO2 metaanalyses were not a new analysis that would merit publication in a journal.
Further, she said all of the information about the revisions to the original metaanalysis was included in the ISA so a separate memorandum was not necessary.
Both the original 1992 meta-analysis and NCEA’s 2008 update of that metaanalysis were ISI. However, the 2008 updated meta-analysis did not require peer
review. The EPA’s Peer Review Handbook notes that peer review is not necessary
for ISI if it is an application of an adequately peer reviewed work product that
does not depart significantly from its scientific or technical approach. In our view,
NCEA’s 2008 update did not depart significantly from the original 1992 metaanalysis. Further, it was an acceptable application of an adequately peer reviewed
work product. NCEA essentially re-presented the results of the original metaanalysis. Moreover, the conclusions about the health effects of NO2 exposure did
not change. On July 17, 2012, the U.S. Court of Appeals for the District of
Columbia upheld the EPA’s final NO2 rule and reached a similar conclusion
regarding the 2008 meta-analysis. The court noted that the EPA’s meta-analysis
“merely updated” the original Folinsbee meta-analysis.18

NCEA Did Not Have a Process for Determining Whether
Internal Analyses Were Influential Scientific Information
According to an NCEA branch chief, NCEA does not have a process for
determining whether internal NCEA analyses are “influential” and does not make
“influential calls” on such documents. She said NCEA focuses on determining
which internal analyses are most relevant to the larger assessment documents that
are peer reviewed by CASAC. She said that it would be impossible to have every
internal analysis peer reviewed due to time constraints. She also said that NCEA
does not ask CASAC to peer review each individual analysis.
We reviewed NCEA emails and found no evidence of an NCEA process for
determining whether a work product is influential. However, a January 2007
email showed that some NCEA staff were concerned about sending the ozone
reanalysis to the docket without having the individual analysis peer reviewed.
In the email, NCEA staff did not discuss whether the work product was ISI or
whether peer review was required to meet OMB and EPA guidance. In our view,
the lack of a process to assess whether internal analyses are ISI is a weakness in
NCEA’s management controls. This lack of control allowed the 2007 ozone
reanalysis to be included without peer review and without clear accountability for
the decision to proceed even though internally staff had some concerns.

18

American Petroleum Inst. v. EPA, 684 F.3d 1342, 1349 (D.C. Cir. 2012), rehearing en banc denied (D.C. Cir.
Sept. 24, 2012), cert. denied, 133 S. Ct. 1724 (April 2013).
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Subsequent Peer Review Did Not Alter Overall Conclusions of
NCEA’s Ozone Reanalysis
The ozone reanalysis was published in a peer reviewed journal article after the
EPA publicly disseminated it. However, the peer review did not result in
significant changes to the journal manuscript. Many of the peer review comments
for the ozone reanalysis were editorial and required only small revisions to the
text. One peer reviewer commented that the authors (including two NCEA staff
members) could have more clearly described their analysis and suggested that the
authors include a more rigorous defense of their analytical strategy. The authors
cited text that described and defended the analysis, and did not significantly
change the manuscript. The external peer reviewers’ comments did not materially
alter NCEA’s original results or conclusions as they were presented in the EPA’s
documents supporting the revised NAAQS for ozone.

Conclusions
NCEA did not have a process to determine whether internal analyses were ISI and
to document its decision regarding the need for peer review. Such a process would
provide accountability for decisions about the need for peer review and help
assure that NCEA complies with OMB and EPA peer review guidance. In the
absence of a formal process to determine whether a work product is influential,
NCEA is at risk of including ISI in broader assessment documents for public
dissemination without the requisite peer review.

Recommendation
We recommend that the assistant administrator for the Office of Research and
Development:
5. Direct NCEA to implement a process to review NCEA scientific analyses
that support the EPA’s rulemakings and determine the appropriate type of
peer review for these work products. This process should:
a. Determine and document whether such analyses are influential
scientific information.
b. Document the rationale for the type of peer review chosen for ISI,
including any decision not to have such analyses externally peer
reviewed before they are publicly disseminated.

Agency Comments and OIG Evaluation
The agency agreed with our recommendation and provided a corrective action plan
that meets the intent of the recommendation. The recommendation is resolved and
open pending the agency’s completion of the agreed-to corrective action.
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Status of Recommendations and
Potential Monetary Benefits
POTENTIAL MONETARY
BENEFITS (in $000s)

RECOMMENDATIONS

Rec.
No.

Page
No.

1

2

Planned
Completion
Date

Subject

Status1

Action Official

10

Instruct DEOs and assistant DEOs on the proper
process for handling potential conflicts of interests
for SGEs, including the process for implementing
any applicable steps to remedy the conflicts of
interest.

C

Designated Agency
Ethics Official

8/14/13

19

Develop procedures to adequately document the
resolution of ethical concerns. This should include:

O

Director, Science Advisory
Board Staff Office

9/30/13

Claimed
Amount

Agreed-To
Amount

a. Preparing written determinations as to why
members with independence concerns or
the appearance of a lack of impartiality are
allowed to serve on FACs, subcommittees
and panels, including any steps
recommended for mitigating these concerns
or appearances.
b. Documenting that all recommended steps
for mitigating independence concerns, such
as recusals from certain meetings, are
implemented.
3

20

Periodically review the SAB Staff Office’s
resolution of independence concerns and
appearances of a lack of impartiality, including the
sufficiency of recordkeeping documentation, and
recommend corrective actions to the SAB Staff
Office as appropriate.

O

Designated Agency
Ethics Official

9/30/13

4

20

Develop a framework to guide decisions regarding
public pronouncements made by current or
prospective FAC members related to topics under
consideration by the FAC.

O

Director, Science Advisory
Board Staff Office

12/31/14

5

34

Direct NCEA to implement a process to review
NCEA scientific analyses that support the EPA’s
rulemakings and determine the appropriate type
of peer review for these work products. This
process should:

O

Assistant Administrator,
Office of Research and
Development

9/30/13

a. Determine and document whether such
analyses are influential scientific
information.
b. Document the rationale for the type of peer
review chosen for ISI, including any
decision not to have such analyses
externally peer reviewed before they are
publicly disseminated.

1

O = recommendation is open with agreed-to corrective actions pending
C = recommendation is closed with all agreed-to actions completed
U = recommendation is unresolved with resolution efforts in progress

13-P-0387

35
00120

Case 1:18-cv-00613-WHP Document 26-4 Filed 05/23/18 Page 14 of 627

Appendix A

EPA Response to Draft Report
July 22, 2013
MEMORANDUM
SUBJECT:

Response to Office of Inspector General Draft Report No. OPE-FY12-0001
Response to Congressional Request on the EPA’s Management of Clean Air
Federal Advisory Committees, dated June 17, 2013

FROM:

Lek G. Kadeli, Principal Deputy Assistant Administrator
Office of Research and Development (ORD)
Brenda Mallory, Acting General Counsel
Office of General Counsel (OGC)
Christopher Zarba, Acting Director
Science Advisory Board (SAB) Staff Office

TO:

Arthur A. Elkins, Jr., Inspector General
Office of Inspector General (OIG)

Thank you for the opportunity to respond to the OIG draft report titled, Response to
Congressional Request on the EPA’s Management of Clean Air Federal Advisory
Committees. We have provided a summary of the agency’s overall position and our response
to the OIG’s recommendations. For the one recommendation with which the agency does not
agree, we have provided the legal basis and a proposed alternative to the given
recommendation. For your consideration, we have included our technical comments as
attachments to supplement this response.
AGENCY’S OVERALL POSITION
The EPA appreciates the opportunity to comment on this report and in general agrees with
the OIG’s recommendations. For findings and recommendations related to the Office of
General Counsel, we have provided clarifying information about the identity and parameters
of the position that oversees the agency’s ethics program.
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AGENCY’S RESPONSE TO REPORT RECOMMENDATIONS
Agreements
No.

1

2

Recommendation

High-Level Intended Corrective
Action(s)

Designated Agency Ethics
Official (DAEO)i to instruct
deputy ethics officials and
assistant deputy ethics officials
on the proper process for
handling potential conflicts of
interest for SGEs, including the
process for implementing any
applicable steps to mitigate the
conflicts of interest.

DAEO will review reference
material already available from
OGC/Ethics and the Office of
Government Ethics to ascertain
whether any additional SGEspecific guidance is necessary or
warranted. OGC notes, however,
that conflicts issues are necessarily
fact-specific, so it may not be
possible or prudent to issue blanket
guidance.19

Develop procedures to sufficiently
document the resolution of ethical
concerns. This should include:
a) Preparing written
determinations as to why
members with
independence concerns or
the appearance of a lack
of impartiality are allowed
to serve on FACs,
subcommittees and
panels, including any
steps recommended for
mitigating concerns or
appearances.
b) Documenting that all
recommended steps for
mitigating independence
concerns, such as recusals
from certain meetings, are
implemented.

a) To enhance documentation of
decisions on potential conflict of
interest (COI) of experts serving
on FACs, subcommittees and
panels, the SAB Staff Office
will document the nature of the
issue and any remedies (e.g.,
divestiture, partial recusal)
applied. If there is an issue of
appearance of loss of
impartiality but no statutory
COI under 18 USC 208, the
SAB Staff Office will document
any decision to authorize
participation.
b) The SAB Staff Office will
develop a standard opening
statement for Designated
Federal Officers to use at the
beginning of all public
meetings. The statement would
note that all participating
committee members/panelists
are in compliance with ethics

Estimated
Completion
by- Quarter
and FY

4th Quarter
FY 2013

4th Quarter
FY 2013

4th Quarter
FY 2013

19

Subsequent to this action plan, the Senior Counsel for Ethics and Alternate Agency Ethics Official clarified the
response to Recommendation 1 to note that she had already advised the SAB Director and selected staff about the
proper process for handling conflicts of interest, and would instruct ethics officials across the Agency in her monthly
meetings on August 13 and 14, 2013.
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No.

3

5

Recommendation

Designated Agency Ethics
Official (see endnote) to
periodically review the SAB Staff
Office’s resolution of
independence concerns and
appearances of a lack of
impartiality, including the
sufficiency of recordkeeping
documentation, and recommend
corrective actions to the SAB Staff
Office as appropriate.

Direct NCEA to implement a
process for reviewing NCEA
scientific analyses that support
the EPA’s rulemakings to
determine the appropriate type of
peer review for these work
products. This process should:
a) Determine and document
whether such analyses are
influential scientific
information.
b) Document the rationale for
the type of peer review
chosen for ISI, including any
decision not to have such
analyses externally peer
reviewed before they are
publicly disseminated.

13-P-0387

High-Level Intended Corrective
Action(s)
requirements and note any
recusals for the record. The
SAB Staff Office will ensure
that meeting minutes accurately
reflect these opening statements.
Pursuant to 5 CFR § 2638.203, the
DAEO is responsible for managing
EPA’s ethics program, including
ensuring that financial disclosure
reports are consistently reviewed
and that records are kept, when
appropriate, on advice rendered.
OGC/Ethics has been working in
closer coordination with the new
SAB Acting Director and staff on
an as-needed basis to ensure proper
resolution of concerns, including
additional consultation and
instruction. The DAEO will
ascertain whether any additional
review beyond what is already
occurring is warranted.
The Agency is in the process of
revising the Peer Review
Handbook. The new edition of the
Handbook will emphasize the
planning process and include
procedures for creating a record-ofdecision for the classification of a
work product and the type of peer
review planned for a work product.
The National Center for
Environmental Assessment
(NCEA), within the Office of
Research and Development, is in
the process of addressing this
recommendation by establishing a
policy that includes the following
steps.

Estimated
Completion
by- Quarter
and FY

4th Quarter
FY 2013

4th Quarter
FY 2013

a) NCEA work products will be
evaluated to determine whether
they are ISI, in accordance with
EPA’s Peer Review Handbook,
and the Division Director will
document his or her
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No.

Recommendation

High-Level Intended Corrective
Action(s)
determination.

Estimated
Completion
by- Quarter
and FY

b) NCEA will conduct a peer
review for any work product that
is determined to be ISI, in
accordance with EPA’s Peer
Review Handbook, and NCEA
will document the rationale for
the type of peer review
conducted.
Disagreement
OIG Recommendation No. 4:
Designated Agency Ethics Official (see Endnote 1) to provide clarification or instruction to
Deputy Ethics Officials for assessing whether public statements create an appearance of a lack of
impartiality with respect to when the statements were made and the expert’s role at the time of
the statement.
Agency’s Response:
Pursuant to 5 CFR § 2638.203, the DAEO is responsible for managing the Agency’s ethics
program, including ensuring that EPA employees adhere to the conflict of interest statutes set
forth in Title 18 of the United States Code and to the Standards of Ethical Conduct for
Employees of the Executive Branch, 5 CFR Part 2635. The Standards of Ethical Conduct
include, at 5 CFR Part 2635, Subpart E, specific provisions for “Impartiality in Performing
Official Duties.”
The OIG recommendation falls outside the purview of federal ethics. These regulations set forth
the standard that an employee is responsible, in the first instance, for identifying whether any of
his “covered relationships” will cause a reasonable person with knowledge of the relevant facts
to question his ability to carry out his official duties with respect to a specific party matter
impartially. Typically, the SAB does not deal with “specific party” matters but rather with
matters of general applicability. Further, a public statement does not fall within the “covered
relationships” set forth at 5 CFR 2635.502, and therefore OGC ethics is not the responsible
party overseeing these decisions.
From a policy perspective, however, when an individual has made public statements about a
matter that will be considered by the advisory panel that may raise a concern about whether the
individual has an open mind. The agency’s current Peer Review Handbook recommends that
staff avoid selecting people for a peer review if they have publicly expressed an opinion on the
matter to be considered by the peer review The Handbook also acknowledges the challenge of
selecting advisory committee members who have the requisite experience or technical expertise
and who have not made public statements. For this reason, the Handbook allows EPA the
discretion to decide to include members who have made public statements.

13-P-0387
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Alternative to Given Recommendation:
The SAB Staff Office will develop a framework to guide decisions regarding public statements.
Estimated Completion by Quarter and FY:
1st Quarter FY 2014
CONTACT INFORMATION
If you have any questions for OGC, please contact Justina Fugh, Senior Counsel for Ethics and
Alternate Designated Agency Ethics Official at (202) 564-1786, or Daniel Fort, Ethics Officer,
at (202) 202-564-2200. For questions regarding the SAB Staff Office component of this
response, please contact Christopher Zarba, Acting Director at (202) 564-0760 or Angela
Nugent, Special Assistant, Science Advisory Board Staff Office at (202) 564-2218. Finally, for
questions to the EPA’s Office of Research and Development, please contact Deborah
Heckman at (202) 564-7274 or John Vandenberg at (919) 541-4527.
Attachments
A. Technical Comments from the Office of Federal Advisory Committee Management
and Outreach
B. Technical Comments from the SAB Staff Office
C. Technical Comments from the ORD

13-P-0387
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ENDNOTE
Please note that the General Counsel, a Presidentially appointed/Senate confirmed
position, has neither a statutory nor regulatory role in EPA’s ethics program.
OGC/Ethics therefore assumes that the OIG intended to identify the Designated Agency
Ethics Official as the correct action official. Brenda Mallory was designated by the
Administrator pursuant to 5 CFR 2638.202(b) and (c) when she became the Principal
Deputy General Counsel. Although Ms. Mallory is also currently acting as the General
Counsel, the acting position does not imbue her with her authority to oversee EPA’s
ethics program. Rather, that authority derives from her appointment as the Designated
Agency Ethics Official (DAEO).
1
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Appendix B

Distribution
Office of the Administrator
Principal Deputy Assistant Administrator for Research and Development
General Counsel
Director, Science Advisory Board Staff Office
Agency Follow-Up Official (the CFO)
Agency Follow-Up Coordinator
Associate Administrator for Congressional and Intergovernmental Relations
Associate Administrator for External Affairs and Environmental Education
Deputy Assistant Administrator for Science, Office of Research and Development
Director, Office of Science Policy, Office of Research and Development
Principal Deputy General Counsel
Audit Follow-Up Coordinator, Office of Research and Development
Audit Follow-Up Coordinator, Office of General Counsel
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Improved Procedures Needed to Process
Congressional Requests for Scientific Advice
Highlights of GAO-15-500, a report to
congressional requesters

Why GAO Did This Study

What GAO Found

EPA formulates rules to protect the
environment and public health. To
enhance the quality and credibility of
such rules, EPA obtains advice and
recommendations from the SAB and
CASAC—two federal advisory
committees that review the scientific
and technical basis for EPA decisionmaking. ERDDAA requires the SAB to
provide both the EPA Administrator
and designated congressional
committees with scientific advice as
requested. Amendments to the Clean
Air Act established CASAC to, among
other things, provide advice to the
Administrator on NAAQS.

The Environmental Protection Agency’s (EPA) procedures for processing
congressional requests for scientific advice from the Science Advisory Board
(SAB) do not ensure compliance with the Environmental Research,
Development, and Demonstration Authorization Act of 1978 (ERDDAA) because
these procedures are incomplete. For example, they do not clearly outline how
the EPA Administrator, the SAB staff office, and others are to handle a
congressional committee’s request. While the procedures reflect EPA’s
responsibility to exercise general management controls over the SAB and all its
federal advisory committees under the Federal Advisory Committee Act (FACA),
including keeping such committees free from outside influence, they do not fully
account for the specific access that designated congressional committees have
to the SAB under ERDDAA. For example, EPA’s policy documents do not
establish how EPA will determine which questions would be taken up by the
SAB. EPA officials told GAO that in responding to congressional requests, EPA
follows the same process that it would apply to internal requests for questions to
the SAB, including considering whether the questions are science or policy
driven or are important to science and the agency. However, under ERDDAA, the
SAB is required to provide requested scientific advice to select committees,
regardless of EPA’s judgment. By clearly documenting how to handle
congressional requests received under ERDDAA consistent with federal
standards of internal control, EPA can provide reasonable assurance that its staff
process responses consistently and in accordance with the law.

GAO was asked to look into how the
SAB and CASAC are fulfilling their
statutory obligations in providing such
advice. This report examines (1) the
extent to which EPA procedures for
processing congressional requests to
the SAB ensure compliance with
ERDDAA; (2) the extent to which
CASAC has provided advice related to
NAAQS; and (3) policies EPA has to
ensure that the SAB and CASAC
maintain their independence when
performing their work. GAO reviewed
relevant federal regulations and
agency documents, and interviewed
EPA, SAB, and other relevant officials.

What GAO Recommends
GAO recommends that to better
ensure compliance with ERDDAA,
EPA take steps to improve its
procedures for processing
congressional committee requests to
the SAB for advice. EPA agreed with
GAO’s recommendations.

View GAO-15-500. For more information,
contact -Alfredo Gómez at (202) 512-3841 or
gomezj@gao.gov.

The Clean Air Scientific Advisory Committee (CASAC) has provided certain types
of advice related to the review of national ambient air quality standards (NAAQS),
but has not provided others. Under the Clean Air Act, CASAC is to review air
quality criteria and existing NAAQS every 5 years and advise EPA of any
adverse public health, welfare, social, economic, or energy effects that may
result from various strategies for attainment and maintenance of NAAQS. An
EPA official stated that CASAC has carried out its role in reviewing the air quality
criteria and the NAAQS, but CASAC has never provided advice on adverse
social, economic, or energy effects related to NAAQS because EPA has never
asked CASAC to do so. In a June 2014 letter to the EPA Administrator, CASAC
indicated it would review such effects at the agency’s request.
EPA has policies and guidance to help ensure that its federal advisory
committees—including the SAB and CASAC—maintain their independence from
the agency when the advisory committees perform their work. Under General
Services Administration regulations for implementing FACA, an agency must
develop procedures to ensure that its federal advisory committees are
independent from the agency when rendering judgments. EPA policies and
guidance to help ensure the independence of its federal advisory committees
include guidance specifically for the SAB and general requirements that apply to
all of EPA’s federal advisory committees, including the SAB and CASAC. For
example, EPA’s Scientific Integrity Policy states that EPA prohibits managers
and other agency leadership from intimidating or coercing scientists to alter
scientific data, findings or professional opinions, or inappropriately influencing
scientific advisory boards.
United States Government Accountability
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Letter

441 G St. N.W.
Washington, DC 20548

June 4, 2015
The Honorable James M. Inhofe
Chairman
Committee on Environment and Public Works
United States Senate
The Honorable Lamar Smith
Chairman
Committee on Science, Space, and Technology
House of Representatives
The Environmental Protection Agency (EPA) uses scientific studies and
methodologies when formulating rules to protect the environment and
public health. EPA seeks to enhance the quality and credibility of such
rules by obtaining reviews from experts of the underlying studies and
methodologies. For example, EPA requests and obtains advice and
recommendations from the Science Advisory Board (SAB) and the Clean
Air Scientific Advisory Committee (CASAC). The Environmental
Research, Development, and Demonstration Authorization Act of 1978
(ERDDAA) mandated that EPA establish the SAB and required the SAB
to provide the EPA Administrator with scientific advice as requested. In
1980, Congress amended ERDDAA by adding a provision requiring the
SAB to also provide scientific advice to designated congressional
committees when requested. 1 CASAC was established pursuant to
amendments to the Clean Air Act in 1977 to, among other things, provide
advice to the Administrator with regard to EPA’s National Ambient Air
Quality Standards (NAAQS). The Clean Air Act requires EPA to set and
periodically review and revise NAAQS for certain air pollutants, the
emission of which cause or contribute to air pollution that may endanger
public health or welfare.
The SAB and CASAC are both federal advisory committees and therefore
must comply with the Federal Advisory Committee Act (FACA) and its

1

These designated committees currently include the Senate Committee on Environment
and Public Works; the House Committee on Science, Space, and Technology; the House
Committee on Energy and Commerce; and the House Committee on Transportation and
Infrastructure.
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implementing regulations. 2 For example, the SAB and CASAC are
required to operate in accordance with charters. 3 In addition, EPA must
have procedures to ensure that the advice or recommendations of its
federal advisory committees, including the SAB and CASAC, are products
of their independent judgment and not “inappropriately” influenced by
EPA. 4 The SAB consists of the Board, standing and ad hoc committees,
panels, and workgroups. CASAC also has subcommittees and panels.
The EPA Administrator appoints members to the SAB (and its standing
committees) and CASAC, and the SAB staff director appoints consultants
to the SAB ad hoc committees, panels, and workgroups and CASAC
subcommittees and panels. 5 The SAB staff office, among other things,
oversees the selection and formation of SAB and CASAC panels and
work groups and processes EPA requests for scientific and technical
advice. 6 The SAB, its staff office, and CASAC report directly to the EPA
Administrator.
Recent interactions between the House Committee on Science, Space,
and Technology and the SAB related to specific SAB reviews on hydraulic
fracturing and water body connectivity have raised questions with the
Committee regarding whether the SAB is fulfilling its statutory obligations

2
FACA governs the establishment, operation, and termination of advisory committees
within the executive branch of the federal government. The General Services
Administration (GSA) prepares regulations on federal advisory committees to be
prescribed by the GSA Administrator and issues other administrative guidelines and
management controls for advisory committees.
3

Charters must be filed with EPA and the congressional committees with legislative
jurisdiction over the agency. The purpose of the advisory committee charter is to specify
the committee’s mission or charge and general operational characteristics.
4

41 C.F.R. § 102-3.105(g) (2014).

5

SAB ad hoc committees, panels, and workgroups and CASAC subcommittees and
panels include both members and consultants and are established for limited periods to
provide advice on specific matters where the Board or standing committee members do
not have all the requisite expertise.
6

The SAB staff office is staffed by EPA employees and is responsible for two of EPA’s 20
FACA committees—the SAB and CASAC. The SAB staff office publishes a Federal
Register Notice announcing opportunities for the public to nominate candidate experts to
serve on the SAB, certain SAB standing committees, and CASAC.
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to provide scientific advice to the designated congressional committees. 7
In addition, recent testimony received by the Committee has raised
questions regarding whether CASAC is carrying out its statutory
obligations to advise EPA of any adverse public health, welfare, social,
economic, or energy effects that may result from various strategies for
attainment and maintenance of NAAQS.
You asked us to review how the SAB and CASAC are fulfilling their
statutory obligations in providing scientific advice. This report examines
(1) the extent to which EPA procedures for processing congressional
committees’ requests for scientific advice from the SAB ensure
compliance with ERDDAA; (2) the extent to which CASAC has provided
advice related to NAAQS; and (3) policies, if any, EPA has to ensure the
SAB and CASAC maintain their independence from the agency when
performing their work.
To examine the extent to which EPA procedures for processing
congressional committees’ requests for scientific advice from the SAB
ensure compliance with ERDDAA, we reviewed ERDDAA and its
legislative history, the SAB’s charters, legal cases involving the SAB, and
EPA documents to determine how requests to the SAB from
congressional committees were addressed. We also interviewed officials
from the SAB staff office, EPA’s Office of General Counsel, and EPA’s
Office of Congressional and Intergovernmental Relations (OCIR). To
examine the extent to which CASAC has provided advice related to
NAAQS, we reviewed the Clean Air Act, its legislative history, and legal
cases involving the act. We also interviewed SAB staff office and EPA
Office of General Counsel officials. To examine what policies, if any, EPA
has to ensure the SAB and CASAC maintain their independence from the
agency when performing their work, we reviewed and analyzed FACA,
the General Services Administration’s (GSA) regulations for implementing
FACA, and EPA documents. We interviewed officials from the SAB staff
office about written policies concerning FACA’s requirements about
independence. We also interviewed officials from GSA to discuss the

7
Hydraulic fracturing is a process used in natural gas wells where millions of gallons of
water, sand, and chemicals are pumped underground to break apart the rock and release
the gas. Water body connectivity is the biological, chemical, and hydrologic connectivity of
waters and the effects that small streams, wetlands, and open waters have on larger
downstream waters such as rivers, lakes, estuaries, and oceans.
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agency’s regulations requiring federal agencies to develop procedures to
ensure the independence of their federal advisory committees.
We conducted this performance audit from June 2014 to June 2015, in
accordance with generally accepted government auditing standards.
Those standards require that we plan and perform the audit to obtain
sufficient, appropriate evidence to provide a reasonable basis for our
findings and conclusions based on our audit objectives. We believe that
the evidence obtained provides a reasonable basis for our findings and
conclusions based on our audit objectives.

Background

The SAB provides a mechanism for EPA to receive peer review and other
advice in the use of science at EPA. The SAB is authorized to, among
other things, review the adequacy of the scientific and technical basis of
EPA’s proposed regulations. The SAB and its subcommittees or panels
focus on a formal set of charge questions on environmental science
received from the agency. 8 Depending on the nature of the agency’s
request, the entire advisory process generally takes 4 to 12 months from
the initial discussion on charge questions with EPA offices and regions to
the delivery of the final SAB report. Figure 1 depicts the stages of the
SAB advisory process.

8

The charge guides, but need not limit, the deliberations of the committee or panel.
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Figure 1: The SAB Advisory Process

a

In addition to approving or not approving a report and recommendations, the full SAB has other
options it can take, such as making revisions to the draft report or sending the draft report back to the
authoring panel or committee for further work.

CASAC provides independent advice to EPA on “air quality criteria.” 9
Under the Clean Air Act as amended, CASAC is to review the criteria and
the existing NAAQS every 5 years and make recommendations to EPA
for new standards and revisions of existing standards, as appropriate. In
addition, CASAC is directed to advise EPA of the areas in which
additional knowledge is required to appraise the adequacy and basis of
the NAAQS and describe the research efforts necessary to provide the
required information. CASAC also is directed to advise EPA of the relative
contribution to air pollution of concentrations of natural as well as human

9

Under the Clean Air Act, air quality criteria must accurately reflect the latest scientific
knowledge useful in indicating the kind and extent of all identifiable effects on public health
or welfare, which may be expected from the presence of certain air pollutants in the
ambient air.
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activity, and any adverse public health, welfare, social, economic, or
energy effects that may result from various strategies for attainment and
maintenance of the NAAQS. CASAC’s advisory process is similar to the
SAB’s process, including the option of establishing subcommittees and
panels that send their reports and recommendations to CASAC.
As federal advisory committees, the SAB and CASAC are subject to
FACA, which broadly requires balance, independence, and transparency.
FACA was enacted, in part, out of concern that certain special interests
had too much influence over federal agency decision makers. The head
of each agency that uses federal advisory committees is responsible for
exercising certain controls over those advisory committees. For example,
the agency head is responsible for establishing administrative guidelines
and management controls that apply to all of the agency’s advisory
committees, and for appointing a Designated Federal Officer (DFO) for
each advisory committee. Advisory committee meetings may not occur in
the absence of the DFO, who is also responsible for calling meetings,
approving meeting agendas, and adjourning meetings. 10 As required by
FACA, the SAB and CASAC operate under charters that include
information on their objectives, scope of activities, and the officials to
whom they report. Federal advisory committee charters must be renewed
every 2 years, but they can be revised before they are due for renewal in
consultation with GSA.
In addition to being subject to FACA, the SAB is subject to ERDDAA,
which requires the SAB not only to provide advice to its host agency but
also to designated congressional committees. (There is no similar
statutory provision that allows congressional committees to request or
receive scientific advice from CASAC). Specifically, in 1980, Congress
amended ERDDAA by adding a provision requiring the SAB to provide
scientific advice to designated congressional committees when
requested. 11 According to SAB staff office officials, since that time, the
SAB has responded to general congressional questions and concerns.
However, in 2013, representatives of a congressional committee formally

10

A DFO is required by FACA to chair or sit in attendance of each advisory committee
meeting and is authorized to adjourn any such meeting whenever he/she determines it to
be in the public interest. FACA also requires that no advisory committee shall conduct any
meeting in the absence of that officer or employee.

11

An analysis of changes in the SAB’s charter regarding to whom the SAB is to provide
advice is included in appendix I.
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requested advice from the SAB regarding two reviews the SAB was
conducting. According to EPA officials, this was the first time
representatives of a congressional committee formally requested advice
from the SAB. Both requests were addressed and submitted directly to
the SAB Chair and the Chair of the relevant SAB panel and sent
concurrently to the SAB staff office and EPA Administrator. 12 While
ERDDAA does not outline a role for EPA in mediating responses from the
SAB to the designated congressional committees, EPA identifies such a
role for itself under FACA. Specifically, EPA points to the DFO’s
responsibility to manage the agenda of an advisory committee. Also
under FACA, EPA is responsible for issuing and implementing controls
applicable to its advisory committees. Responses to the committee’s
requests for scientific advice were handled by the SAB staff office and
EPA’s Office of Congressional and Intergovernmental Relations (OCIR).
The SAB staff office and, later, OCIR responded to the committee’s first
request for advice, and OCIR responded to the committee’s second
request for advice. See table 1 for more information on these requests.

12

The first request was copied to EPA’s Acting Administrator.
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Table 1: Congressional Committee’s Formal Requests for Advice from the Scientific Advisory Board (SAB) and the
Environmental Protection Agency’s (EPA) Acknowledgments since 1980
Congressional committee
request letter

Nature of request

Agency acknowledgment

May 2, 2013, by Representative
Chris Stewart, Subcommittee on
Environment, Committee on
Science, Space and Technology

The Committee requested that the SAB and its
Hydraulic Fracturing Research Advisory Panel
consider additional areas for inquiry as it began
its examination of EPA’s study of the potential
impacts of hydraulic fracturing on drinking water
resources. The Committee submitted 14
questions that it wanted the SAB and the panel
to answer.

May 31, 2013—The SAB staff office
acknowledged the Committee’s letter.
The SAB staff office responded to the
Committee’s request for advice and provided
responses to 3 of the 14 questions outlined in
the Committee’s request. The SAB staff office
also explained that the SAB would have an
opportunity to independently consider the
remaining 11 questions. The Committee’s letter
was provided to the SAB panel at its meeting on
May 7– 8, 2013, and posted on the SAB
website.
December 11, 2013—EPA’s Office of
Congressional and Intergovernmental Relations
(OCIR) acknowledged the Committee’s letter.
OCIR’s Associate Administrator stated that an
Aug. 4, 2011, SAB advisory report on EPA’s
draft Plan to Study the Potential Impacts of
Hydraulic Fracturing on Drinking Water
Resources addressed many of the themes
embodied in the remaining 11 questions
contained in the House Committee’s request.
The Associate Administrator also stated that the
Committee’s questions not addressed in the
2011 report would require new research or
would be considered once EPA has completed
its Draft Hydraulic Fracturing Drinking Water
Assessment Report.

November 6, 2013, by
Representatives Lamar Smith,
Chairman, Committee on Science,
Space, and Technology and Chris
Stewart, Subcommittee on
Environment, Committee on
Science, Space and Technology

The Committee requested that the SAB and the
SAB panel for the review of EPA’s Water Body
Connectivity Report address additional charge
questions as part of their review.

December 16, 2013—EPA’s OCIR
acknowledged the Committee’s letter.
OCIR stated that EPA had begun an initial
review of the questions, but that many of the
questions were already being addressed under
the existing charge questions being reviewed by
the SAB panel or “went beyond the scientific
review that is the expert technical panel’s
statutory focus.”

Source: GAO analysis of EPA documents. | GAO-15-500
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EPA’s Procedures for
Processing
Congressional
Requests to the SAB
Do Not Ensure
Compliance with
ERDDAA

EPA’s procedures for processing congressional requests for scientific
advice from the SAB do not ensure compliance with ERDDAA because
the procedures are incomplete and do not fully account for the statutory
access designated congressional committees have to the SAB.
Specifically, EPA policy documents do not clearly outline how the EPA
Administrator, the SAB staff office, and members of the SAB panel are to
handle a congressional committee’s request for advice from the SAB. In
addition, EPA policy documents do not acknowledge that the SAB must
provide scientific advice when requested by select congressional
committees.
EPA’s written procedures for processing congressional committee
requests to the SAB are found in the SAB charter and in the following two
documents that establish general policies for how EPA’s federal advisory
committees are to interact with outside parties:
x

EPA Policy Regarding Communication Between Members of
Federal Advisory Committee Act Committees and Parties Outside
of the EPA (the April 2014 policy), and

x

Clarifying EPA Policy Regarding Communications Between
Members of Scientific and Technical Federal Advisory
Committees and Outside Parties (the November 2014 policy
clarification).

Collectively, the SAB’s charter, EPA’s April 2014 policy, and EPA’s
November 2014 policy clarification provide direction for how EPA and the
SAB are to process requests from congressional committees. However,
these documents do not clearly outline procedures for the EPA
Administrator, the SAB staff office, and members of the SAB panel to use
in processing such requests.
At the time of the House committee’s two requests to the SAB in 2013,
the SAB charter was the only EPA document that contained written policy
relating to congressional committee requests under ERDDAA. The SAB
charter briefly noted how congressional committees may access SAB
advice, stating; “While the SAB reports to the EPA Administrator,
congressional committees specified in ERDDAA may ask the EPA
Administrator to have SAB provide advice on a particular issue.” (GAO
italics) Beyond what the charter states, however, no EPA policy specified
a process the Administrator should use to have the SAB provide advice
and review a congressional request.
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In response to a request from the SAB staff office that EPA clarify the
procedures for handling congressional committee requests, EPA, through
an April 4, 2014, memorandum informed the SAB that committee
members themselves and the federal advisory committees as a whole
should refrain from directly responding to these external requests.
Attached to the memorandum was the April 2014 policy that stated: “if a
FACA committee member receives a request relating to the committee’s
work from members of Congress or their staff, or congressional
committees, the member should notify the DFO, who will refer the request
to the EPA OCIR. OCIR will determine the agency’s response to the
inquiry, after consulting with the relevant program office and the DFO.”
This policy, however, did not provide more specific details on processing
requests from congressional committees under ERDDAA.
In November 2014, EPA issued a clarification to the April 2014 policy,
specifying that SAB members who receive congressional requests
pursuant to ERDDAA should acknowledge receipt of the request and
indicate that EPA will provide a response. The November 2014 policy
clarification does not identify the SAB as having to provide the response.
The November 2014 policy clarification also stated that the request
should be forwarded to the appropriate DFO and that decisions on who
and how best to respond to the requests would be made by EPA on a
case-by-case basis. While the November 2014 policy clarification
provides greater specificity about processing requests, it is not consistent
with the SAB charter because the policy indicates that congressional
committee requests should be handled through the DFO, whereas the
charter indicates that they should be handled through the EPA
Administrator and provides no further information. A senior-level EPA
official stated that the agency considered that the charter and the
November 2014 policy clarification differed in the level of detail, but not in
the broad principle that the agency is the point of contact for
congressional requests to the SAB (and SAB responses to those
requests). However, under the federal standards of internal control, 13
agencies are to clearly document internal controls, and the
documentation is to appear in management directives, administrative
policies, or operating manuals. While EPA has documented its policies,
they are not clear, because the charter and the November 2014 policy

13

GAO, Standards for Internal Control in the Federal Government, GAO/AIMD-00-21.3.1
(Washington, D.C.: November 1999).
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clarification are not consistent about which office should process
congressional requests. Agency officials said that the SAB charter is up
for renewal in 2015. By modifying the charter when it is renewed to reflect
the language in the November 2014 policy clarification—that
congressional requests should be forwarded to the appropriate DFO—
EPA can better ensure that its staff process congressional committee
requests consistently when the agency receives such a request.
Moreover, neither the April 2014 policy nor the November 2014 policy
clarification clearly documents EPA’s procedures for reviewing
congressional committee requests to determine which questions would be
taken up by the SAB consistent with the federal standards of internal
control. Because EPA’s procedures for reviewing congressional
committee requests are not documented, it will be difficult for EPA to
provide reasonable assurance that its staff are appropriately applying
criteria when determining which questions the SAB will address. EPA
officials told us that internal deliberations in response to a congressional
request follow those that the agency would apply to internal requests for
charges to the SAB. Specifically, officials told us that EPA considers
whether the questions are science or policy driven, whether they are
important to science and the agency, and whether the SAB has already
undertaken a similar review. In addition, under ERDDAA, the SAB is
required to provide requested scientific advice to select committees,
regardless of EPA’s judgment. As EPA has not fully responded to the
committee’s two 2013 requests to the SAB, by clearly documenting its
procedures for reviewing congressional requests to determine which
questions should be taken up by the SAB and criteria for evaluating
requests, the agency can provide reasonable assurance that its staff
process these and other congressional committee requests consistently
and in accordance with both FACA and ERDDAA.
Furthermore, the charter states that when scientific advice is requested
by one of the committees specified in ERDDAA, the Administrator will,
when appropriate, forward the SAB’s advice to the requesting
congressional committee. Neither the charter nor the April 2014 policy
and November 2014 policy clarification specify when it would be
“appropriate” for the EPA Administrator to forward the SAB’s advice to the
requesting committee. Such specificity would be consistent with federal
standards of internal control that call for clearly documenting internal
controls. Without such specification, the perception could be created that
EPA is withholding information from Congress that the SAB is required to
provide under ERDDAA. EPA officials stated that the EPA Administrator
does not attempt to determine whether advice of the SAB contained in
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written reports should be forwarded to the requesting committee and that
all written reports are publically available on the SAB website at the same
time the report is sent to the EPA Administrator. By modifying the charter
or other policy documents to reflect when it is and when it is not
appropriate for the EPA Administrator to forward the advice to the
requesting committee, EPA can better ensure transparency in its process.
In general, under FACA, as a federal advisory committee, the SAB’s
agenda is controlled by its host agency, EPA. 14 As such, the SAB
generally responds only to charge questions put to it by EPA although,
under ERDDAA, the SAB is specifically charged with providing advice to
its host agency as well as to designated congressional committees. In
addition, it is EPA’s responsibility under GSA regulations for implementing
FACA to ensure that advisory committee members and staff understand
agency-specific statutes and regulations that may affect them, 15 but
nothing in the SAB charter, the April 2014 policy, or the November 2014
policy clarification communicates that, ultimately, SAB must provide
scientific advice when requested by congressional committees. For
example, we found no mechanism in EPA policy for the SAB to respond
on its own initiative to a congressional committee request for scientific
advice unrelated to an existing EPA charge question. A written policy for
how the SAB should respond to a congressional committee request that
does not overlap with charge questions from EPA would be consistent
with federal internal control standards. Moreover, such a policy would
better position the SAB to provide the advice it is obligated to provide
under ERDDAA and for EPA to provide direction consistent with GSA
regulations for implementing FACA.

14
An advisory committee under FACA is a committee “established or utilized by” a federal
agency for the purpose of obtaining advice or recommendations. 5 U.S.C. App. 2 § 3(2)
(2015). The term “utilized” means “under the actual management or control of the
agency.” See, e.g. Town of Marshfield v. F.A.A. 552 F.3d 1, 6 (1st Cir. 2008).
15

41 C.F.R. § 102-3.125(c) (2014).
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CASAC Has Provided
Certain Types of
Advice Related to Air
Quality Standards

CASAC has provided certain types of advice related to the review of
NAAQS. The Clean Air Act requires CASAC to review air quality criteria
and existing NAAQS every 5 years and advise EPA of any adverse public
health, welfare, social, economic, or energy effects that may result from
various strategies for attainment and maintenance of NAAQS. 16
According to a senior-level EPA official, CASAC has carried out its role in
reviewing the air quality criteria and the NAAQS, but has never provided
advice on adverse social, economic, or energy effects related to NAAQS
because to date EPA has not asked CASAC to do so. This is in part
because NAAQS are to be based on public health and welfare criteria, so
information on the social, economic, or energy effects of NAAQS are not
specifically relevant to setting NAAQS.
In a June 2014 letter to the EPA Administrator, CASAC indicated that, at
the agency’s request, it would review the impacts (e.g., the economic or
energy impacts) of strategies for attaining or maintaining the NAAQS but
stressed that such a review would be separate from reviews of the
scientific bases of NAAQS. 17 In response to such a request, the letter
stated that an ad hoc CASAC panel would be formed to obtain the full
expertise necessary to conduct such a review.

16

42 U.S.C. §§ 7409(d)(2)(B), (d)(2)(C)(iv) (2015).

17

A senior-level EPA official stated that EPA continues to examine this issue and is
considering how to proceed. Information from EPA-requested reviews could be useful for
the states, which implement the strategies necessary to achieve the NAAQS. EPA is
required to provide states, after consultation with appropriate advisory committees, with
information on air pollution control techniques, including the cost to implement such
techniques. 42 U.S.C. § 7408(b)(1) (2015). According to a senior-level EPA official, EPA
collects this information from other federal advisory committees, the National Academy of
Sciences, and state air agencies, among others, and EPA fulfills its statutory obligation by
issuing Control Techniques Guidelines and other implementation guidance.
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EPA Has Policies and
Guidance to Ensure
That the SAB and
CASAC Maintain
Their Independence
from the Agency

EPA has policies and guidance to help ensure that its federal advisory
committees maintain their independence from the agency when
performing their work. 18 Under GSA regulations for implementing FACA,
agencies must develop procedures to ensure that the federal advisory
committees are independent from the agency when rendering
judgments. 19 EPA policies and guidance to help ensure the independence
of its federal advisory committees include general discussions of FACA
requirements that apply to all of EPA’s federal advisory committees as
well as those specifically for the SAB. 20 For example, the April 2014
Policy refers to the agency’s responsibilities under FACA to maintain its
separation from its federal advisory committees. In addition, EPA’s
Scientific Integrity Policy sets out the expectation that all agency
employees, including scientists, managers and political appointees, will
ensure, among other things, that the agency’s scientific work is of the
highest quality and free from political interference or personal
motivations. 21 This policy states that EPA prohibits managers and other
agency leadership from intimidating or coercing scientists to alter
scientific data, findings, or professional opinions or to inappropriately
influence scientific advisory boards. The agency has also developed the
EPA Peer Review Handbook to provide guidance to EPA staff and
managers who are planning to conduct peer reviews. 22 The handbook

18

Independence is defined here as freedom from institutional or ideological bias regarding
the issues under review. U.S. Environmental Protection Agency, Peer Review Handbook,
rd
3 Edition.

19
41 C.F.R. §102-3.105(g) (2014). The form that these procedures should take (e.g.,
whether as guidance or policies and amount of detail) is not defined in the regulations
and, according to GSA officials, it is up to the discretion of each agency.
20

We did not review the adequacy of these policies and procedures or those currently in
place to ensure the independence and balance of specific SAB members or panelists. We
have previously reported issues with the policies and procedures associated with the
independence of individual SAB members. In June 2001, we recommended to EPA that
the SAB develop policies and procedures that better identify and mitigate potential
conflicts of interest and support the development of balanced panels. See GAO, EPA’s
Science Advisory Board Panels: Improved Policies and Procedures Needed to Ensure
Independence and Balance, GAO 01-536 (Washington, D.C.: June 12, 2001). The agency
implemented a number of new procedures in response to this report’s recommendations.
21

The U.S. EPA Scientific Integrity Policy provides a framework intended to ensure
scientific integrity throughout EPA and promote, among other things, scientific and ethical
standards and the use of peer review and advisory committees.

22

The goal of peer review is to obtain an independent, third party review of a product from
experts who have not substantially contributed to its development as a product.
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includes information on planning and conducting a peer review as well as
the types of peer reviews performed by external peer reviewers, such as
federal advisory committees. Specifically, the handbook provides
information on the independence aspects of a peer review, such as how
closely EPA officials should interact with peer reviewers when a review is
being conducted to maintain independence.
The SAB staff office has also developed documents that contain some
references to how the SAB and CASAC can maintain their independence
from EPA. Specifically, the SAB Office developed a handbook for SAB
members that includes a section on how SAB members should expect to
maintain their independence. 23 For example, the handbook states that
SAB committee and panel members are expected to avoid interaction
with anyone—including agency representatives or members of the
interested public—who might create a perception of conflict of interest.
The SAB handbook also has a section on the role of the agency during
the SAB’s report preparation phase. This section states that the agency
should not in any way approve or attempt to influence the content of draft
panel or committee reports. In addition, EPA officials explained that the
agency does not review or comment on drafts of SAB or CASAC
products, so that it cannot influence them in their final form. Finally, the
SAB office, as part of a fiscal year 2012 list of initiatives to enhance public
involvement in SAB and CASAC activities included a statement that the
SAB office and federal advisory committees would not accept a charge
from EPA that unduly narrows the scope of an advisory activity.

Conclusions

EPA’s SAB plays an important role assisting the agency in using highquality science by providing EPA with scientific advice on a wide range of
matters and reviewing scientific research the agency uses when
developing environmental regulations. Under ERDDAA, the SAB is also
required to provide scientific advice to designated congressional
committees when requested. In November 2014, EPA issued a
clarification revising its policy for how it processes congressional

23

According to EPA officials, the SAB staff office supports both the SAB and CASAC, so
the same processes and procedures are applied to both. The handbook notes in the
introduction that although the handbook refers to the chartered SAB and its committees
and panels, many of the processes and procedures also are relevant to the CASAC. New
members of CASAC and its panels are provided a copy of the handbook.
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committees’ requests for scientific advice from the SAB. However,
shortcomings exist with EPA’s policy documents.
First, the November 2014 policy clarification differs from the SAB’s
charter regarding which offices should receive and process congressional
requests. As a result, EPA staff may not process congressional
committee requests consistently, since the treatment will vary depending
on whether staff follow the policy clarification or the charter. Agency
officials said that the SAB charter is up for renewal in 2015. By modifying
the charter when it is renewed to reflect the language in the November
2014 policy clarification, that congressional requests should be forwarded
to the appropriate DFO, EPA can better ensure that its staff process
congressional committee requests consistently when the agency receives
them.
Additionally, EPA has not documented its procedures for reviewing
congressional committee requests to determine which questions should
be taken up by the SAB or criteria for evaluating those requests. By
documenting the agency’s procedures and criteria, EPA can provide
reasonable assurance that its staff handle congressional requests
consistently and in accordance with both FACA and ERDDAA.
Furthermore, the SAB’s charter states that the Administrator will forward
the SAB’s response to a committee’s request when appropriate, but EPA
has not specified in policy documents when it would be appropriate for
the Administrator to forward the SAB’s advice to the requesting
committee. Without such specification, the perception could be created
that EPA is withholding information from Congress that the SAB is
required to provide under ERDDAA. By clarifying procedures to reflect
when it is and when it may not be appropriate for the Administrator to
forward the advice to the requesting committee, EPA can better ensure
transparency in its process and consistency with ERDDAA.
Finally, it is EPA’s responsibility to ensure that advisory committee
members and staff understand agency-specific statutes and regulations
that may affect them under regulations for implementing FACA. However,
EPA policy documents do not specify how the SAB would respond on its
own initiative to a congressional committee’s request for scientific advice
unrelated to an existing EPA charge question, as it must do under
ERDDAA. By documenting procedures on how the SAB should respond
to a congressional committee request that does not overlap with charge
questions from EPA, the agency would better position the SAB to provide
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the advice it is obligated to provide under ERDDAA and EPA itself to
provide direction consistent with regulations for implementing FACA.

Recommendations for
Executive Action

Agency Comments

To better ensure compliance with ERDDAA when handling congressional
requests for scientific advice from EPA’s SAB, we recommend that the
EPA Administrator take the following four actions:
x

Clarify in the charter when it is renewed which offices should receive
and process congressional requests.

x

Document procedures for reviewing congressional committee
requests to determine which questions should be taken up by the SAB
and criteria for evaluating such requests.

x

Clarify in policy documents when it is and when it is not appropriate
for the EPA Administrator to forward advice to the requesting
committee.

x

Specify in policy documents how the SAB should respond to a
congressional committee’s request for scientific advice unrelated to an
existing EPA charge question.

We provided EPA with a draft of this report for review and comment. In
written comments, reproduced in appendix II, EPA stated that it concurred
with the recommendations in the report and provided information on
planned actions to address each recommendation. EPA also provided
technical comments, which we incorporated as appropriate.

We are sending copies of this report to the appropriate congressional
committees, the EPA Administrator, and other interested parties. In
addition, this report is available at no charge on the GAO website at
http://www.gao.gov.
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If you or your staff members have any questions about this report, please
contact me at (202) 512-3841 or gomezj@gao.gov. Contact points for our
Offices of Congressional Relations and Public Affairs may be found on
the last page of this report. GAO staff who made contributions to this
report are listed in appendix III.

J. Alfredo Gómez
Director, Natural Resources and Environment
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Appendix I: Changes to the Science Advisory
Board Charter
Appendix I: Changes to the Science Advisory
Board Charter

The Environmental Research, Development, and Demonstration
Authorization Act of 1978 (ERDDAA) mandated that EPA establish the
SAB and required the SAB to provide the EPA Administrator with
scientific advice as requested. Congress amended ERDDAA in 1980 to
require EPA’s SAB to provide scientific advice to designated
congressional committees when requested. Below is our analysis of the
changes to the charter regarding to whom the SAB is to provide advice.
In 1978, the Charter Objectives and Responsibilities stated that: “The
objective of the Board is to provide advice to EPA’s Administrator on the
scientific and technical aspects of environmental problems and issues.
The Board reports to the Administrator. It will review issues, provide
independent advice on EPA’s major programs, and will perform special
assignments as requested by the Agency and as required by the
ERDDAA of 1978 and the CAA Amendments of 1977.” In response to the
ERDDAA amendments, EPA changed the charter in 1981 to reflect that
certain congressional committees could also request advice. Additional
changes to the charter over the years regarding to whom the SAB is to
provide advice are reflected in the table below.
Table 2: EPA Science Advisory Board (SAB) Charter Changes Regarding to Whom the SAB Is to Provide Advice, 1981–2013
Year of
charter

Charter’s objectives and responsibilities (changes underlined and italicized)

1981

The objective of the Board is to provide advice to EPA’s Administrator on the scientific and technical aspects of
environmental problems and issues. While the Board reports to the administrator, it may also be requested to provide
advice to the U.S. Senate Committee on Environment and Public Works or the U.S. House Committees on Science and
Technology, Interstate and Foreign Commerce, or Public Works and Transportation.

1983

Same as above.

1985

Similar to above. House Committee name changed to Committees on Science and Technology, Energy and Commerce,
or Public Works and Transportation

1987

Same as above.

1989

Same as above.

1991

The objective of the Board is to provide independent advice to EPA’s Administrator on the scientific and technical
aspects of environmental problems and issues. While the Board reports to the Administrator, it may also be requested to
provide advice to the U.S. Senate Committee on Environment and Public Works or the U.S. House Committees on
Science and Technology, Energy and Commerce, or Public Works and Transportation.

1993

Same as above.

1995

The objective of the Board is to provide independent advice and peer review to EPA’s Administrator on the scientific and
technical aspects of environmental problems and issues. While the Board reports to the Administrator, it may also be
requested to provide advice to U.S. Senate Committees and Subcommittees and U.S. House Committees and
Subcommittees, as appropriate.

1997

Same as above.

1999

Same as above.
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Board Charter

Year of
charter

Charter’s objectives and responsibilities (changes underlined and italicized)

2001

Same as above.

2003

The objective of the Board is to provide independent advice and peer review to EPA’s Administrator on the scientific and
technical aspects of environmental problems and issues. While the SAB reports to the EPA Administrator, certain
congressional committees may ask the EPA Administrator to have the SAB provide advice on a particular issue.

2005

Same as above.

2007

The objective of the Board is to provide independent advice and peer review to EPA’s Administrator on the scientific and
technical aspects of environmental problems and issues. While the SAB reports to the EPA Administrator, certain
congressional committees may ask the EPA Administrator to have the SAB address a particular issue.

2009

Same as above.

2011

Same as above.

2013

The objective of the Board is to provide independent advice and peer review to EPA’s Administrator on the scientific and
technical aspects of environmental problems and issues. While the SAB reports to the EPA Administrator, congressional
committees specified in ERDDAA may ask the EPA Administrator to have the SAB provide scientific advice on a
particular issue.

Source: GAO analysis of EPA documents. | GAO-15-500

Page 20

GAO-15-500 EPA's Science Advisory Board
00151

Case 1:18-cv-00613-WHP Document 26-4 Filed 05/23/18 Page 45 of 627

Appendix II: Comments from the
Environmental Protection Agency
Appendix II: Comments from the
Environmental Protection Agency
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Appendix II: Comments from the
Environmental Protection Agency
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J. Alfredo Gómez, (202) 512-3841 or gomezj@gao.gov
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In addition to the individual named above, Vincent Price and Janet Frisch,
Assistant Directors; Ulana Bihun; Antoinette Capaccio; Greg Carroll; and
John Delicath made key contributions to this report.
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GAO’s Mission

The Government Accountability Office, the audit, evaluation, and
investigative arm of Congress, exists to support Congress in meeting its
constitutional responsibilities and to help improve the performance and
accountability of the federal government for the American people. GAO
examines the use of public funds; evaluates federal programs and
policies; and provides analyses, recommendations, and other assistance
to help Congress make informed oversight, policy, and funding decisions.
GAO’s commitment to good government is reflected in its core values of
accountability, integrity, and reliability.
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441 G St. N.W.
Washington, DC 20548

June 8, 2017
The Honorable Lisa Murkowski
Chairman
The Honorable Tom Udall
Ranking Member
Subcommittee on Interior, Environment, and Related Agencies
Committee on Appropriations
United States Senate
The Honorable Ken Calvert
Chairman
The Honorable Betty McCollum
Ranking Member
Subcommittee on Interior, Environment, and Related Agencies
Committee on Appropriations
House of Representatives
EPA Science Advisory Board: Policy Statement on Science Quality and Integrity

In formulating rules to protect the environment and public health, the Environmental Protection
Agency (EPA) relies on advice from scientific and technical experts. EPA’s Science Advisory
Board (SAB) is one source of scientific and technical advice for EPA. The SAB consists of about
45 independent experts in the fields of science, engineering, economics, and other social
sciences and is overseen by the SAB Staff Office, which is staffed by EPA employees. As a
federal advisory committee, the SAB must comply with the Federal Advisory Committee Act
(FACA). 1 Among other things, FACA requires that EPA establish uniform administrative
guidelines and management controls for its advisory committees.
An explanatory statement accompanying the Consolidated Appropriations Act, 2016 directed
EPA to develop an updated policy statement on science quality and integrity for the SAB. 2
According to the explanatory statement, the policy statement should include (1) goals on
increasing membership from states and tribes; (2) an evaluation of potential bias, if EPA’s
Administrator decides that financial-related metrics are appropriate to identify conflicts of
interest or bias; and (3) direction on treating public comments. The explanatory statement also
directed EPA to submit a draft of the policy statement to GAO for review and included a
provision for GAO to review the updated policy statement and determine whether the updated
policy met the intent of the explanatory statement. The deadline for EPA’s submission to us was
March 17, 2016.
1

Pub. L. No. 92-463, 86 Stat. 770 (Oct. 6, 1972), codified, as amended, at 5 U.S.C. app. 2.

2

The explanatory statement noted that EPA had “not yet resolved long-standing questions regarding conflicts of
interest that have spanned multiple Administrations.” 161 Cong. Rec. H10220 (daily ed. Dec. 17, 2015) (explanatory
statement submitted by Representative Hal Rogers regarding House Amendment #1 to the Senate Amendment on
H.R. 2029, later enacted as Pub. L. No. 114-113, 129 Stat. 2242 (2015)).
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For this report, we assessed whether EPA drafted an updated policy statement that addressed
the directives in the explanatory statement. To do this, we reviewed EPA documents and
interviewed EPA officials, including SAB Staff Office officials. We conducted this performance
audit from January 2017 to June 2017, in accordance with generally accepted government
auditing standards. Those standards require that we plan and perform the audit to obtain
sufficient, appropriate evidence to provide a reasonable basis for our findings and conclusions
based on our audit objectives. We believe that the evidence obtained provides a reasonable
basis for our findings and conclusions based on our audit objectives.
EPA’s Response Did Not Address All Congressional Directives
EPA did not update its policies or requirements for the SAB in response to the direction in the
explanatory statement, nor did it specifically address all of the directives in the statement.
Instead, EPA developed a draft document that describes how the SAB Staff Office implements
existing policies and procedures, according to the letter accompanying this document and SAB
Staff Office officials we interviewed. 3 Moreover, the letter accompanying the draft document was
dated September 30, 2016—more than 6 months after the deadline for EPA to submit the draft
policy statement and updated policies to us for review.
Our review of the draft document noted the following:
x

x

The draft document states that EPA has policies to ensure that advisory committees
operate in accordance with (1) FACA and its implementing regulations, (2) statutes and
regulations regarding ethics requirements for members of advisory committees and
panels, and (3) other relevant EPA policies, including the Scientific Integrity Policy and
the Peer Review Policy. 4
According to the draft document, EPA addresses SAB scientific quality and integrity
issues—such as independence and objectivity, committee composition and balance, and
freedom from financial conflicts of interest—through its Scientific Integrity Policy, Peer
Review Policy, Peer Review Handbook, and the Office of Management and Budget Peer
Review Bulletin. 5

SAB Staff Office officials we interviewed stated that to develop the draft document, EPA
synthesized the policies and procedures that it has developed and continuously updated in
3

Environmental Protection Agency, Ensuring the Scientific Quality and Integrity of SAB and CASAC Advisory
Processes, Draft Document (Sept. 8, 2016).
4

Environmental Protection Agency, Scientific Integrity Policy (February 2012), accessed March 16, 2017,
https://www.epa.gov/sites/production/files/2014-02/documents/scientific_integrity_policy_2012.pdf; and
Environmental Protection Agency, Peer Review and Peer Involvement at the U.S. Environmental Protection Agency
(Jan. 31, 2006), accessed April 20, 2017, https://www.epa.gov/sites/production/files/201501/documents/peer_review_policy_and_memo.pdf. In January 2017, EPA published corrections to the Scientific
Integrity Policy; see Environmental Protection Agency, Supplemental Information for the U.S. Environmental
Protection Agency’s Scientific Integrity Policy (January 2017), accessed April 14, 2017,
https://www.epa.gov/sites/production/files/201701/documents/fy2017_scientific_integrity_policy_supplemental_information_0.pdf.

5

Environmental Protection Agency, Science and Technology Policy Council, Peer Review Handbook, 4th Ed.,
EPA/100/B-15/001 (Washington, D.C.: October 2015) and Office of Management and Budget, Final Information
Quality Bulletin for Peer Review (Dec. 15, 2004).
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response to FACA, implementing regulations, SAB Staff Office guidance, and stakeholder
feedback. According to these officials, EPA has made numerous updates to its policies and
procedures to enhance the openness, transparency, and balance of SAB reviews. The officials
stated that these updates include larger, more diverse review panels; increased opportunities
for public input; and outreach to industry and other groups to ensure greater participation. 6
With regard to the specific directives in the explanatory statement, we noted the following:
x

x

x

With regard to the first directive in the explanatory statement, the draft document does
not include specific or numeric goals on increasing membership from states and tribes.
However, it states that the SAB Staff Office is committed to expanding the diversity of
scientific perspectives on the SAB, including the perspectives of scientists from state
and local governments, tribes, industry, and nongovernmental organizations. According
to SAB Staff Office officials, while they seek to increase the participation of state
scientists, they often receive few applications from these scientists and, therefore,
meeting a numeric goal could be challenging.
With regard to the second directive in the explanatory statement, the draft document
does not discuss whether EPA’s Administrator made a decision about the
appropriateness of updating financial-related metrics for identifying conflicts of interest or
bias. SAB Staff Office officials told us that this is because they rely on the existing legal
and policy framework—including FACA requirements and Office of Government Ethics
regulations—as appropriate financial metrics for identifying conflicts of interest or bias. 7
With regard to the third directive in the explanatory statement, the draft document refers
to but does not update the practices for considering and responding to public comments
that are included in the Peer Review Handbook and the SAB handbook. 8

In conclusion, while EPA developed a draft document that describes how the SAB Staff Office
implements existing policies and procedures, as well as describes past actions to update and
improve these policies and procedures, EPA did not update its policies or requirements for the
SAB as directed by the explanatory statement. We are not making a recommendation at this
time, because EPA has not yet finalized its policy statement. However, as EPA moves forward,
we encourage it to specifically address the directives provided in the explanatory statement.
Agency Comments and Our Evaluation
We provided a draft of this report to EPA for review and comment. In its written comments,
reproduced in enclosure I, EPA stated that its draft document synthesized its policies and
procedures to evaluate conflict of interest committee composition and balance, qualitative goals
to increase state and tribal membership, and eligibility requirements for service on the SAB to
ensure fairness and objectivity. In addition, EPA stated that it has and will continue to update its
policies and procedures to enhance the openness, transparency, and balance of its
membership. While we recognize that EPA’s draft document synthesized its existing policies
6

We did not review the composition of SAB panels for changes in diversity or other levels of participation.

7

The Office of Government Ethics provides overall leadership and oversight of the executive branch ethics program
designed to prevent and resolve conflicts of interest.
8

Environmental Protection Agency, Serving on the EPA Science Advisory Board: A Handbook for Members and
Consultants, EPA-SABSO-12-001 (March 2012).
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and procedures, as well as describing past actions to update and improve these policies and
procedures, EPA did not update its policies or requirements for the SAB as directed by the
explanatory statement. Therefore, as EPA moves forward, we continue to encourage the
agency to specifically address the directives provided in the explanatory statement.

We are sending copies of this report to the appropriate congressional committees, the EPA
Administrator, and other interested parties. In addition, the report is available at no charge on
the GAO website at http://www.gao.gov.
If you or your staff members have any questions about this report, please contact me at (202)
512-3841 or gomezj@gao.gov. Contact points for our Offices of Congressional Relations and
Public Affairs may be found on the last page of this report. GAO staff who made key
contributions to this report are Janet Frisch (Assistant Director), Antoinette Capaccio, Chad M.
Gorman, and Richard Johnson.

J. Alfredo Gómez
Director, Natural Resources and Environment
Enclosure – 1
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Enclosure I: Comments from the Environmental Protection Agency

(101351)

Page 5

GAO-17-526R EPA Science Advisory Board
00160

Case 1:18-cv-00613-WHP Document 26-4 Filed 05/23/18 Page 54 of 627

This is a work of the U.S. government and is not subject to copyright protection in the
United States. The published product may be reproduced and distributed in its entirety
without further permission from GAO. However, because this work may contain
copyrighted images or other material, permission from the copyright holder may be
necessary if you wish to reproduce this material separately.
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FEDERAL ADVISORY COMMITTEES

Highlights of GAO-04-328, a report to
congressional requesters

Because advisory committees are
established to advise federal
decision makers on significant
national issues, it is essential that
their membership be, and be
perceived as being, free from
conflicts of interest and balanced
as a whole. GAO was asked to (1)
describe the role of federal
advisory committees in the
development of national policies,
(2) examine the extent to which
existing guidance and policies and
procedures for evaluating
committee members for conflicts
of interest and points of view
ensure independent members and
balanced committees, and (3)
identify practices and measures
that could help ensure
independence and balance.

GAO recommends that GSA and/or
OGE, as appropriate, give direction
to agencies on: the proper use of
representative appointments;
information that would help ensure
committees are, and are perceived
as, balanced; and practices that
would better ensure independence
and balance and enhance
transparency in the advisory
committee process. GSA agreed
with GAO’s findings and agreed to
work with OGE to implement the
recommendations. OGE agreed
that representative appointments
need review but disagreed that its
guidance has limitations. GAO
continues to believe the guidance
could be improved to better ensure
that agencies are appropriately
appointing committee members.
www.gao.gov/cgi-bin/getrpt?GAO-04-328.
To view the full product, including the scope
and methodology, click on the link above.
For more information, contact Robin Nazzaro
at (202) 512-3841 or NazzaroR@gao.gov.

Additional Guidance Could Help
Agencies Better Ensure Independence
and Balance

Federal advisory committees play an important role in shaping public policy
by providing advice on a wide array of issues, such as stem cell research,
drinking water standards, space exploration, drug approvals, and federal
land management. About 950 advisory committees perform peer reviews of
scientific research; offer advice on policy issues; identify long-range issues;
and evaluate grant proposals, among other functions.
Additional governmentwide guidance could help agencies better ensure the
independence of members—that is, that they are free from significant
conflicts of interest—and balance of federal advisory committees. For
example, current limitations in the Office of Government Ethics’ (OGE)
guidance are a factor in at least three agencies’ continuing a long-standing
practice of appointing most or all members as “representatives”—expected
to reflect the views of the entity or group they are representing and not
subject to conflict-of-interest reviews—even when the agencies call upon the
members to provide advice on behalf of the government. Such members
would be more appropriately appointed as “special government employees,”
who are reviewed for conflicts of interest. OGE officials agreed with GAO
that these agencies’ appointments of some members as representatives of
their fields of expertise are not appropriate, and this practice avoids using
the special government employee category that was created to help the
government hire experts in various fields for such purposes. OGE guidance
that representatives may speak for, among others, any recognizable group of
persons should be clarified to state that they generally are not to represent
an expertise. Also, to be effective, advisory committees must be, and be
perceived as being, fairly balanced in terms of points of view and functions
to be performed. However, the General Services Administration’s (GSA)
guidance on advisory committee management does not address what types
of information could be helpful to agencies in assessing the points of view of
potential committee members, nor do agency procedures identify what
information should be collected about potential members to make decisions
about committee balance. Consequently, many agencies do not identify and
systematically collect and evaluate information pertinent to determining the
points of view of potential committee members, such as previous public
positions or statements on matters being reviewed.
GAO identified promising practices and measures that can better ensure
independence and balance and promote transparency in the federal advisory
committee system, such as obtaining nominations from the public and
making public information about how members are identified and screened.
Wider use of these practices—particularly for committees addressing
sensitive or controversial topics—could reduce the likelihood that
committees are, or are perceived as being, biased or imbalanced.
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A

United States General Accounting Office
Washington, D.C. 20548

April 16, 2004

Leter

The Honorable Eddie Bernice Johnson
Ranking Minority Member, Subcommittee
on Research
Committee on Science
House of Representatives
The Honorable Brian Baird
House of Representatives
Federal advisory committees have been called the “fifth arm of
government” because of the significant role they play in advising federal
agencies, the Congress, and the President on important national issues.1 To
be effective, these advisory committees must be—and, just as importantly,
be perceived as being—independent and balanced. Specifically, individual
committee members who provide advice to the government must be free
from significant conflicts of interest—that is, they must be “independent.”
In addition, while it may be desirable to include experts on committees
who have particular viewpoints, federal law requires each committee, as a
whole, to be balanced in terms of the points of view and the functions to be
performed. Recently, some appointments to scientific and technical
advisory committees have generated controversy because of the
perception by some scientists and others that these appointments were
based on ideology rather than expertise or were weighted to favor one
group of stakeholders over others.
In 1962, the Congress established the category of “special government
employee” and made the conflict-of-interest rules for such employees less
restrictive than for regular federal government employees to overcome
obstacles in hiring outside experts for occasional service, such as on
federal advisory committees. Members of federal advisory committees are
often appointed as special government employees to provide advice on
behalf of the government on the basis of their best judgment. In contrast,
members may also be appointed to federal advisory committees as
“representatives” to provide stakeholder advice—that is, advice reflecting

1

In this view, federal advisory committees follow the executive, legislative, judicial, and
regulatory “arms” of government. Hearings on S. 1637, S. 2064, S. 1964 before the
Subcommittee on Intergovernmental Relations of the Senate Committee on Government
Operations, 92nd Congress, 1st Sess., pt. 1 at 12 (1971).
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the views of the entity or interest group they are representing, such as
industry, labor, or consumers.
Federal advisory committee members who are employees of the federal
government must meet federal requirements pertaining to freedom from
conflicts of interest—which we refer to in this report as independence—
and the committees as a whole must meet requirements pertaining to
balance. Federal conflict-of-interest statutes (18 U.S.C. §§ 201), including
the principal criminal financial conflict-of-interest statute (18 U.S.C. § 208),
apply to regular and, in large part, special government employees. The
Office of Government Ethics (OGE) is responsible for developing
regulations and guidance for these statutory provisions. The criminal
financial conflict-of-interest statute and related OGE regulations prohibit
regular and special government employees from participating in a
“particular matter” 2 that may have a direct and predictable effect on their
financial interest, unless granted a waiver. Members appointed as
representatives who are neither regular nor special government employees
are not subject to statutes regarding conflicts of interest. The Federal
Advisory Committee Act3 (FACA) requires, among other things, that
committee memberships be “fairly balanced in terms of points of view
presented and the functions to be performed by the advisory committee.”
Courts have interpreted this requirement as providing agencies with broad
discretion in balancing their committees. The General Services
Administration (GSA) is responsible for developing regulations and
guidance regarding the establishment of advisory committees under FACA.
In addition to OGE and GSA regulations and guidance, federal agencies
have their own policies and procedures to establish and manage advisory
committees.
You asked us to examine several issues regarding federal advisory
committees. As agreed with your offices, this report (1) describes the role
of federal advisory committees in the development of national policies; (2)
examines the extent to which governmentwide guidance and agencyspecific policies and procedures for evaluating committee members for
conflicts of interest and points of view ensure independent members and
balanced federal advisory committees; and (3) identifies practices that
2

A particular matter is one that involves deliberation, decision, or action that is focused on
the interests of specific people or a discrete and identifiable class of people. 5 C.F.R. §
2640.103(a)(1).

3

Pub. L. No. 92-463, 86 Stat. 770 (1972) (classified at 5 U.S.C. app. 2).
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could better ensure that committees are, and are perceived as being,
independent and balanced.
To address these objectives, we reviewed OGE regulations and guidance to
federal agencies regarding federal conflict-of-interest provisions and GSA
regulations and guidance to federal agencies regarding FACA. We reviewed
the policies and procedures at six federal departments and agencies that
make extensive use of scientific and technical advisory committees—the
Departments of Agriculture (USDA), Energy, Health and Human Services
(HHS), and the Interior; the National Aeronautics and Space
Administration (NASA); and the Environmental Protection Agency (EPA).
Because HHS entities sponsor 26 percent of all federal advisory
committees and 36 percent of all scientific and technical advisory
committees, we also reviewed the policies and procedures at three HHS
agencies that sponsor many advisory committees—the Centers for Disease
Control and Prevention (CDC), the Food and Drug Administration (FDA),
and the National Institutes of Health (NIH). We reviewed the procedures
used by these nine departments and agencies to identify, screen, and
appoint members for committees so as to ensure that members are free of
conflicts of interest (where conflict-of-interest requirements apply) and
that committees are balanced. To better understand how agencies
implement OGE and GSA governmentwide regulations and guidance as
well as their own policies, we examined the management of one committee
at each agency.4 We reviewed the confidential financial disclosure forms of
the committee members who were appointed as special government
employees, along with other information, and discussed with staff how the
committees used this information. We did not, however, make any
judgments on whether conflicts of interest existed or whether these panels
were properly balanced. To identify practices that promote independence
and balance, we examined the relevant policies and procedures of the
National Academies;5 the nine committees and agencies examined in this
review; and EPA’s Science Advisory Board, which made a number of

4

We selected a nonprobability sample of nine committees that address scientific and
technical issues using criteria described in appendix I. Results from nonprobability samples
cannot be used to make inferences about a population because some elements of the
population being studied have no chance or an unknown chance of being selected as part of
the sample.

5

The National Academies consist of four private, nonprofit organizations that advise the
federal government on scientific and technical matters: the National Academy of Sciences,
the National Academy of Engineering, the Institute of Medicine, and the National Research
Council.
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changes to its policies and procedures in response to our June 2001 report.6
We conducted our review from January 2003 through March 2004 in
accordance with generally accepted government auditing standards. For
more details on the scope and methodology of our review, see appendix I.

Results in Brief

Approximately 950 federal advisory committees with about 62,000
members play an important role in shaping public policy by advising
policymakers on a wide array of important and challenging issues. For
example, advisory committees provide advice in the form of peer reviews
of scientific research that may be used to support health, environmental,
and safety regulations; recommendations about specific policy decisions;
identification of long-range issues facing the nation; and evaluations of
grant proposals, among other functions. Federal advisory committees have
been established to work in broad areas of public policy, such as national
security, the economy, the environment, and public health. Illustrative of
the range of issues addressed by federal advisory committees are the
current committees that advise agencies on matters related to AIDS
research, food safety, hazardous waste cleanup, trade policy, and homeland
security. Advisory committees are sometimes established specifically to
address controversial issues about which the government believes it is
beneficial to solicit the advice of individuals with the relevant background
and/or expertise from outside the government. For example, some of the
issues addressed by advisory committees are inherently controversial
because they deal with sensitive personal and ideological matters, such as
stem cell research and genetic engineering. Other committees address
issues that are controversial because of their potential regulatory impact,
such as food and drug approvals or environmental regulations.
Additional governmentwide guidance could help agencies better ensure the
independence of federal advisory committee members and the balance of
federal advisory committees. For example, OGE guidance to federal
agencies has shortcomings and does not adequately ensure that agencies
appoint individuals selected to provide advice on behalf of the government
as special government employees subject to conflict-of-interest
regulations. In addition, GSA guidance to federal agencies and agencyspecific policies and procedures could be improved to better ensure that

6

U.S. General Accounting Office, EPA’s Science Advisory Board Panels: Improved Policies
and Procedures Needed to Ensure Independence and Balance, GAO-01-536 (Washington,
D.C.: June 12, 2001).
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agencies collect and evaluate information that could be helpful in
determining the viewpoints of potential committee members regarding the
subject matters being considered and in ensuring that committees are, and
are perceived as being, balanced. Specifically, we found the following:
• OGE guidance on the appropriate use of representative or special
government employee appointments to advisory committees has
limitations that we believe are a factor in three of the agencies we
reviewed continuing the long-standing practice of essentially appointing
all members as representatives. That is, we found that USDA, Energy,
and Interior have appointed most or all members to their federal
advisory committees as representatives—even in cases where the
members are called upon to provide advice on behalf of the government
and thus would be more appropriately appointed as special government
employees. Because conflict-of-interest reviews are only required for
federal or special government employees, agencies do not conduct
conflict-of-interest reviews for members appointed as representatives.
As a result, the agencies cannot be assured that the real or perceived
conflicts of interest of their committee members who provide advice on
behalf of the government are identified and appropriately mitigated.
Further, allegations that the members have conflicts of interest could
call into question the independence of the committee and jeopardize the
credibility of the committee’s work.
• FACA requires that federal advisory committees be fairly balanced in
terms of the points of view and the functions to be performed, and
courts have interpreted this requirement as providing agencies with
broad discretion in balancing their committees. In addition to the legal
requirement for balance, it is important that committees are perceived
as balanced in order for their advice to be credible and effective.
However, GSA guidance does not address what types of information
could be helpful to agencies in assessing the points of view of potential
committee members, nor do agency procedures identify what
information should be collected about potential members to make
decisions about committee balance. Consequently, many agencies do
not identify and systematically collect and evaluate information
pertinent to determining the points of view of committee members
regarding the subject matters being considered. For example, of the
nine departments and agencies we reviewed, only EPA consistently (1)
collected information on committee members appointed as special
government employees that enabled the agency to assess the points of
view of the potential members and (2) used this information to help
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achieve balance. Without sufficient information about prospective
committee members prior to appointment, agencies cannot ensure that
their committees are, and are perceived as being, balanced.
We identified several promising practices for forming and managing federal
advisory committees that can better ensure that committees are, and are
perceived as being, independent and balanced. These practices include (1)
obtaining nominations for committees from the public, (2) using clearly
defined processes to obtain and review pertinent information on potential
members regarding potential conflicts of interest and points of view, and
(3) prescreening prospective members using a structured interview. In our
view, these measures reflect the principles of FACA by employing clearly
defined procedures to promote systematic, consistent, and transparent
efforts to achieve independent and balanced committees. Some of the
practices, such as seeking public comment on proposed committees, are
particularly relevant to those committees addressing sensitive or
controversial topics. In addition, we identified selected measures that
could promote greater transparency in the federal advisory committee
process and improve the public’s ability to evaluate whether agencies have
complied with conflict-of-interest requirements and FACA requirements for
balance, such as providing information on how the members of the
committees are identified and screened and indicating whether the
committee members are providing independent or stakeholder advice.
Implemented effectively, these practices could help agencies avoid the
public criticisms to which some committees have been subjected. That is,
if more agencies adopted and effectively implemented these practices, they
would have greater assurance that their committees are, and are perceived
as being, independent and balanced.
Because the effectiveness of competent federal advisory committees can
be undermined if the members are, or are perceived as, lacking in
independence or if committees as a whole do not appear to be properly
balanced, we are making 12 recommendations to GSA and OGE to provide
additional guidance to federal agencies. The broad categories of these
recommendations include (1) clarifying the appropriate use of
representative appointments; (2) systematically obtaining information that
could help ensure committees are, in fact and in perception, balanced; and
(3) adopting certain practices that can better ensure independent and
balanced committees and increase transparency in the federal advisory
process. While our report focuses primarily on scientific and technical
federal advisory committees, the limitations in guidance and the promising
practices we identified pertaining to independence and balance are
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pertinent to federal advisory committees in general, and thus our
recommendations are directed to GSA and OGE because of their
responsibilities for providing guidance to federal agencies on these
matters.
GSA reviewed a draft of this report and generally agreed with the findings
relating to the areas directly under its purview. The agency committed to,
among other things, continuing to work in partnership with OGE to address
those areas under OGE’s jurisdiction relating to FACA. GSA outlined a
proactive approach to responding to the report’s recommendations,
including making changes to its on-line FACA database. OGE reviewed the
draft report and also generally agreed with the problems we identified
regarding appointments to federal advisory committees, but the agency
disagreed that there are any limitations in its guidance that contribute to
the problems and also reiterated the measures that OGE has taken to
address this issue (most of which were highlighted in the draft report).
OGE believes the agencies making inappropriate appointments are
disregarding, rather than misinterpreting, the OGE guidance. While we
recognize that there may be other reasons as well, we have identified the
limitations in OGE’s guidance as one factor in some agencies’ continuing
the long-standing practice of essentially appointing all committee members
as representatives. We believe the effectiveness of OGE’s and GSA’s efforts
to ensure that agencies make appropriate appointment decisions for
members of their federal advisory committees will not improve until the
limitations we identified in OGE’s guidance on appointments are
addressed. Our view is also that clear, unambiguous guidance would make
it more difficult for agencies to misapply the guidance. GSA’s and OGE’s
written comments are discussed further at the end of this report and their
letters are provided in appendixes XII and XIII. Overall, the comments
from the agencies whose advisory committee management policies and
procedures we reviewed—EPA; Energy; HHS (and component agencies
CDC, FDA, and NIH); Interior; NASA; and USDA—were generally positive
about the draft report, viewing it as providing helpful information on
federal advisory committee management. Four of these agencies also cited
some specific concerns about, for example, the requirements for
independence and assessing prospective members’ points of view. We
address these issues at the end of this report and provide the pertinent
letters from these four agencies in appendixes XIV through XVII.

Background

In recent years, controversies regarding the federal advisory committee
system have included concerns about the appointment of specific
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individuals to committees and agency decisions to create or terminate
some committees. Although a variety of concerns have been raised, the
overarching concern was that ideological bias was influencing the selection
of experts for scientific and health advisory panels. Publications such as
Science, The Lancet, and Chemical and Engineering News have published
editorials and articles containing criticisms of decisions seen as injecting
ideology into a committee system that should be nonideological. Further,
some current and potential federal advisory committee members reported
being asked about their political views in the context of decisions regarding
their appointment or reappointment to committees.
A number of recent articles and editorials identified specific concerns
about HHS committees that address controversial scientific and technical
issues. Observers have alleged that some appointees either were
unqualified for the position, had extreme views that were outside the
mainstream of scientific thinking, or had personal conflicts of interest that
should have disqualified them from serving on particular committees.
Further, observers alleged that HHS has replaced large portions of the
membership of ongoing committees as a way of obtaining committees that
shared the administration’s viewpoint about particular issues. Finally,
concerns were raised that HHS had terminated some advisory committees
with which the administration allegedly had ideological differences and
replaced them with committees that had different charters and a largely
new membership.
In 2003, the National Academy of Sciences issued a report on
organizational issues within NIH that included a discussion of the
perceived politicization of the advisory committee appointment process.
The report noted that these concerns had recently arisen within the
scientific and health advocacy communities and were similar to concerns
that were raised in the early 1970s. In response to the most recent
concerns, the academy recommended, among other things, that
appointments to NIH advisory committees be based solely on a person’s
scientific or clinical expertise or his or her commitment to and involvement
in issues of relevance to the mission of the institute.
Also in 2003, the Center for Science in the Public Interest sent a letter to the
director of OGE about its concerns that conflicts of interest were
introducing biases into the federal advisory committee process at HHS,
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Interior, and other agencies.7 The center’s letter, signed by 21 individuals,
including public health advocates and members of academia, made a
number of recommendations to OGE aimed at strengthening
independence, transparency, and public trust in the federal advisory
committee process. Further, the National Academies is examining the
selection of scientists, engineers, and health professionals to federal
advisory committees addressing science-based policy or reviewing
research proposals. This study stems from its regular review of senior
scientific technical appointments in the federal government as well as from
concerns that scientists and others have raised to the academies about
some federal advisory committee appointments and the appointment
practices used by some agencies. A report is planned for November 2004.

The Federal Advisory
Committee Act Sets Broad
Requirements and
Guidelines for Advisory
Committees

The Congress enacted FACA in 1972 in response to two principal concerns:
(1) that federal advisory committees were proliferating without adequate
review, oversight, or accountability and (2) that certain special interests
had too much influence over federal agency decision makers. In this act,
the Congress articulated certain principles regarding advisory committees,
including broad requirements for balance, independence, and transparency.
Specifically, as previously discussed, FACA requires that the membership
of committees be fairly balanced in terms of points of view and functions to
be performed. Further, FACA requires that any legislation or agency action
that creates a committee contain provisions to ensure that the advice and
recommendations of the committee will be independent and not
inappropriately influenced by the appointing authority (the agency) or any
special interest. Finally, FACA generally requires that agencies announce
committee meetings ahead of time and give notice to interested parties
about such meetings. With some exceptions, the meetings are to be open
to the public, and agencies are to prepare meeting minutes and make them
available to interested parties.8
FACA also set broad guidelines for the creation and management of federal
advisory committees, most of which are created or authorized by the

7

The Center for Science in the Public Interest is a consumer advocacy organization that
conducts research and advocacy programs on health and nutrition.

8

The President or head of an agency may determine that a meeting be closed if, for example,
the meeting will include discussions of classified information, reviews of proprietary data
submitted in support of federal grant applications, or deliberations involving considerations
of personal privacy.
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Congress. Agencies also establish committees using general statutory
authority, and some are created by presidential directives (see app. II).
Further, the act requires that all committees have a charter, and that each
charter contain specific information, including the committee’s scope and
objectives, a description of duties, the period of time necessary to carry out
its purposes, the estimated operating costs, and the number and frequency
of meetings. As required by FACA, the advisory committee charters
generally expire at the end of 2 years unless renewed by the agency or by
the Congress.9 The requirement encourages agencies to periodically
reexamine their need for committees.
GSA, through its Committee Management Secretariat, is responsible for
prescribing administrative guidelines and management controls applicable
to advisory committees governmentwide. However, GSA does not have the
authority to approve or deny agency decisions regarding the creation or
management of advisory committees. To fulfill its responsibilities, GSA has
developed regulations and other guidance to assist agencies in
implementing FACA requirements, provides training to agency officials,
and was instrumental in creating the Interagency Committee on Federal
Advisory Committee Management. GSA also has created and maintains an
on-line FACA database (available to the public at
www.fido.gov/facadatabase) for which the agencies provide and verify the
data, including committee charters, membership rosters, budgets, and in
many cases links to committee meeting schedules, minutes, and reports.
The database also includes information about a committee’s classification
(i.e., scientific and technical or national policy issue). According to the
database, 208 committees with 7,910 members were classified as scientific
and technical committees. In addition, 131 committees with over 41,000
members were classified as grant review committees—a category that also
often addresses scientific and technical issues. Appendix II provides data
on the classifications of the federal advisory committees in fiscal year 2003.
While the GSA’s Committee Management Secretariat provides FACA
guidance to federal agencies, each agency also develops its own policies
and procedures for following FACA requirements. Under FACA, agency
heads are responsible for issuing administrative guidelines and
management controls applicable to their agency’s advisory committees.
Generally, federal agencies have a reasonable amount of discretion with

9

Several of Interior’s committees do not expire because the legislation creating them
exempts them from the biennial charter expiration.
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regards to creating committees, drafting their charters, establishing their
scope and objectives, classifying the committee type, determining what
type of advice they are to provide, and appointing members to serve on
committees.10 However, when the Congress authorizes an agency to
establish a particular committee or a President establishes a committee,
the agency may have less flexibility in establishing and managing the
committee because such things as the committee’s objectives, the types of
expertise and backgrounds of members, and even the type of advice that is
to be provided may be specified by the Congress or the President.
Finally, to assist with the management of their federal advisory
committees, agency heads are required to appoint a committee
management officer to oversee the agency’s compliance with FACA
requirements, including recordkeeping. Agency heads must also appoint a
designated federal official for each committee to oversee the committee’s
activities. Among other things, the designated federal official must approve
or call the meetings of the committee, approve the agendas (except for
presidential advisory committees), and attend the meetings.

Criminal Financial Conflictof-Interest Statute Applies
to Some Advisory
Committee Members

OGE is responsible for issuing regulations and guidance for agencies to
follow in complying with the statutory conflict-of-interest provisions that
apply to all federal employees, including special government employees
serving on federal advisory committees. A special government employee is
statutorily defined as an officer or employee who is retained, designated,
appointed, or employed by the government to perform temporary duties,
with or without compensation, for not more than 130 days during any
period of 365 consecutive days. Many agencies use special government
employees, either as advisory committee members or as individual experts
or consultants. Special government employees, like regular federal
employees, are to provide their own best judgment in a manner that is free
from conflicts of interest and without acting as a stakeholder to represent
any particular point of view.11 Accordingly, special government employees
appointed to federal advisory committees are hired for their expertise and
skills and are expected to provide advice on behalf of the government on
10

In response to Executive Order 12838 directing agencies to reduce by at least one-third the
number of discretionary committees, the Office of Management and Budget established a
maximum number of discretionary advisory committees for each agency.
11

Office of Government Ethics Letter to the Chairman of a National Commission, June 24,
1993 (93 x 14).
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the basis of their own best judgment. Special government employees are
subject to the federal financial conflict-of-interest requirements, although
ones that are somewhat less restrictive than those for regular federal
government employees.
The criminal financial conflict-of-interest statute (18 U.S.C. § 208) and
related OGE regulations prohibit federal employees, including special
government employees, from participating in “particular matters” that may
have a direct and predictable effect on their financial interests or those
interests of a spouse, minor child, or general partner. A particular matter is
defined as one involving a deliberation, decision, or action that is focused
on the interests of specific people or an identifiable class of people.
Special government employees serving on federal advisory committees
thus are prohibited from participating when the subjects they consider are
particular matters in which the member has a financial interest. However,
special government employees serving on federal advisory committees are
provided with an exemption that allows them to participate in particular
matters that have a direct and predictable effect on their financial interest
if the interest arises from their nonfederal employment and the matter will
not have a special or distinct effect on the employee or employer other than
as part of a class. This exemption does not extend to the committee
member’s personal financial and other interests in the matter, such as stock
ownership in the employer. If a committee member has a potential
financial conflict of interest that is not covered under this or other
exemptions, a waiver of the conflict-of-interest provisions may be granted
if the appointing official determines that the need for the special
government employee’s services outweighs the potential for conflict of
interest or that the conflict is not significant. This standard for granting
waivers is less stringent than the standard for regular government
employees.
The principal tool that agencies use to assess whether nominees or
members of advisory committees have conflicts of interest is the OGE
Form 450, Executive Branch Confidential Financial Disclosure Report,
which special government employees are required to submit annually. The
form 450 requests financial information about the committee member and
the member’s spouse and dependent children, such as the sources of
income and the identification of assets, but it does not request filers to
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provide the related dollar amounts, such as salaries.12 For committees
addressing broad or general issues, rather than particular matters,
committee members hired as special government employees are still
generally required to complete the confidential financial disclosure form.13
Agencies appoint ethics officials who are responsible for ensuring agency
compliance with the federal conflict-of-interest statutes. OGE conducts
periodic audits of agency ethics programs to evaluate their compliance
and, as warranted, makes recommendations to agencies to correct
deficiencies in their ethics programs.
Under administrative guidance initially developed in the early 1960s, a
number of members of federal advisory committees are not hired as special
government employees, but are instead appointed as representatives.
Members appointed to advisory committees as representatives are
expected to represent the views of relevant stakeholders with an interest in
the subject of discussion, such as an industry, a union, an environmental
organization, or other such entity. That is, representative members are
expected to represent a particular and known bias—it is understood that
information, opinions, and advice from representatives are to reflect the
bias of the particular group that they are appointed to represent.14 Because
these individuals are to represent outside interests, they do not meet the
statutory definition of federal employee or special government employee
and are therefore not subject to the criminal financial conflict-of-interest
statute. According to GSA and OGE officials, reliable governmentwide
data on the number of representative members serving on federal advisory
committees are not available. However, data that agencies report to OGE
on special government employees serving on federal advisory committees
and to GSA on the number of federal advisory committee members indicate



12

Some agencies, such as EPA and FDA, have developed alternative confidential financial
disclosure forms that request additional information on activities and affiliations, such as
expert legal testimony.
13

Special government employees who serve in excess of 60 days above a certain salary level,
however, must file a public disclosure form.
14

EPA noted in its comments on our draft report that in the case of a small category of
advisory committees that EPA uses, known as regulatory negotiation committees,
representative members may bind their organization to take a course of action.
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that only about 35 percent of the government’s federal advisory committee
members are appointed as special government employees.15

Advisory Committees
Play an Important Role
in the Development of
Federal Policies

Generally composed of individuals from outside of the federal government,
federal advisory committees play an important role in the development of
public policy and government regulations by providing advice to
policymakers on a wide array of issues. In fiscal year 2003, 54 agencies
sponsored approximately 950 committees with about 62,000 members to
provide advice by performing peer reviews of scientific research;
developing recommendations on specific policy decisions; identifying longrange issues facing the nation; and evaluating grant proposals, among other
functions. Their advice—on issues such as stem cell research, space
exploration, trade policy, drinking water standards, and drug approvals—
can enhance the quality and credibility of federal decision making.
Advisory committees have been and continue to be involved in issues of
great importance to the advancement of knowledge and the development
of national policies and regulations. For example, Energy’s decision to
undertake the Human Genome Project was based in part on the 1987
recommendation of the department’s Health and Environmental Research
Advisory Committee.16 As a result, Energy, working with NIH, successfully
coordinated the multibillion-dollar research effort that succeeded in
identifying all of the genes on every chromosome in the human body and
determining their biochemical nature—leading the way to numerous
advances in medical science.
Advisory committees provide agencies with advice in a variety of broad
areas of federal policy, such as the environment, public health, and the
economy. Committees provide agencies with advice about a wide array of

15

The estimate of the percentage of special government employees is based on data that
agencies (1) provide to OGE regarding the number of special government employees serving
on federal advisory committees and (2) provide on the GSA FACA database on the total
number of federal advisory committee members. This estimate does not include advisory
committee members serving on NIH “special emphasis panels,” which are not standing
committees but rather involve one-time reviews of various science and technical funding
applications to NIH (grants, cooperative agreement applications, etc.). If these individuals
were included in the estimate above, the percentage of advisory committee members
appointed as special government employees would be reduced to about 25 percent.
16

This committee is currently called the Biological and Environmental Research Advisory
Committee.
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specific issues, such as the management of federal lands, the development
of alternative sources of energy, guidelines for assessing cancer risks, risk
assessments of toxic chemicals, hazardous waste cleanup, the
establishment of new standards for food safety, the delivery of health care
services, and the effectiveness of new prescription drugs and medical
devices. Recently, federal advisory committees were established to help
agencies marshal the facts and weigh options in response to new national
issues, such as information security and terrorist attacks.
Federal advisory committees are sometimes established specifically to
address controversial issues about which the government believes it is
necessary to solicit the advice of individuals with the relevant background
and/or expertise from outside of the government. Some of the issues
addressed by advisory committees are controversial because they touch
upon inherently sensitive personal, religious, or ideological matters, such
as stem cell research and genetic engineering. Other committees address
issues that are controversial because of their potential regulatory impact
on industries or consumers, such as in the case of food and drug approvals
or environmental regulations.
To address controversial and other important matters, scientific and
technical advisory committees—which are the primary focus of this
report—play a number of different roles on behalf of agencies. One role of
science committees is to advise agencies on how to address a set of
particular problems. For example, the Advisory Committee on Foreign
Animal and Poultry Diseases gives the Secretary of Agriculture information
and advice on measures necessary to prevent and combat such threats as
foot-and-mouth disease. The charter also charges the committee with
providing advice on the prevention or management of other threats from
foreign animal or poultry diseases. Recent recommendations from the
committee addressed coordination between USDA and the Department of
Homeland Security and support for a national food animal identification
work plan.
In 1990, the Congress authorized the creation of the Aquatic Nuisance
Species Task Force to, among other things, coordinate federal efforts to
address the threats posed by nonnative aquatic plants and animals.17 The
task force operates as a federal advisory committee and is composed of 7

17

The Nonindigenous Aquatic Nuisance Prevention and Control Act of 1990 codified at
16 U.S.C. §§ 4701-4741.
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federal agency representatives and 13 nonfederal members in an ex officio
status. It reports to the Departments of the Interior and Commerce.
Among the task force’s accomplishments are a number of reports and
publications on risk assessment, prevention initiatives, and control
programs for such nonnative species as the brown tree snake and the green
crab.
Some science advisory committees offer advice to agencies on specific
regulatory decisions. For example, FDA established science advisory
committees that offer advice on the licensing of specific drugs and on the
safety and effectiveness of medical devices. These committees play an
important role in determining whether drugs and other medical products
make it into the marketplace and can therefore have a significant impact on
specific manufacturers as well as potential patients and consumers.
Other science advisory committees make recommendations to agencies on
strategic planning efforts needed to address long-range issues facing the
nation. Existing committees are exploring efforts to chart new directions
in research in biology, physics, astronomy, and space exploration, to name
just a few. For example, Energy’s Basic Energy Sciences Advisory
Committee issued a report in February 2003 entitled Basic Research Needs
to Assure a Secure Energy Future.18 In that report, the committee stated
its belief that a new national energy research program is essential and must
be initiated with the intensity and commitment of the Manhattan Project.
The report included a lengthy list of proposed research topics.
Advisory committees may be established to provide a peer review function.
For example, a peer review group could be asked to review a body of
scientific literature and offer its opinion on the adequacy of the scientific
data that may be used to support regulatory actions. As an illustration, in
2001, EPA revised its standards for safe levels of arsenic in drinking water
using, in part, the analysis and recommendations of two federal advisory
committees—the National Drinking Water Advisory Council and the EPA’s
Science Advisory Board. This revised standard will have a far-reaching
effect on both human health and the operation of public drinking water
systems. Other peer review groups are asked to judge the merits of
proposals submitted to national grant competitions. For example, the

18

Basic Research Needs to Assure a Secure Energy Future: A Report from the Basic Energy
Sciences Advisory Committee, prepared by Oak Ridge National Laboratory (Oak Ridge, TN:
February 2003).
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National Science Foundation, NIH, and other agencies use such groups to
evaluate proposals submitted for possible funding by academic or clinical
researchers covering a wide range of subject matter. After the peer review
groups evaluate the proposals, other science advisory committees may
make recommendations to the agencies regarding which proposals to fund.

Federal Guidance
Could Better Ensure
Independence and
Balance

OGE and GSA governmentwide guidance and the policies and procedures
of the nine departments and agencies we reviewed have limitations that
reduce their effectiveness in ensuring that advisory committee members
are independent and that advisory committees are, and are perceived as
being, balanced. First, with respect to independence, OGE guidance on
whether to appoint members to advisory committees as special
government employees or representatives—a decision that determines
whether an agency conducts a conflict-of-interest review—has limitations
that we believe are a factor in three agencies’ continuing their longstanding practice of essentially appointing all members as representatives.
We found that USDA, Energy, and Interior appoint all or almost all
members to their federal advisory committees as representatives, even
when the members are called on to provide advice on behalf of the
government on the basis of their best judgment.19 Because such members
are not providing stakeholder advice, they would be more appropriately
appointed as special government employees, subject to reviews for
conflicts of interest. However, because conflict-of-interest reviews are only
required for federal or special government employees, agencies do not
conduct conflict-of-interest reviews for members appointed as
representatives. As a result, the agencies cannot be assured that the real or
perceived conflicts of interest of their committee members’ providing
advice on behalf of the government are identified and appropriately
mitigated. Further, allegations that the members have conflicts of interest
could call into question the independence of the committee and jeopardize
the credibility of the committee’s work. Second, with respect to balance,
GSA guidance does not address what types of information would be helpful
in assessing the points of view of potential committee members with regard
to the matters the committees will consider, nor do agency procedures

19

OGE data indicate that some other agencies, such as the Small Business Administration
and the Department of Justice, also rely exclusively on representative appointments to
federal advisory committees. OGE staff told us the agency did not examine whether
representatives appointed to those agencies’ committees provided independent or
stakeholder advice.
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identify what information the agencies believe should be collected about
potential members—an important step that can help agencies ensure
committees are, and are perceived as being, balanced. We found that many
agencies do not consistently request information that would be helpful in
assessing the overall balance of committee members’ viewpoints—such as
previous public positions the members may have taken on the matters
being reviewed. Without adequate policies and procedures, agencies are
vulnerable to allegations that committee members have conflicts of interest
and that committees are imbalanced. Such allegations may call into
question a committee’s legitimacy and may jeopardize the work of
otherwise credible and competent committees.

Reviews for Conflicts of
Interest Are Not Always
Performed

Some agencies appoint most or all members to their advisory committees
as representatives, rather than as special government employees.
However, some of these committee members appointed as representatives
are asked to provide agencies with advice on behalf of the government
without representing any particular point of view, and thus it appears that
the members would be more appropriately appointed as special
government employees. Because only regular and special government
employees are subject to the conflict-of-interest statutes, agencies do not
conduct conflict-of-interest reviews for members appointed as
representatives. Some committees thus have members who had they been
appointed as special government employees would have undergone
reviews for conflicts of interest, but they have not been reviewed for
potential conflicts of interest because they were appointed as
representatives.
Representative members and special government employees are supposed
to serve different functions on advisory committees. In 1962, the Congress
established the category of special government employee and amended the
federal conflict-of-interest laws to overcome obstacles in hiring outside
experts for occasional service. Special government employees are
appointed to federal advisory committees to provide advice on behalf of
the government on the basis of their best judgment. Representative
members, in contrast, are generally considered as those members of
advisory committees who are “chosen for committee membership only to
present the views of a private interest.”20
20

See Office of Legal Counsel, Department of Justice, Applicability of 18 U.S.C. § 219 to
Representative Members of Federal Advisory Committees (Sept. 15, 1999).
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In 1982, in response to uncertainties regarding when agencies should
appoint members to their advisory committees as special government
employees or representatives, OGE developed guidance on the appropriate
use of these two appointment categories for federal advisory committees.21
In this guidance, OGE noted that it disagreed with “an occasional flat
assertion” by agencies that advisory committee members are never subject
to the federal conflict-of-interest laws. The 1982 guidance, which is still
OGE’s principal guidance on this issue,22 states that a “consultant or
advisor whose advice is obtained by a department or agency from time to
time because of his individual qualifications and who serves in an
independent capacity is an officer or employee of the government”—that
is, this person is a regular federal employee or a special government
employee. In contrast, a consultant or advisor “who is requested to appear
before a government department or agency to present the views of a nongovernmental organization or group which he represents, or for which he is
in a position to speak, does not act as a servant of the government and is
not its officer or employee” but is a representative member. The OGE 1982
guidance concludes by noting that if language used in the enabling
legislation, executive order, charter, or other pertinent document does not
specify whether the members are functioning as special government
employees or representatives, it is fair to conclude that the member is a
special government employee because this is the usual status of those
appointed by agencies to serve the government.
OGE’s most recent guidance that addresses representative appointments to
advisory committees is its February 2000 summary of ethical requirements
applicable to special government employees. This summary includes a
paragraph discussing representative appointments, highlighting the fact
that unlike special government employees and other federal employees,
representatives are not expected to render disinterested advice to the
government but are expected to “represent a particular bias.” This
document explains that representatives are described more fully in OGE’s
1982 guidance and also refers readers to two 1993 advisory letters that (1)
conclude that representatives can make policy recommendations to the

21

Memorandum 82 x 22, Members of Federal Advisory Committees and the Conflict-ofInterest Statutes, July 9, 1982.
22

This guidance has been amplified by several other documents in later years including
Advisory Letter 93 x 14 to the Chairman of a National Commission, June 24, 1993; Advisory
Letter 93 x 30 to the Executive Director of a Federal Commission, October 22, 1993; and
Advisory Opinion 00 x 1, Memorandum dated February 15, 2000.
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government and (2) explain the difference between the two types of
appointment as follows: representatives are asked to represent a particular
bias, while special government employees are asked to provide their own
best judgment without representing any particular point of view and in a
manner that is free from conflict of interest.
In addition to developing the 2000 guidance on special government
employees, OGE has taken steps to educate agencies about special
government employee and representative appointments by participating in
GSA’s FACA management course that includes a session on ethics, conflictof-interest, and financial disclosure issues. According to GSA, this class is
conducted five times each year, reaching about 300 advisory committee
staff. According to OGE, the ethics training begins with a discussion of the
special government employee/representative designation issue. The
course material includes a discussion of representatives and also refers
readers to OGE’s 1982 guidance. Further, OGE provides training at annual
ethics conferences for ethics officials in the executive branch.
Despite these efforts, a recent OGE staff study on agency management of
federal advisory committees, summarized in a November 2002
memorandum, indicates that some uncertainties about appointments to
federal advisory committees may continue to exist. That is, OGE found
that four of the seven agencies it reviewed—Energy, Interior, the
Commission on Civil Rights, and the Small Business Administration—
appointed all, or nearly all, members as representatives.23 Further, the OGE
memorandum expressed concern that these agencies may be purposely
designating their committee members as representatives to avoid
subjecting them to the financial disclosure statements required for special
government employees and may not be conducting conflict-of-interest
reviews for some committee members when they should have been
conducted. The OGE memorandum concluded that further scrutiny and
education about the proper designation of committee appointments was
warranted. As a result, at the next annual conference for agency ethics
officials in March 2003, OGE included a session, Ethics Management Tools
for Your Federal Advisory Committee, which was principally devoted to
“designation” issues involving appointments to federal advisory


23

OGE reviewed the management of advisory committees at the Departments of Energy, the
Interior, the Army, and Education; the Commission on Civil Rights; the National Endowment
for the Arts; and the Small Business Administration.
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committees.24 In addition, in May 2003, OGE issued new audit guidelines
for its periodic reviews of agency ethics programs that provide for
additional focus and review of appointment designations for individuals
serving on committees, councils, boards, and commissions. Finally, as
previously mentioned, OGE officials conduct a segment on ethics that
addresses the appointments of representatives and special government
employees during GSA’s FACA management course.
Nonetheless, three of the agencies we reviewed—USDA, Energy, 25 and
Interior—appoint most or all of the members to their federal advisory
committees as representatives.26 Upon examining some of the specific
committees at these agencies, we found that these agencies appoint
members as representatives even when the members are called on to
provide advice on behalf of the government on the basis of their best
judgment, rather than to represent views of outside organizations.
Specifically, USDA, Energy, and Interior have committees comprised
entirely of representative members where, on the basis of the agencies’
descriptions of the type of advice that the members are to provide, the use
of special government employees seems more appropriate, such as in the
following cases:
• USDA’s National Advisory Committee for Microbiological Criteria for
Foods. 27 According to its charter, the purpose of the committee is to
provide impartial, scientific advice to federal food safety agencies on the
development of an integrated national system to monitor food safety
from farm to final consumption in order to ensure the safety of
domestic, imported, and exported foods.

24

OGE also addressed the designation issue at a session of its 2004 annual conference.

25

In April 2003, Energy’s Acting Assistant General Counsel for General Law told us that all
but one of the department’s committees use only representative members. The one
committee that appointed special government employees was the National Nuclear Security
Administration Advisory Committee, which was established in June 2001 and expired in
June 2003.
26

Coincidentally, our review included two of the departments (Energy and Interior) included
in OGE’s staff study. OGE found that the Small Business Administration and the
Commission on Civil Rights also appoint most or all committee members as representatives.
OGE data indicate that some other agencies, such as the Departments of Justice and State,
also rely primarily on representative appointments to federal advisory committees.
27

According to USDA, the committee is cosponsored with HHS, the Department of Defense,
and Commerce but is managed by USDA.
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• Energy’s Biological and Environmental Research Advisory
Committee. According to the committee’s designated federal official,
the department uses the committee to obtain independent scientific
advice on Energy’s Biological and Environmental Research Program.
The committee addresses issues such as genomics, the health effects of
low-dose radiation, DNA sequencing, medical sciences, environmental
remediation, and climate change research. In addition to reviewing
scientific issues, the committee provides advice on long-range research
plans and priorities and appropriate levels of funding.
• Interior’s Scientific Earthquake Studies Advisory Committee.
According to the committee’s designated federal official, members are
selected to provide their independent advice to the U.S. Geological
Survey (USGS) on matters relating to the survey’s role in the National
Earthquake Hazards Reduction Program, which is a multiagency
strategic program to reduce risks to lives and property resulting from
earthquakes. The committee is to review the USGS National Earthquake
Hazards Reduction Program’s roles, goals, and objectives; assess its
capabilities and research needs; provide guidance on achieving major
objectives; and establish and measure performance goals. (As
discussed below, in January 2004, Interior officials determined that the
members of this committee should be appointed as special government
employees, and the officials said that the committee would not meet
again until the appointments as special government employees have
been made.)
In contrast, we found that EPA, HHS, and NASA appoint members as
special government employees to committees that provide advice on behalf
of the government about scientific and technical issues similar to those
addressed by the committees discussed above. Consequently, these
agencies do evaluate committee members who provide advice on behalf of
the government for potential conflicts of interest.
USDA, Energy, and Interior have 30 other committees with about 750
members that are classified as scientific and technical committees.28 In
addition, some committees in other categories, such as national policy
advisory committees, also address scientific and technology issues—
subject matters for which advice on behalf of the government on the basis
of members’ best judgment, rather than stakeholder advice, is typically
28

In total, these agencies have 189 federal advisory committees with 4,517 members.
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sought. In speaking with USDA, Energy, and Interior officials about the
basis for their decisions to essentially appoint all advisory committee
members as representatives, we learned that this practice is long-standing
and firmly rooted in agency cultures—that is, it represents the way these
agencies have traditionally staffed their federal advisory committees. The
agencies we reviewed generally have not developed sufficient policies,
procedures, or guidance for their staff to use when determining which type
of appointment is appropriate for individual committees. For example, the
guidance of some agencies, such as USDA and Interior, does not address
the types of appointments that may be made. Others, such as NASA and
Energy, recognize in agency policies and procedures that members can be
either special government employees or representatives. However, few of
the agencies that have policies identifying the types of appointments
specify criteria that should be used when deciding whether the members
should be appointed as either special government employees or
representatives.
In our view, shortcomings in the OGE 1982 guidance regarding members of
federal advisory committees and the conflict-of-interest statutes may (1)
contribute to the agencies’ overreliance on representative appointments to
their advisory committees and (2) limit the effectiveness of OGE’s and
GSA’s education efforts on appointments to advisory committees.
Specifically, we found the following shortcomings in the 1982 guidance,
which OGE cites as its most complete discussion on the use of
representative appointments:
• The OGE guidance is overly broad in describing the groups for which
representatives may speak. That is, the guidance indicates that
representatives may speak for firms or an industry; for labor or
agriculture; or for “any other recognizable group of persons including,
on occasion the public at large.” We found that Energy, Interior, and
USDA appoint some members to their committees on the basis that they
represent various scientific or technical fields, such as biology or
toxicology. However, appointing individuals as representatives of a
broad category of people, such as a field of expertise, appears to
generally be more consistent with providing advice on behalf of the
government on the basis of the individual’s best judgment, rather than
acting as a stakeholder to represent the views of a nongovernment
entity or group with an interest in the matter. At our exit conference,
OGE officials agreed that, generally, it is not appropriate to appoint
committee members as representatives on the basis of their expertise.
Further, this approach to classifying members does not recognize and
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essentially avoids using the special government employee category,
which was specifically created to facilitate the government’s ability to
retain the services of experts in various fields for such purposes as
temporary service on federal advisory committees.
• The conclusion section of the OGE guidance implies that when the term
“representative” is used in authorizing legislation, or other such
documents, members should be classified as representatives, despite
the fact that this term may be used for more generic purposes, such as to
direct the balance of a committee. The guidance states that the decision
to make representative appointments to federal advisory committees
can be indicated in enabling legislation, executive orders, committee
charters, or other pertinent documents by “the use of words to
characterize [committee members] as the representatives of individuals
or entities outside the government who have an interest in the subject
matter assigned to the committee.” However, the use of some form of
the terms “represent” or “representative” in these documents does not
always clearly indicate that the members are to be appointed to serve as
representatives; sometimes these terms are used to define committee
composition or balance. For example, some of the documents use the
term “representative” to identify fields of expertise or employment
background needed—specifying, that is, the expertise and points of
view deemed pertinent. Some of the documents do not state that the
representatives identified have an interest in the matter (as the guidance
quoted above calls for) or that they are to speak for their organizations;
thus the documents using the term “representative” are sometimes
ambiguous. Unlike the guidance on identifying committee members
appointed as special government employees—“by the use of words to
command the members to exercise individual and independent
judgment”—the guidance on identifying representative members does
not specify the nature of the advice to be provided (e.g., stakeholder
advice).
• The OGE guidance states that the fact that someone is appointed to a
committee on the recommendation of an outside organization tends to
support the conclusion that the person has a representative function.
However, a number of committees solicit recommendations from
outside organizations when appointing special government employees
in order to achieve appropriate balance and expertise on their
committees. Thus, the guidance does not take into account a common
practice that agencies use to identify potential committee members and
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may overemphasize the weight that agencies should give to this factor
when determining what constitutes a representative appointment.
Officials at EPA and NASA also said that the OGE guidance on
representative appointments is ambiguous in some respects. They believe
it would be very helpful for agencies to have clear criteria for
representative appointments. Further, the officials said that training on the
issue of appointments to advisory committees has limitations. Specifically,
the EPA and NASA officials said that, in their view, the FACA management
course does not sufficiently clarify when appointments should be made as
special government employees and when they should be made as
representatives. These officials also noted that the agencies’ ethics
officials generally are not the ones who make decisions on the appropriate
appointment category; rather, appointment type is viewed more as a FACA
management issue. Thus, agency officials managing federal advisory
committees may look to GSA more than to OGE for clarification on
appointment questions. For example, an official at EPA who has served a
detail at GSA said that GSA regularly receives calls from agencies with
questions about the distinction between the two types of appointments.
We believe these circumstances highlight the importance of both the
coordination between GSA and OGE to ensure that GSA is prepared to
respond to questions about appointments and the GSA FACA management
training directed at agency staff who manage federal advisory committees.
Although the FACA management course manual provides useful
information on appointments to committees, we identified some
limitations in this material as well. For example, the introductory sentence
on appointments states that determining the status of an individual serving
on a federal advisory committee is “largely a matter of personnel
classification and should be coordinated with an agency’s personnel
office.” In our view, this statement minimizes the importance of examining
the type of advice that the individual is being asked to provide as a key
determinant of the status of an individual (i.e., the type of appointment to
be made). In this regard, in December 2003 officials at OGE told us that
they have now concluded (1) that agencies should decide at the outset
whether the members of each committee are going to be representatives or
special government employees and (2) that this decision should be part of
the chartering process. In addition, the GSA manual is not clear and
unambiguous on the role of representative members, stating that, in
general, representative members of advisory committees “serve as
representatives of outside entities and may [emphasis added] represent the
views of a particular industry or group (e.g., labor, agriculture or other
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similar group of interests).” In contrast, OGE guidance states that
representatives are to represent the views of identified entities or groups.
Finally, the GSA manual highlights some OGE criteria from its 1982
guidance document that, as discussed above, we believe need clarification.
The consequences of appointing advisory committee members as
representatives when they are in fact asked to provide advice on behalf of
the government without representing any particular outside entity’s or
group’s point of view exposes the relevant committees to potentially
serious problems. Because representative members are not subject to
reviews for potential conflicts of interest, allegations of conflicts of interest
may call into question the integrity of the committee and jeopardize the
credibility of the committee’s work.
Some agencies do address the potential conflicts of interest of their
representative members to some extent. For example, Interior’s Bureau of
Land Management prohibits its advisory committee members from
participating in any matter in which they, a spouse, or dependent child have
a direct interest and requires the members to disclose any direct or indirect
interest in leases, licenses, permits, contracts, or claims and related
litigation that involve lands or resources administered by the bureau.
However, this policy does not require the representative members to
identify any other financial interests. Interior officials also told us that the
department has begun inserting standard language into its committee
charters briefly stating the ethics obligations of the members, whether they
are special government employees or representatives. The charters for
committees with representative members will include a statement that “a
member may not participate in matters that will directly affect, or appear to
affect, the financial interests of the member or the member’s spouse or
minor children, unless authorized by the designated federal official.”29
In January 2004, Interior officials also said that the department has begun
working with its committee management officers to develop training and
distribute materials to heighten committee members’ awareness of
applicable ethical obligations and to develop and institute the appropriate
screening mechanisms. Similarly, Energy does not require representative

29

The charters will also state that compensation from employment does not constitute a
financial interest of the member so long as the matter before the committee will not have a
special or distinct effect on the member or the member’s employer, other than as part of a
class.

Page 26

GAO-04-328 Federal Advisory Committees
00194

Case 1:18-cv-00613-WHP Document 26-4 Filed 05/23/18 Page 88 of 627

members to provide information on their financial interests and affiliations
but does tell representative members in letters appointing them to
committees that they “are required to recuse themselves from participating
in any meeting, study, recommendation, or other committee activity that
could have a direct and predictable effect on the companies, organizations,
agencies, or entities with which they are associated or in which they have
financial interest.” Interior and Energy policies thus rely on committee
members’ correctly identifying and voluntarily disclosing such
circumstances. In contrast, USDA requires its representative members to
provide information about their employment and sources of income in
excess of $10,000 but does not ask for information about other financial
assets that may affect impartiality, such as stock holdings. However, if
these members should have been, and actually were, appointed as special
government employees, none of these approaches would be adequate to
ensure that the members did not have conflicts of interest requiring
mitigation.
At the start of our review, Interior officials told us that they had begun to
review their appointment classifications for their 115 advisory committees
as a result of the November 2002 OGE study. The officials noted that many
of their committees addressing federal land management issues are not
scientific and technical in content and, in their view, are appropriately
staffed with representative members. In January 2004, Interior officials
acknowledged that it was appropriate to change the nature of some
committee members’ appointments upon reexamination of any underlying
legislation and the purpose of the committees. The officials said the
department has been reviewing the appointments to committees as their
charters expire, and that the department has appointed special government
employees to a few advisory committees during the past year.30 Regarding
the earthquake studies committee discussed above, in January 2004 the
department examined the appointments while renewing the charter and
determined, on the basis of its review of the committee’s authorizing
legislation, that the members of this committee should properly serve as
special government employees. This committee has been operating for 2
years with members appointed as representatives. Interior officials said
the change in appointments will be reflected in the charter and in the

30

The department appointed members of the Flight 93 Advisory Commission and the Jimmy
Carter National Historic Site Advisory Commission as special government employees in
September 2003 and January 2004, respectively.
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pending appointment letters, and the committee will not be active again
until these changes are made.
While noting that it now believes the authorizing language for the
earthquake committee clearly calls for the appointment of the members as
special government employees, the officials said that other committees
that address scientific and technical issues specifically call for the
appointment of representatives, such as Interior’s National Cooperative
Geologic Mapping Advisory Committee. This committee, comprised
primarily of officials from five federal agencies, is to review and provide
advice on a 5-year plan for the geologic mapping program that the
Secretary of the Interior is required to prepare. In our view, while the
statute calls for the committee to include two representatives from the
state geological surveys and one each from “academia” and “the private
sector,” it does not clearly and unambiguously call for these individuals to
be appointed as representative members rather than special government
employees. As previously discussed, the term “representative” may be
used in a variety of ways and may be used in a more generic manner to
describe a committee’s composition. The term “representative” does not
necessarily indicate that members should be stakeholders speaking for
entities with an interest in the matter, nor is it clear in this case that
academia or the private sector would have a specific point of view that
could be represented. We believe the department could choose to appoint
these members as special government employees to obtain their advice, if
Interior decided that nonstakeholder advice was appropriate in light of the
committee’s function. On the other hand, if the department wants to obtain
stakeholder advice from the nonfederal committee members regarding the
government’s 5-year geologic mapping program plan, the representative
members should be clearly informed about the specific interest and points
of view they are to represent.
On this point, Interior officials acknowledged that their advisory
committee members themselves are not always clear on whether they are
to provide stakeholder advice or advice on behalf of the government. For
example, during our review we learned that this question was raised at the
initial meeting of the earthquake committee in 2001, at which point in time
the representative members were told that they were charged with
providing advice on behalf of the government, guidance indicating that the
representative members were to function as special government
employees. To be certain that committee members are clear on their roles
in the future, Interior officials said that the department has begun to ensure
that letters appointing individuals to advisory committees clearly inform
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the member of their status as either a special government employee or a
representative. Further, if the members are to serve as representatives,
they are to be clearly informed of the constituencies they are to represent
before the committee. Clearly, this is an important fact to communicate to
the committee members.
GSA officials also told us that appointment information is relevant and
important to understanding the work of the various committees. The
officials agreed that information on the nature of the advice being
provided—and, in the case of representative appointments, of the entities
or groups represented—that is not currently available to the public would
be useful and informative. They further indicated that the GSA FACA
database, which is available to the public and which identifies the members
of the advisory committees, could be expanded to include, for each
committee member, the type of appointment and the entity or group
represented.

Information That Can Help
Agencies Ensure
Committees Are Balanced Is
Not Systematically
Gathered and Evaluated

Many agencies do not identify and systematically collect and evaluate
information that can help them determine the points of view of their
potential committee members regarding the subject matters the
committees will consider and thus better ensure that committees are, and
are perceived as being, balanced. FACA requires that committees be fairly
balanced both in terms of the points of view represented and the functions
to be performed. Courts have interpreted the FACA requirement for
committee balance as providing agencies with broad discretion in
balancing their committees. In addition to the legal requirement for
balance, it is important that committees are perceived as being balanced in
order to be credible and effective. However, GSA guidance does not
address what types of information could be helpful to agencies in assessing
the points of view of potential committee members, nor do agency
procedures identify what information should be collected about potential
members to make decisions about committee balance. Many agencies do
not identify and systematically collect and evaluate information that would
be helpful in determining the points of view of committee members
relevant to the subject matters the committees will consider. For example,
of the nine departments and agencies we reviewed, only EPA consistently
collected information on committee members who were appointed as
special government employees in order to assess the points of view of the
potential members and used this information to help achieve balance.
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Assessing the points of view of individual members is fundamental to
ensuring that committees as a whole are, and are perceived as being, fairly
balanced in terms of points of view because agencies must first know
whether the members have particular viewpoints or whether they may
have—or may reasonably be perceived as having—certain biases. For
example, only financial interests and affiliations during the prior year are
considered pertinent for conflict-of-interest purposes, but financial and
other relevant affiliations—extending beyond the 12-month period—may
identify a potential bias or point of view that agencies should consider both
in selecting individual members and balancing the committees as a whole.
Even when a legal conflict of interest does not exist, a committee member
may be so closely aligned with a point of view or an organization that his or
her ability to provide objective and impartial advice is impaired or appears
to be impaired. Such circumstances in which a person’s impartiality may
be called into question, sometimes referred to as an “apparent conflict of
interest” and a “perceived conflict of interest,” are important for agencies
to be aware of because the perception of bias that can harm the reputation
of advisory committees is independent of the legal definition of a conflict of
interest.31 In some cases, however, agencies may find it helpful to include
individuals with known biases, perspectives, or affiliations to serve on
certain advisory committees in order to ensure that the relevant points of
view are considered.32 In these cases, the issue of the overall balance of
viewpoints on the committees is heightened in the sense of an agency’s
ability to ensure that the committee is balanced with respect to points of
view. When agencies are unaware of the viewpoints and biases of its
members, they cannot adequately ensure that the committees are, and are
perceived as being, balanced as a whole.

31

Under 5 C.F.R. § 2635.502, impartiality is considered in some cases in conjunction with
particular matters. For example, a special government employee should not participate in a
particular matter involving a specific party where the employee knows the matter will have
a direct and predicable effect on the financial interest of a member of their household and
where the employee determines that the circumstances would cause a reasonable person
with knowledge of the relevant facts to question their impartiality in the matter, unless the
employee has received authorization from an agency designee.
32

For scientific committees, the relevant points of view may be different scientific
perspectives.
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Agencies typically rely on two sources to collect data about committee
members who were appointed as special government employees: curricula
vitae (CV) or résumés and the OGE form 450, the confidential financial
disclosure form. Agencies generally collect CVs33 or résumés that may
provide some information pertinent to assessing points of view, such as
professional affiliations and published articles. Some agencies may also
perform Internet searches for background information on candidates.
However, these sources vary in content and reliability and may not be
sufficient to consistently provide the information needed to assess for
points of view.34
The form 450, which does collect specific information in a systematic
manner, was developed specifically for reviews for potential financial
conflicts of interest. Some of the information on this form, however, also is
relevant to assessing the overall balance of viewpoints on a committee.
The form 450 requires potential committee members (and returning
members at least annually) to provide information on sources of income
and assets, liabilities, and outside positions during the prior year and on
existing employment agreements or arrangements, such as promises of
future employment and leaves of absence.35 The information on income
sources, honoraria, and outside positions held during the prior year may be
important to assessing for points of view.36 For example, a university
professor who is also an official of an environmental advocacy organization
may reasonably be viewed by a sponsoring agency and others as
representing an environmental rather than an unaligned “academic”
perspective. Similarly, a university professor who is also an official of a
33

CVs are most pertinent to assessing expertise, generally providing information on
education, employment experience, professional memberships, service on boards or
journals, and publications and presentations.
34

Typically, members are rotating off committees periodically and thus issues of overall
balance need to be revisited whenever membership changes are made. While special
government employees serving on advisory committees are required to provide forms 450 at
least annually, CVs and résumés may be collected once and not updated over the years that
the members serve on the committees.
35

Income includes salaries, fees, and honoraria of the individual and his or her spouse and
dependent children. Assets producing more than $200 in income during the prior year also
are to be reported, such as rent, interest, dividends, and capital gains. Information is
requested on the sources of income and the identification of assets but not on the related
dollar amounts.
36

Some relevant affiliations would not be identified because the form 450 only requests
information covering the immediate prior 12 months.
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toxicology institute that receives funding from chemical companies or who
provided expert legal testimony for a corporation may reasonably be
viewed by a sponsoring agency and others as providing an industry
perspective.
Importantly, while the form 450 can provide some pertinent information for
assessing points of view, it was neither designed for nor does it provide
sufficient information for this purpose. Specifically, as our review of EPA’s
Science Advisory Board demonstrated,37 the form 450—designed for
financial conflict-of-interest reviews—solicits information covering only
the prior year and does not request other information relevant to assessing
points of view, such as
• previous public statements or positions on the matter being reviewed,
including statements in articles, testimony, or speeches;
• positions taken in various legal forums, particularly in providing expert
legal testimony, on the matter;
• research conducted on the matter;
• interests of their employers or clients in the matter; and
• sources of funding for research or other activities.
However, such information is helpful to understand the points of view of
potential committee members and therefore to assess how an individual
member’s participation on the committee would affect overall committee
balance. For example, it is helpful for agencies to be aware of public
pronouncements that candidates have made on matters relevant to their
committees so that they can assess how such individuals may be viewed in
terms of impartiality. In those instances where an agency selects a member
for their expertise who may have a viewpoint that is aligned with an
industry or environmental interest, without the information that would
reveal the existing viewpoint, the agency would not be aware of whether
including a member with a different viewpoint would be beneficial in terms
of the public’s perception of committee balance.

37

GAO-01-536.
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In addition, the extent to which a committee member’s employment is
funded by a grant or grants from the sponsoring agency is a reasonable
factor to consider in assessing the member’s impartiality in terms of
independence from the agency. On this point, the Office of Management
and Budget recently highlighted in its proposed rule on peer review
procedures that the independence of scientists conducting peer reviews for
agencies while at the same time receiving funding from these agencies
might be called into question. Similarly, the 2003 report by the National
Academies on organizational issues within NIH recommended that a
substantial portion of a committee’s scientific membership should consist
of persons whose primary source of research support is derived from a
different NIH center or institute or from outside of NIH in order to achieve
sufficient independence from the agency.38 Officials at EPA and FDA told
us that they try to avoid appointing to committees members who receive
agency grants for work that is related to matters before the committee. In
contrast, Energy and NASA officials said it would be difficult for them to
find for some committees the scientific and technical experts they need
who do not also receive grants from their agencies. We are not suggesting
that having grants or contracts with the sponsoring agency should
disqualify individuals from serving on federal advisory committees, but
rather that agencies should consider the support they provide to potential
members since this does present potential issues of independence from the
agency.
Agencies generally have even less information to evaluate the viewpoints of
their representative members because representatives are not required to
complete the form 450. Consequently, agencies generally do not collect
information relating to the financial interests of the representative
members. Although representatives are not subject to the financial
conflict-of-interest rules, their financial interests could affect their
viewpoints. An EPA official acknowledged that for some representative
committees, it may be important to consider this information, depending
on the work of the committees. However, another EPA official expressed a
concern that asking representative members—who are not paid for their
services—for financial information, such as is obtained from those retained


38

National Research Council, Institute of Medicine, the National Academies, Enhancing the
Vitality of the National Institutes of Health: Organizational Change to Meet New
Challenges, 2003.
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as special government employees, could have a chilling effect on the
willingness of people to serve on advisory committees as representatives. 39
Regarding special government employees, we found that although agencies
have generally collected forms 450 from these employees, the forms are not
always collected in time for them to be of any use in also evaluating the
points of view of potential committee members. For example, some
agencies, such as NASA and CDC, do not collect the form 450 until the
agency has made decisions about appointments. (We recognize that the
form 450 was designed to assess for conflicts of interest and that agencies
are not required to also use it to assess for points of view; however, as
previously discussed, the form nonetheless can provide some valuable
information to agencies regarding the viewpoints of an individual.)
Of the nine committees we reviewed, only EPA’s Federal Insecticide,
Fungicide, and Rodenticide (FIFRA) Scientific Advisory Panel consistently
collected information relevant to assessing the points of view of
prospective members and considered this information in selecting
members for its peer review panels.40 Agencies with committees served by
special government employees generally collected information from CVs
and résumés and on the form 450, which, as discussed above, has
limitations in terms of assessing the points of view of committee members.
Agencies with representative members either collected only CVs or, in the
case of USDA, collected some additional information about sources of
income. (See table 1.)

39

Special government employees may or may not be paid for their services, depending on the
policy of the agency that is sponsoring the committee.
40

In January 2004, FDA officials said the agency uses a standard form to collect information
from potential appointees early in the selection process that provides information similar to
what EPA collects. We reviewed the form and its instructions and note that this effort is
directed at potential conflicts of interest; it is not clear the extent to which the information
is used to balance points of view. Further, FDA officials said they could not provide copies
of the forms for the FDA committee we reviewed because the designated federal official had
left the agency.
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Table 1: Documentation That Agencies Systematically Collected on Potential Members of Selected Committees
Documentation that agencies systematically collected on potential
members of selected committees
Conflict-of-interest financial
disclosure form
Curriculum
vitae or résumé

Department/Agency

Committee name

Agriculture/Food Safety and
Inspection Service

National Advisory Committee
for Microbiological Criteria for
Foodsb

X

Energy

Biological and Environmental
Research Advisory
Committeeb

X

Environmental Protection
Agency

Federal Insecticide,
Fungicide, and Rodenticide
Act Scientific Advisory Panel

X

Health and Human Services

Secretary’s Advisory
Committee on Human
Research Protection

X

X

Health and Human
Advisory Committee on
Services/Centers for Disease Childhood Lead Poisoning
Control and Prevention
Prevention

X

X

Health and Human
Services/Food and Drug
Administration

Food Advisory Committee

X

X

Health and Human
Scientific Advisory
Services/National Institutes of Committee on Alternative
Health
Toxicological Methods

X

X

Interior/U.S. Geological
Survey

Scientific Earthquake Studies
Advisory Committeeb

X

National Aeronautics and
Space Administration

Space Science Advisory
Committee

Xf

OGE form 450

Alternative form Other data
approved by
collection
OGE
instrument
USDA form AD755a

Xc

Structured
telephone
interview

Xd

Structured
telephone
interviewe

Xf

Sources: Data collected from agencies’ committee management offices, designated federal officials, or other agency officials responsible for nominating members of committees.
a

USDA requires members of its advisory committees to file a USDA form AD-755. This form requests
information on the individual’s primary employment, sources of income over $10,000, and other
matters related to the individual’s background in agriculture.

b

Members were appointed as representatives not subject to conflict-of-interest reviews.

c

The EPA FIFRA Scientific Advisory Panel uses the EPA form 3110-48 in lieu of the OGE form 450.
The EPA form requests more detailed information from members about their affiliations and
association with the work of the committee.

d

FDA requires members of its Food Advisory Committee to file a form 450 during the appointment
process. However, if the Food Advisory Committee, or any other FDA advisory committee, plans to
discuss “particular matters” of specific applicability, the agency will require members to file an FDA
form 3410 prior to the meeting. The form 3410 requests more specific information about a member's
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affiliation with particular companies identified by FDA that might be affected by the committee's
deliberations during a specific meeting.
e

See footnote 40.

f

The designated federal official for the NASA Space Science Advisory Committee requests short
biographical sketches from prospective members. Agency officials consider these sketches when
deciding whom to appoint. After the agency has decided to appoint an individual, it requests a copy of
a curriculum vitae and a completed form 450.

Regarding the EPA FIFRA Scientific Advisory Panel, this advisory
committee convenes about six panels annually to address scientific and
technical issues. For example, we reviewed one such panel that was (1)
evaluating the range of developmental effects associated with the exposure
of amphibians to the pesticide atrazine and (2) determining the significance
of these effects for risk assessment and the likely threshold exposure value
for eliciting these effects. The executive director of this committee said
that candidates with known positions or biases generally are not selected
for the panels—that is, the agency does not select individuals previously
associated with the agency, regulated industries, or stakeholder
communities. In addition, the agency generally does not select individuals
with a stated position on the particular matter being reviewed. The FIFRA
Scientific Advisory Panel defines balanced membership as including the
necessary areas of technical expertise, different scientific perspectives
within each technical discipline, and the collective breadth of experience
needed to address the agency’s charge. In order to evaluate potential
members, the FIFRA Scientific Advisory Panel uses CVs and the EPA
alternative disclosure form that asks committee members to provide
information needed to assess impartiality, such as information about
compensated expert testimony and sources of research and project funding
during the prior 2 years. The form also asks candidates to consider all
relevant information over the past 5 years and to identify and describe any
reason that they may be unable to provide impartial advice on the matter to
be considered by the panel.
The executive secretary of the FIFRA Scientific Advisory Panel told us that
EPA’s alternative financial disclosure form—developed to address the
limitations we identified in our report on EPA’s Science Advisory Board—
has greatly facilitated their ability to consistently obtain relevant
information. The FIFRA Scientific Advisory Panel also asks potential
members several standard questions that we identified in our prior report
as relevant to assessing impartiality, such as whether they have made any
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oral or written public statement on the issue before the panel.41 As a result
of obtaining and reviewing this information in order to select members and
ensure appropriate committee balance overall, the FIFRA Scientific
Advisory Panel is in a position to make informed choices. By
systematically collecting relevant background information on all
candidates, the FIFRA Scientific Advisory Panel is in a position to ensure
that its panels are balanced in terms of the points of view represented. We
also found that FDA often collects similar information on an alternative
form that provides some pertinent information for assessing points of view,
but the agency does not use this information to assess the overall balance
of the committees. That is, FDA generally uses the form 450 in reviewing
candidates for appointments to committees and uses the alternative form
to review for conflicts of interest for specific meetings that involve
particular matters.
In addition, agencies that have collected forms 450 for special government
employees for the purpose of conflict-of-interest reviews may not use the
information available to them on the forms that—although designed for
conflict-of-interest reviews—could also be helpful in evaluating the points
of view committee members may have. For example, the Director of the
White House Liaison Office at HHS, who developed the committee roster
for the Secretary’s Advisory Committee on Human Research Protections
that the Secretary of HHS approved, said that she did not review the forms
450 in selecting members.42 She viewed the task of reviewing the forms 450
as the purview of the agency ethics officials who would determine whether
financial conflicts of interest existed. In response to our questions about
whether affiliations with law firms, identified by some members on the
forms 450, may be relevant to consider in terms of their points of view, she
said that she did not need to know the particulars about the legal work
since she did not consider such information relevant to selection decisions.
Further, she said that she did not consider particular points of view
candidates may have in making selections. For example, we asked her if
she considered the point of view of one member who had publicly stated
disagreement on religious grounds with certain research that is included in
the committee’s charter, and she said she did not. The Director stated that

41

These questions were not added to EPA’s confidential financial disclosure form, the
purpose of which is to support reviews for potential financial conflicts of interest.
42

This committee replaced a committee established by the prior administration. In this case,
HHS did not renew the committee charter when it expired in 2002, instead HHS opted to
create a new committee with a revised charter.
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she nominated members to the Secretary for his approval primarily on the
basis of their expertise and also considering several demographic factors
(gender, race, and geographic location) to the extent these additional
factors did not impinge on the department’s ability to pick qualified
members. She noted that these factors reflect the department’s written
policies and procedures.43
Officials at other agencies said they considered similar factors in balancing
the other eight committees we examined. Specifically, officials indicated
that they focused on expertise, demographic characteristics, and
employment history as factors to assess points of view as it affects balance.
(See table 2.) As previously discussed, FACA does not elaborate on how
agencies are to ensure that advisory committees are fairly balanced in
terms of the expertise and the points of view of the members, nor does it
provide criteria for assessing balance.44 Thus, agencies have considerable
discretion in determining how they will meet the requirement for achieving
balanced committees.

43

The Director of the White House Liaison at HHS also managed the appointments to
another committee we reviewed, the CDC Advisory Committee on Childhood Lead
Poisoning Prevention. She recommended 10 new members to the Secretary for
appointments made in 2002 and 2003 to replace members with expiring terms.
44

In its July 19, 2001, final rule on advisory committee management, GSA did provide a list of
factors to consider in achieving a balanced advisory committee membership, such as the
advisory committee’s mission and the geographic, ethnic, social, economic, or scientific
impact of the advisory committee’s recommendations.
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Table 2: Factors Used by Agencies to Balance Selected Committees

Geography

Employment
sector

X

X

X

X

X

X

X

X

X

X

Department/Agency

Name of committee

Agriculture/Food Safety
and Inspection Service

National Advisory Committee on
Microbiological Criteria for Foods

X

X

Energy

Biological and Environmental Research
Advisory Committee

X

Environmental Protection Federal Insecticide, Fungicide, and
Agency
Rodenticide Act Scientific Advisory Panel

Expertise Ethnicity

Gender

Health and Human
Services

Secretary’s Advisory Committee on Human
Research Protections

X

X

X

X

Health and Human
Services/Centers for
Disease Control and
Prevention

Advisory Committee on Childhood Lead
Poisoning Prevention

X

X

X

X

Health and Human
Food Advisory Committee
Services/Food and Drug
Administration

X

X

X

X

X

Health and Human
Services/National
Institutes of Health

Scientific Advisory Committee on
Alternative Toxicological Methods

X

X

X

X

X

Interior/U.S. Geological
Survey

Scientific Earthquake Studies Advisory
Committee

X

X

X

X

X

X

X

National Aeronautics and Space Science Advisory Committee
Space Administration

X

X

Sources: Information on the criteria considered to balance committees came from designated federal officials, committee management officials, or other agency officials responsible for nominating or
appointing members of committees.

In discussing their selection criteria, most officials reported that in
selecting members for these science and technical committees, they
focused first and foremost on expertise. Some agency officials said that
they do not consider a balance of points of view as relevant to science and
technical committees, believing that the appropriate focus for such
committees is obtaining the appropriate balance of required expertise. We
do not disagree that this focus is appropriate, particularly for committees
that address scientific and technical issues. While courts have interpreted
FACA as giving agencies broad discretion in how to balance their
committees, in our view, the integrity of these committees’ advice would be
better served if agencies were to consider additional information about
potential members’ points of view. For example, experts in a given field of
expertise may have varying scientific perspectives that agencies could
consider for balancing the committee. Along these lines, the FIFRA
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Scientific Advisory Panel defines balance as including different scientific
perspectives within each technical discipline.
Second, the officials most commonly related “points of view” to
demographic factors, such as race, gender, or geographic locations—that
is, defining a balance of points of view in terms of demographic diversity.
While important, these criteria alone do not provide a robust understanding
of the points of view and potential biases the members may bring to the
committee vis-à-vis the specific matters the committees will address. That
is, these approaches may achieve demographic diversity, but they cannot
ensure an appropriate balance of viewpoints relative to the matters being
considered by the committees. Third, some of the officials also identified
the primary employment affiliation as a factor relevant to achieving a
balance of points of view. For example, a factor in committee balance for
one committee is the breakdown of members employed by universities,
private industry, and federal and state agencies. We agree the primary
employment affiliation may be an important consideration for a number of
committees to ensure a balance of points of view. However, as we
illustrated in our work at EPA’s Science Advisory Board, the staff director
of the board viewed some academics as aligned either with industry or
environmental perspectives and some experts affiliated with industry as
representing an environmental perspective on the basis of information
about their other affiliations. Additional information about the candidates’
viewpoints and potential biases would better ensure that the committees
are, and are perceived as being, fairly balanced in terms of points of view—
and that no one interest or viewpoint dominates. Along these lines, NIH
officials told us that the information EPA collects to evaluate potential
committee members would be very helpful to them in selecting members
and ensuring that committees are balanced as a whole.
Finally, we note that other practices agencies use in forming new
committees and in selecting replacement members for existing committees
can help them better ensure that their committees are appropriately
balanced. These include steps agencies take to identify potential
candidates and to seek feedback on proposed committee membership.
Appendixes III through XI provide information on the nine committees we
reviewed, including how the agencies identified candidates and whether
they requested public comments on the committee membership. These
and other practices are discussed in the next section.
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Promising Practices
Could Better Ensure
Independence and
Balance

Some agencies use practices when forming and managing their committees
that can better ensure that federal advisory committee members are
independent and that committees are balanced. These practices include
(1) obtaining nominations for committee members from the public, (2)
using clearly defined processes to obtain and review pertinent information
on potential members regarding potential conflicts of interest and
impartiality, and (3) prescreening prospective members using a structured
interview. In our view, these measures constitute promising practices
because they reflect the principles of conflict-of-interest provisions and
FACA by employing clearly defined procedures to promote systematic,
consistent, and transparent efforts to achieve independent and balanced
committees. Although these practices for obtaining and reviewing
pertinent information to assess for conflicts of interest and impartiality are
broadly applicable, some of the practices, such as seeking public comment
on proposed committees, are most particularly relevant to those
committees addressing sensitive or controversial topics. If more agencies
adopted and effectively implemented these practices, we believe they
would have greater assurance that their committees are, and are perceived
as being, independent and balanced. In addition, we have identified
selected measures that could promote greater transparency in the federal
advisory committee system.

Obtaining Nominations
from the Public

When seeking to appoint members to their federal advisory committees,
agencies often use a combination of methods to obtain nominations for
potential committee members. Agencies typically rely on relevant program
officials in the agency, officials from other agencies, members of
professional organizations, and authors of relevant scientific and technical
literatures as ways to identify potential committee members. Some
agencies also seek nominations from the public by using widely available
resources, such as the Federal Register and agency Web sites, to broaden
the pool of candidates from which committee members may be drawn. The
latter approach is a systematic and transparent method of obtaining
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nominations and can provide agencies with greater assurance that a range
of relevant experts and/or stakeholders capable of creating impartial and
balanced committees are identified.45
In addition to their other methods of obtaining nominations from
colleagues, professional associations, and the like, we believe agencies
should also routinely consider obtaining nominations from the public
because this practice can both (1) help agencies identify qualified
candidates and (2) alleviate any perception that they are choosing from a
narrow pool of candidates that may not provide the appropriate expertise
and points of view. It may be particularly relevant to solicit nominations
from the public for committees that address sensitive or controversial
issues. Obtaining nominations from the public may require more time and
effort than less formal approaches to identifying committee members and
may also involve a publishing cost. However, by actively engaging the
public and all interested parties in the process in an open and transparent
manner, the agency’s credibility may be enhanced.

Using Clearly Defined
Processes to Screen for
Conflicts of Interest and
Points of View

As previously discussed, many agencies do not consistently collect
information that could be helpful in determining the viewpoints of potential
members and ensuring that committees are, and are perceived as being,
balanced. However, the National Academies and EPA have developed clear
processes that, if effectively implemented, can provide them with greater
assurance that relevant conflicts of interest and biases are identified and
addressed, and that committees are appropriately balanced in terms of
points of view because they have identified and evaluated the necessary
information before committees are finalized.

45

Some of the committees and agencies that publish Federal Register notices seeking
nominations include EPA’s Science Advisory Board; EPA’s FIFRA Scientific Advisory Panel;
all committees managed by FDA, such as the Food Advisory Committee; and a number of
committees managed by USDA’s Food Safety and Inspection Service, such as the National
Advisory Committee on Microbiological Criteria for Foods. USDA also sought nominations
using an announcement on the agency and advisory committee Web pages and in a weekly
newsletter sent to interested organizations and individuals. EPA’s Science Advisory Board
also uses its Web site as a vehicle for soliciting nominations to its peer review committees.
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Specifically, the processes used by the National Academies and EPA’s
Science Advisory Board clearly and consistently
• identify the information they deem necessary to assess candidates for
independence and to balance committees,
• explain to the candidates why the required information is important to
protect the integrity of the committee’s work,
• request public comment on proposed committee membership, and
• require evaluation of the overall balance of committees before
committees are finalized.
Overviews of the processes used by the National Academies and the
Science Advisory Board are provided below.

The National Academies

In 2001, we reported that to help balance their committees and safeguard
their credibility, the National Academies provide prospective members
with a document that offers a succinct, straightforward discussion of what
constitutes potential conflicts of interest and biases and explains what
information they are required to provide to the National Academies on a
standard form.46 In 2003, the National Academies updated their procedures
covering conflicts of interest and bias, issuing their Policy on Committee
Composition and Balance and Conflicts of Interest for Committees Used
in the Development of Reports. In explaining the need for obtaining
background information about prospective members, the National
Academies emphasize that the work of their committees must be, and must
be perceived as being, free of any significant conflict of interest 47 and
uncompromised by bias. The National Academies state that allegations of
conflict of interest or lack of balance and objectivity can undermine the

46

GAO-01-536.

47

Members of committees of the National Academies are not subject to the same conflict-ofinterest provisions as are members of FACA committees sponsored by federal agencies.
The National Academy of Science is required to make its best effort to ensure that no
committee member has a conflict of interest that is relevant to the functions to be
performed, unless the conflict is publicly disclosed and the academy determines that it is
unavoidable. The academies define a conflict of interest as any financial or other interest
that conflicts with the service of an individual because it (1) could impair the individual’s
objectivity or (2) could create an unfair competitive advantage for any person or
organization.
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conclusions of fully competent committees. The academies continue to
request the following information from potential members on a standard
form:48
• organizational affiliations,
• financial interests,
• research support,
• government service, and
• public statements and positions.
In addition, prospective committee members are asked to identify and
describe any other circumstances in their background or present
connections that might reasonably be construed as unduly affecting their
judgment or that might be reasonably viewed as creating an actual or
potential bias or conflict of interest or the appearance of a bias or conflict
of interest. Further, the National Academies post information about panel
candidates on a Web site for public comment, allowing the public the
opportunity to identify any real or perceived conflicts or biases associated
with individual members and the ability to raise issues regarding the
balance of viewpoints on the proposed committee. Lastly, the National
Academies do not finalize their committee selections until officials have
reviewed and evaluated information provided by prospective members and
comments received from the public regarding the proposed makeup of the
committee. As we previously reported, this process has proven beneficial
to the academies in selecting balanced peer review panels.49

EPA’s Science Advisory Board

EPA’s Science Advisory Board staff office has also developed a systematic
process to obtain and evaluate the information it needs to assess potential
members for potential conflicts of interest and to properly balance the
range of expertise and viewpoints on the board. As previously discussed,
federal committee members serving as special government employees are
48

Potential members complete one of three similar forms covering background information
and confidential conflict-of-interest disclosure, depending on the type of study involved:
program reviews and evaluations, general scientific and technical studies and assistance,
and studies related to government regulations.
49

GAO-01-536.
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subject to the criminal financial conflict-of-interest statute. The staff office
uses the alternative form that EPA developed, form 3110-48, for special
government employees serving on advisory committees to collect
information that enables the agency to evaluate potential members for legal
conflicts of interest and also helps the agency in assessing for impartiality
and points of view. The staff office also contacts prospective panelists and
asks them five standard questions to help the office assess the panelists’
points of view, such as whether they have made any public statements on
the issues that the panels will consider. The staff office uses this
information to help ensure that any legal conflicts of interest are identified
and appropriately mitigated and to help ensure that committees as a whole
are balanced in terms of points of view.
EPA’s form 3110-48 explains that the information being requested is needed
so that EPA ethics officials can make an informed judgment regarding any
conflict of interest or appearance of lack of impartiality. The Science
Advisory Board staff office further explains how it uses the information
that it collects in its brochure entitled Overview of the Panel Formation
Process at the Environmental Protection Agency Science Advisory Board.
As previously discussed, the information that EPA collects on the form
3110-48 includes sources of income and assets, liabilities, outside positions,
consulting activities, sources of research support or project funding, and
compensated expert testimony. Further, similar to the National
Academies, EPA requests potential members to identify and describe on
the form any reason they may be unable to provide impartial advice on
matters before the committee and any reason their impartiality in the
identified matter might be questioned. The Science Advisory Board staff
office also searches independently for background information on
prospective members to understand their qualifications and points of view.
Also, like the National Academies, EPA uses a public notice process to
obtain comments on proposed candidates for its Science Advisory Board.
That is, the staff office publishes the names and biographical sketches of
candidates for its committees on the board’s Web site, requesting the public
to provide information, analysis, or documentation that it should consider
in evaluating the candidates. The staff office does not finalize their
committee selections until officials have reviewed and evaluated the
information provided by the candidates, any other information the public
may have provided, and information gathered by the staff independently on
the background of each prospective member. According to a designated
federal official for the board, the public comment period is a last check in
the screening process that can identify information about prospective
candidates, such as publicly stated positions on matters related to the
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committee, that the staff office would want to verify and evaluate prior to
making panel selections. He said the staff office has received feedback that
the biographical sketches are helpful, and he believes this practice
enhances the public’s perception of the board’s panel formation process.

Prescreening Prospective
Members Using a Structured
Interview

EPA’s FIFRA Scientific Advisory Panel has a committee formation process
similar to that of the Science Advisory Board that also identifies the
specific information the staff will discuss in interviews with prospective
members. Although the purposes of the structured interview include
assessing the interest, availability, and expertise of the potential member, a
primary focus is on evaluating potential financial conflicts of interest and
biases. In addition, the interview provides EPA with the opportunity to
explain the ethical obligations of committee members and discuss in detail
the information that members would have to provide on the EPA form
3110-48 before they could be appointed to the committee. This process is
efficient because it enables the panel to quickly identify those individuals
who meet its criteria for independence and impartiality.50 Further,
prospective members who subsequently complete the form 3110-48 will be
better prepared to complete the form accurately. We note that the panel’s
interview protocol, including the structured interview itself, is available on
its Web site. Thus, prospective members and the public are informed of the
processes and the issues that will be discussed with all prospective
members. The panel’s approach to obtaining relevant information from
prospective committee members is systematic, consistent, and transparent.
Further, we believe it unlikely that agencies formalizing and publicizing
their processes for obtaining information from prospective committee
members would approve questions that are generally inappropriate in a
professional working environment, such as questions about party
affiliation or political viewpoints that some committee members at other
agencies have reported being asked.

50

FDA also has a form that agency staff may use to conduct a preliminary interview “to
identify obvious conflicts of interest that may preclude appointment.” This form is called
the Prospective Special Government Employee Personal Data Sheet (Preliminary Informal
Interview), form FDA 2725a (July 1992).
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Selected Measures Could
Promote Greater
Transparency in the Federal
Advisory Committee System

In light of recent controversies surrounding the perceived politicization of
federal advisory committees, we identified several other measures to
improve transparency in the federal advisory committee system. Although
none of these measures can ensure that committee members are
independent and that committees are balanced, we believe each of these
alternatives has the potential to increase public understanding of the
process of appointing advisory committee members and make more
transparent the operations of federal advisory committees.
In the interest of transparency, agencies could make public the following
information about each of their advisory committees:
• The committee formation process: how members are identified and
screened, and how committees are assessed for balance.
• Whether members are appointed as special government employees and
are speaking as independent experts, or whether members are
appointed as representatives and speaking as stakeholders.
• Whether committees arrive at decisions through a voting process or by
consensus.
There are several contexts in which agencies could make this information
available to the public. Specifically, the information could be
• written in the committee’s charter;
• posted on the GSA on-line database;
• posted on the agency or committee’s Web site;
• announced at committee meetings; or
• identified on committee work products (reports, studies, or
recommendations).
It is in the public interest to disclose such basic information about federal
advisory committees. Further, we believe that taking such measures to
make information about committees available to the public would help
educate interested parties about the formation of committees and better
enable them to evaluate whether agencies have complied with conflict-ofinterest requirements and the FACA requirements for balance. Given
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recent well-publicized accusations of biases and conflicts of interest,
efforts to improve the transparency of the federal advisory committee
system can only serve to inspire greater public trust in the process and
enhance the credibility of committees’ work.
Along these lines, we have identified two additional measures to promote
transparency that may warrant consideration: (1) public disclosure of
information concerning conflict-of-interest waivers and (2) internal
disclosure of potential conflicts of interest and sources of bias among
committee members prior to the initiation of committee work.
Agencies may grant waivers to special government employees who have
potential conflicts of interest if the agency determines that either (1) the
conflict is insignificant or (2) the need for the member’s expertise
outweighs the conflict. The financial conflict-of-interest statute requires
that agencies provide limited information to the public about waivers upon
request; namely, that an agency has granted a waiver and the basis on
which it was granted. The statute does not require, however, that agencies
proactively notify the public about waivers, either during advisory
committee meetings, in meeting minutes, or in committee products. Our
review of selected committees found that agencies typically did not
disclose this information. In contrast, FDA has had a practice of providing
at the beginning of meetings a summary disclosure of any waivers granted
to members for that meeting. The disclosure identifies which members
have received waivers and whether the waivers were granted on the basis
that conflict was insignificant or that the need for the expertise outweighed
the potential conflict. Because information about the conflicts pertained to
information that members provide to agencies on confidential financial
disclosure forms that are protected under the Federal Privacy Act, details
about the conflicts were not provided. Thus, the public and others could
not evaluate the impact of the conflict on a person’s ability to provide
impartial advice. In February 2002, as a result of a statutory requirement,
FDA issued for public comment a draft guidance document describing its
policy of disclosing specific information with respect to waivers granted
for particular matters of specific applicability—that is, when members
have a direct relationship with the products, interests, and issues under the
review of the committee. Under this policy, FDA discloses not only the
existence of a waiver but also information on the committee member’s
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interests that constitute a conflict.51 To address the constraints imposed by
the Federal Privacy Act, FDA requires committee members to sign a
consent form giving FDA permission to publicly disclose this information
before members receive a waiver. According to FDA officials, committee
members have generally been willing to sign the consent forms and to
disclose this information. We believe the practice of publicly disclosing the
issuance of conflict-of-interest waivers to committee members increases
transparency and can also increase the credibility of the committee process
by allowing the public to know when a potential conflict exists and why the
agency saw fit to grant the member a waiver. Further, the application of
this practice could be expanded to include not only particular matters of
specific applicability (in which a particular company or individual is likely
to be affected by the matter) but also to other particular matters (in which,
for example, an industry or group of persons is likely to be affected).
The National Academies have a policy of asking their committees to engage
in an internal discussion about members' work experiences, affiliations,
and other circumstances that might pose a potential conflict of interest.
The academies believe that an internal disclosure of this information
promotes transparency and serves to increase the credibility of the
committees' work. We agree that a confidential discussion among
committee members regarding real or perceived conflicts of interest and
biases can provide committee members with important background
information that can enable them to better evaluate the perspectives of
their fellow committee members. Understandably, extending such a
practice to federal advisory committees, and in particular to members
appointed as special government employees, raises privacy questions
because special government employees are under no obligation to disclose
such information to fellow committee members or the public. However, we
believe that the possibility of requiring members to disclose background
information, affiliations, and other sources of potential conflicts of interest
and biases among individual committee members at an internal disclosure
session prior to the committee’s beginning its work warrants study.

51

According to EPA, the staff office for the Science Advisory Board actively avoids granting
waivers, preferring to choose another panelist instead. However, in the event that EPA
grants a waiver, the designated federal official discloses that information at the start of
meetings. EPA would disclose only the name of the individual and the type of waiver
granted—not the details of the conflict.
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Conclusions

For federal advisory committees to be successful, the members must be
independent and the committees balanced—that is, they must be able to
provide, and be perceived as providing, credible and balanced advice. A
spectrum of scientists and other experts perceive recent appointments to
some science and technical committees as being influenced more by
ideology than expertise. Independent of the facts and specific issues
involved, this perception alone is problematic. The perception of the
federal advisory committee system as politicized can jeopardize the value
of an individual committee’s work; discourage the participation of
scientists, experts, and other potential members on future advisory
committees; and call into question the integrity of the federal advisory
committee system itself. Because allegations of conflict of interest and
bias can undermine the work of otherwise credible and competent
committees and threaten the integrity of the federal advisory committee
system, the best interests of the government are served by governmentwide
guidance and agency-level policies and procedures for addressing potential
conflicts of interest and ensuring that committees are, and are perceived as
being, balanced. However, federal guidance in these key areas has
limitations that reduce its effectiveness.
First, OGE guidance on representative appointments can be strengthened
to better ensure that agencies are appropriately appointing committee
members. Unless certain ambiguities in the guidance are clarified, some
agencies may continue to appoint members providing advice on behalf of
the government as representatives and not conduct reviews of potential
conflicts, thereby leaving the specific committees and the federal advisory
committee system itself vulnerable to potential criticism if potential
conflicts of interest are identified. Clarifications that are needed to ensure
that representative appointments are made only when the individuals are,
in fact, asked to provide advice representing the positions of the
stakeholders they are representing include specifying that representative
appointments generally are not appropriate for individuals who are to
provide advice on the basis of their expertise. Justifying representative
appointments on this basis avoids using the special government employee
category, which was specifically created to facilitate the government’s
ability to hire various experts for just such a purpose as serving on federal
advisory committees. The guidance should also clarify that the use of the
term “representative” in a statute or charter may be used in a generic sense
and does not necessarily mean the members are to be appointed as
representatives who are to provide stakeholder advice. Again, in
considering which type of appointment is appropriate, the focus should be
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on the nature of the advice to be provided. That is, individuals who are
appointed to federal advisory committees to provide advice on behalf of
the government (i.e., individuals who are not providing stakeholder advice)
should be appointed as special government employees. Finally, one of the
first steps agency officials should take in establishing new committees is to
determine, in consultations with agency ethics officials, the appropriate
appointment category for members. These decisions should be reviewed
as committee charters are renewed every 2 years.
Second, GSA could provide guidance that would assist agencies in
identifying the kinds of information they should systematically collect in
order to determine the viewpoints of prospective committee members for
the purpose of ensuring that committees are, and are perceived as being,
balanced. Although the type of information relevant to each committee
might differ in some respects, more systematic information collection and
evaluation can support better, and more informed, committee
appointments.
Improving existing federal guidance and agency procedures and
incorporating the revised guidance into the FACA management course
should enable federal agencies to better ensure that (1) potential conflicts
of interest of committee members have been identified and appropriately
mitigated upfront and (2) committees are appropriately balanced in terms
of points of view and functions to be performed. Along these lines,
alternative procedures used to create and manage advisory committees at
some federal agencies and the National Academies constitute promising
practices that can better ensure independence and balance. Procedures
such as obtaining nominations for committee members from the public,
reviewing more pertinent information regarding members’ points of view,
and prescreening prospective members using a structured interview would
help agencies establish more systematic and consistent methods of
achieving independent and balanced committees. Consistent with FACA’s
principle of transparency, agencies could also adopt selected measures to
make public more information regarding how they form and manage their
committees. We believe it is in the best interest of both the public and the
government to disclose more information about the formation and
operation of the advisory committees—for example, how the members are
identified and screened, and whether members are serving as
representatives of an identified interest or as special government
employees to provide independent advice. In light of recent concerns
about biases and conflicts of interest, adopting more clearly defined
procedures to screen and appoint committee members and to increase
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transparency in the advisory committee process would constitute
important steps toward protecting the integrity of the federal advisory
committee system and maintaining public confidence in the work of federal
advisory committees.
Because this report identifies improvements to guidance and promising
management practices that generally apply to all federal agencies that
sponsor advisory committees and not just to the nine agencies addressed in
this report, we are directing our recommendations to OGE and GSA in their
roles as providers of governmentwide guidance on federal ethics and
advisory committee management requirements. Our expectation is that all
54 federal agencies that currently sponsor federal advisory committees
could benefit from the improved guidance and management practices.

Recommendations for
Executive Action

To better ensure that federal agencies correctly and consistently comply
with federal requirements when appointing federal advisory committee
members, we recommend that the Director of the Office of Government
Ethics revise its 1982 guidance to federal agencies defining representative
appointments to federal advisory committees. The guidance should
• clarify that classes of expertise generally are not a “recognizable group
of persons” for purposes of making representative appointments;
• consistently state that appointments as representatives are limited to
circumstances in which the members are speaking as stakeholders for
the entities or groups they represent; and
• clarify that the term “representative” in statutes and charters may also
be used more generically to identify the appropriate balance of points of
view or expertise and may not be specifying that representative
appointments be used, and revise the directions on specifying
representative appointments to focus on the type of advice
representatives are to provide—that is, stakeholder advice.
To ensure that agencies’ appointments to federal advisory committees are
appropriate, we further recommend that the Director of the Office of
Government Ethics and the GSA Committee Management Secretariat
• direct federal agencies to review their representative appointments to
federal advisory committees either as the 2-year charters expire or, for
those committees with indefinite charters, within 1 year to determine if
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the appointments are appropriate and to reappoint members as special
government employees, where appropriate, and
• direct agency committee management officials to consult with agency
ethics officials in making decisions about the type of appointments that
should be made for each committee.
To better ensure that the agency staff managing federal advisory
committees understand when to appoint committee members as
representatives and when to appoint them as special government
employees, we recommend that GSA and OGE revise the training materials
for the FACA management course, incorporating the additional OGE
guidance as recommended above, and ensure that the course materials
highlight the fact that appointment decisions should be based on the type
of advice the committee members are to provide.
To better ensure that federal advisory committee members providing
stakeholder advice, and thus serving as representative members exempt
from federal financial conflict-of-interest statutes, do not have other
unknown points of view or biases, we recommend that OGE and GSA
direct agencies to determine, for each relevant committee, the potential for
such other biases and to take the appropriate steps to ensure their
representative members do not have such biases. At a minimum,
representatives should receive ethics training and be asked whether they
know of any reason their participation on the committee might reasonably
be questioned—for example, because of any personal benefits that could
ensue from financial holdings, patents, or other interests.
To better ensure that agencies have robust information to establish
committees that are balanced in terms of points of view and the functions
to be performed, we recommend that GSA provide guidance to agencies
regarding what background information might be relevant in assessing
committee members’ points of view. Relevant information for these
purposes could include previous or ongoing research, public statements or
positions on the matter being reviewed, the interest of the employer or
clients in the matter, participation in legal proceedings, and work for
affected entities. In addition, potential committee members should be
asked if there is any reason they might be unable to provide impartial
advice on the matter or matters before the committee, or if they know of
any reason their impartiality on the matter or matters might be questioned.
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To better ensure that the committee members, agency and congressional
officials, and the public understand the nature of the advice provided by
federal advisory committees, we recommend that GSA issue guidance that
agencies should
• identify the committee formation process used for each committee,
particularly how members are identified and screened and how
committees are assessed for overall balance;
• state in the appointment letters to committee members whether they are
appointed as special government employees or representatives; in cases
where appointments are as representatives, the letters should further
identify the entity or group that they are to represent;
• identify each member’s appointment category on the GSA FACA
database; for representative members, the entity or group represented
should also be identified; and
• state in the committee products the nature of the advice provided—that
is, whether the product is based on independent advice or consensus
among the various identified interests or stakeholders.

Agency Comments and
Our Evaluation

We provided copies of a draft of this report to the two agencies, GSA and
OGE, to whom we address our recommendations to provide additional
guidance to federal agencies, and to the agencies whose advisory
committee management policies and procedures we reviewed: EPA;
Energy; HHS (with copies to CDC, FDA, and NIH); Interior; NASA; and
USDA.
In commenting on the draft report, GSA agreed with the findings relating to
those areas under its purview. Further, GSA generally agreed with our
recommendations to OGE and GSA and outlined a proactive approach to
addressing those that pertain to GSA, including making changes to its online FACA database, and to working with OGE on those that pertain to
OGE’s responsibilities. GSA stated that it expects to complete all
necessary actions directly under its purview and those to be achieved
collaboratively with OGE and other agencies during fiscal year 2005. GSA’s
comments are provided in appendix XII.
In its comments, OGE acknowledged that some agencies may be
inappropriately using representative appointments. Further, in responding
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to our finding that several agencies believe representatives may be
appointed to represent their fields of expertise, OGE agrees with us that
such appointments are inappropriate—but does not agree that any
limitations in its guidance are a factor in the misuse of representative
appointments. Instead, OGE believes some agencies may be purposely
designating their committee members as representatives to avoid
subjecting them to the financial disclosure statements required for special
government employees—that is, agencies understand the guidance and are
simply disregarding it. Thus, OGE disagrees with us that its guidance
should directly address this apparent misinterpretation of its guidance by
clarifying, for example, that classes of expertise are not a “recognizable
group of persons” for purposes of making representative appointments.
OGE states that its 1982 guidance accurately represents a decades old,
executive branch interpretation of the definition of special government
employees, and that our report does not provide adequate support for a
recommendation that the guidance be modified. We disagree. Unless OGE
clarifies the issues our report has identified, progress will likely continue to
be slow or nonexistent—remembering that the 1982 guidance itself was
developed to address uncertainties regarding the appropriate uses of
representative and special government employee appointments. We
believe that clearer guidance would make it more difficult for agencies to
misapply the guidance. Further, unambiguous guidance would better assist
agency staff managing committees and better support oversight by agency
ethics officials, OGE, and others, such as inspectors general and GAO. In
addition, OGE’s response that clarifications are not needed does not
acknowledge the views of other federal agencies, presented in the draft
report, that OGE guidance is ambiguous in some respects. For example,
EPA and NASA officials stated that having clear criteria for representative
appointments would be helpful to agencies. In addition, we note that
Interior states in its comments to us on the report that “GAO’s
generalization that representation of fields of expertise is not appropriate
ignores the importance of such representation to some committees.” On
the basis of this statement, we do not believe Interior appreciates that
expert advice can be appropriately obtained by the appointment of special
government employees. In addition, NASA’s and Energy’s comments on the
report also support the appointment of representatives to represent fields
of expertise. We believe these statements illustrate the need for
clarifications to OGE guidance on representative and special government
employee appointments to federal advisory committees. Finally, in our
view, if agencies are continuing to make inappropriate appointments
decades after criteria and guidance were developed, it is not unreasonable
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to take another look at the guidance. OGE’s comments and our evaluation
of them are discussed in more detail in appendix XIII.
In commenting on the draft, officials from EPA and USDA agreed with the
substance of the report, providing only technical comments that we
incorporated into the draft as appropriate. USDA indicated that the report
is a helpful and comprehensive review of issues that can be used as a
resource for agencies that rely on the advice of federal advisory
committees.
HHS provided consolidated written comments (including its component
agencies CDC, FDA, and NIH). HHS said the report will be useful in
evaluating current practices for appointing members to serve on federal
advisory committees and also noted that the report provides a number of
interesting ideas for determining balance in points of view and ensuring
transparency in the committee process. HHS said that it finds the report’s
recommendations of great value and indicated that NIH has volunteered to
work with GSA to assist them in implementing the recommendations. At
the same time, HHS expressed its belief that members of scientific advisory
committees should be selected because of their expertise, background, and
personal experience, rather than through a “process seeking out some
indefinable range of personal opinion”—characterizing points of view as
both undefinable and open to misinterpretation. However, the draft and
final reports do not espouse a “process seeking out some indefinable range
of personal opinion” but rather identify processes that include an
evaluation of potential members’ points of view relevant to the subject
matters advisory committees will consider while focusing on the relevant
expertise needed. The examples of agency processes provided in the
report include targeted evaluations of points of view by asking potential
members a few questions, such as whether they have made public
statements or taken public positions on the issue or matters the committee
will consider. They also ask potential members to identify and describe
any reason they may be unable to provide impartial advice on matters
before the committee and any reason their impartiality in the identified
matter might be questioned. In our view, agencies that do not proactively
and transparently address the relevant points of view of prospective
committee members regarding the matters the committees will consider
are more likely to be subject to questions about committee balance from
the public and potential users of the committees’ products than those
agencies that use such processes. We continue to believe that the
credibility of advisory committees, in particular those that address
sensitive and controversial issues, depends in part upon agencies’ ability to
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identify and balance points of view held by members and prospective
members that are relevant to the work of the committee. HHS’s comments
and our evaluation of them are discussed in more detail in appendix XIV.
In written comments, Interior agreed with much in the report and indicated
that it contains many useful recommendations that can be used to enhance
the successful use of advisory committees. Interior identified one
overarching concern with the draft report, however. That is, Interior said
our report gave the incorrect impression that FACA requires individuals on
committees to be free of conflicts of interest, noting that FACA requires
that committees, rather than individuals, not be inappropriately influenced
by the appointing authority or any special interest. The draft and final
reports acknowledge this FACA requirement in the background section.
However, the draft and final reports also explicitly state that our focus was
on (1) the requirements regarding individual conflicts of interest that are
included in federal conflict-of-interest statutes and (2) the FACA
requirement for committee balance. Further, in the introduction, we state
that “federal advisory committee members who are employees of the
federal government must meet federal requirements pertaining to freedom
from conflicts of interest—which we refer to in this report as
independence—and committees as a whole must meet the requirements
pertaining to balance.” We further highlight the key provisions of the
federal conflict-of-interest statutes that must be complied with unless
granted a waiver in one section of the report and the FACA requirements
for balance in another. Interior’s comments and our evaluation of them are
discussed in more detail in appendix XV.
In commenting on the draft report, NASA said that our conclusion that
agencies could benefit from additional guidance to better ensure
independence, balance, and transparency is sound. However, NASA
supports the appointment of federal advisory committee members as
representatives of their fields of expertise on the basis that some experts
would not be able to serve as special government employees due to
financial conflicts of interest. We believe this perspective provides
additional support for our view that OGE needs to provide additional
guidance on the appropriate use of representative appointments, including
clarifying that fields of expertise generally are not a recognizable group of
persons for purposes of making representative appointments. NASA’s
comments and our evaluation of them are discussed in more detail in
appendix XVI.
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In commenting on the draft report, Energy’s Office of Science expressed its
concern that we were recommending a “one-size-fits-all” approach that
would diminish the effectiveness of the office’s advisory committees. In
addition, the office said that our interpretation of the term “representative”
is unpersuasive and would be an unsound basis of guidance for the
department. We do not believe that we are recommending a “one-size-fitsall” approach to advisory committee management. We recognize that there
are many types of committees that serve different functions. Nevertheless,
we believe that there are certain requirements in FACA and the conflict-ofinterest statutes that must be met by all committees. With regard to the
suggestions we made for selecting committee members, we note that they
were described as “promising practices” that could be useful to agencies.
They were not recommendations. As for the term “representative,” we
continue to believe that our interpretation of the OGE guidance is correct
and that our interpretation is supported by OGE’s comments on our draft
report. In particular, we believe that it is inappropriate for agencies to
appoint members as “representatives” of a field of expertise, as Energy’s
Office of Science indicates it will continue to do. Energy’s comments and
our evaluation of them are discussed in more detail in appendix XVII.

As agreed with your offices, unless you publicly announce the contents of
this report earlier, we will plan no further distribution until 30 days from
the report date. At that time, we will send copies of this report to other
interested congressional committees; the Secretaries of Agriculture,
Energy, Health and Human Services, and the Interior; the Administrators of
the U.S. Environmental Protection Agency, the General Services
Administration, and the National Aeronautics and Space Administration;
and the Director of the Office of Government Ethics. We will make copies
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available to others upon request. In addition, the report will be available at
no charge on GAO’s Web site at http://www.gao.gov.
If you or your staff have any questions, please call me at (202) 512-3841.
Key contributors to this report are listed in appendix XVIII.

Robin M. Nazzaro
Director, Natural Resources
and Environment

Page 59

GAO-04-328 Federal Advisory Committees
00227

Case 1:18-cv-00613-WHP Document 26-4 Filed 05/23/18 Page 121 of 627
Appendix I

Objectives, Scope, and Methodology

AA
ppp
ep
ned
nx
idx
eIis

This report (1) describes the role of federal advisory committees in the
development of national policies; (2) examines the extent to which
governmentwide and agency-specific policies and procedures for
evaluating committee members for conflicts of interest and points of view
ensure independent and balanced federal advisory committees; and (3)
identifies practices that could better ensure that committees are, and are
perceived as being, independent and balanced.
To describe the role of federal advisory committees in the development of
national policies, we reviewed committee charters, reports, and Web pages
available through the General Services Administration’s (GSA) on-line
Federal Advisory Committee Act (FACA) database. We discussed the
FACA database with the GSA staff that developed and maintain the
database. Our discussion included issues such as data entry access, quality
control procedures, and the accuracy and completeness of the data. We
determined that the data on the overall universe of advisory committees
were reliable for the purposes of this report, including describing the
variety of issues the committees address.
To examine the extent to which current policies and procedures for
evaluating committee members for conflicts of interest and points of view
ensure independent and balanced federal advisory committees, we
reviewed the relevant policies and procedures at six federal departments
and agencies that make extensive use of federal advisory committees—the
Departments of Agriculture (USDA), Energy, Health and Human Services
(HHS), and the Interior; the National Aeronautics and Space
Administration (NASA); and the Environmental Protection Agency (EPA).
These agencies were among the 11 that used the most science and
technical committees in 2003.1 Because HHS entities manage 26 percent of
all federal advisory committees and 36 percent of the scientific and
technical committees, we also reviewed the policies and procedures at
three HHS entities that sponsor many federal advisory committees—the
Centers for Disease Control and Prevention (CDC), the Food and Drug
Administration (FDA), and the National Institutes of Health (NIH). We
reviewed the policies and procedures used by these nine departments and
agencies to manage federal advisory committees. These policies, in some
cases, address appointments of committee members as special government
employees or representatives and address how agencies identify, screen,

1

In fiscal year 2003, the six agencies we reviewed sponsored 477 of 948 active federal
advisory committees. They sponsored 126 of the 208 scientific and technical committees.
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and appoint members so as to ensure that they are free of conflicts of
interest and that the committees are balanced. We interviewed committee
management officials, designated federal officials, and agency staff on
committee management issues.
Further, to better understand how the agencies implement their policies
and procedures as well as the Office of Government Ethics’s (OGE) and
GSA’s governmentwide regulations and guidance, we examined the
management of one committee at each of the nine departments and
agencies. We selected a nonprobability sample2 of nine committees that
address scientific and technical issues using the following criteria:
selected committees had to examine issues that are national in scope and
scientifically complex, could have regulatory implications, and/or could be
potentially controversial either because of the issues that they address or
because the committee had been the subject of allegations regarding
membership. For these nine committees, we reviewed the confidential
financial disclosure forms of the committee members appointed as special
government employees and discussed with staff how the committees used
this information with respect to conflict-of-interest and/or balance
determinations. To learn more about how agencies screen individuals for
membership, we also examined other materials that agencies collected
about them, such as their curricula vitae (CV) and résumés. The focus of
our review was on the adequacy of federal policies and procedures to
ensure independence and balance, and we did not make any judgments on
whether conflicts of interest existed or whether the committees we
examined were properly balanced. The way in which the agencies
managed these particular committees cannot be generalized to represent
the way in which the agencies manage all of their committees.
To determine if conflict-of-interest evaluations were performed as required
by OGE guidance, we reviewed the relevant guidance and discussed with
agency officials their use of representative and special government
employee appointments. The purpose of the discussions was to determine
whether the representative appointments were appropriately used because
representative members are not required to undergo conflict-of-interest
reviews. For the three departments that used representative appointments
almost exclusively, we identified the committees the agencies categorize as

2

Results from nonprobability samples cannot be used to make inferences about a
population. This is because, in a nonprobability sample, some elements of the population
being studied have no chance or an unknown chance of being selected as part of the sample.
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addressing scientific and technical matters for which advice on behalf of
the government on the basis of best judgment is often sought, rather than
stakeholder advice. For the individual committees selected for review at
each agency (described above), we examined the committee statutes and
charters and interviewed agency officials to determine whether the
representative members were asked to provide stakeholder or
nonstakeholder advice.
To determine if agencies collect sufficient information to assess the points
of view of its committee members appointed as special government
employees, we assessed whether agencies systematically collected
background information on committee members in addition to the OGE
form 450 used to evaluate for potential financial conflicts of interest and
CVs or résumés. We identified other information that is helpful in assessing
points of view and thus to ensuring that the committees achieve a proper
balance of viewpoints.
Further, in examining the extent to which the regulations and guidance on
evaluating committee members for conflicts of interest and impartiality
ensure independent and balanced federal advisory committees, we
reviewed the OGE regulations and guidance to federal agencies regarding
federal conflict-of-interest provisions and GSA regulations and guidance to
federal agencies regarding FACA. We interviewed OGE staff who are
responsible for auditing agencies’ ethics programs and who assist agencies
in resolving conflict-of-interest issues. These staff members also address
issues related to the appointment of special government employees and
representative members to federal advisory committees. We interviewed
the director and other officials from GSA’s Committee Management
Secretariat to learn about FACA requirements, GSA regulations, and other
GSA guidance documents designed to assist agencies in managing their
committees. We also discussed with GSA officials how agencies use the
GSA FACA database to provide information to the public about committee
membership and activities.
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To identify practices that could better ensure that committees are, and are
perceived as being, independent and balanced, we examined the relevant
policies and procedures of the National Academies;3 the nine committees
and agencies examined in this review; and EPA’s Science Advisory Board,
which had implemented a number of relevant changes to its policies and
procedures in response to our June 2001 report.4
We conducted our review from January 2003 through March 2004 in
accordance with generally accepted government auditing standards.

3

The National Academies consist of four private, nonprofit organizations that advise the
federal government on scientific and technical matters: the National Academy of Sciences,
the National Academy of Engineering, the Institute of Medicine, and the National Research
Council.

4

U.S. General Accounting Office, EPA’s Science Advisory Board Panels: Improved Policies
and Procedures Needed to Ensure Independence and Balance, GAO-01-536 (Washington,
D.C.: June 12, 2001).
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This appendix provides information on the ways that advisory committees
have been authorized, the functional categories of the committees as
reported by agencies to GSA, and the number of federal advisory
committee members.
Presidents, the Congress, and federal agencies can create federal advisory
committees. As shown in table 3, most of the federal advisory committees
operating in fiscal year 2003 were required or authorized by the Congress,
some were created by the agencies, while the fewest committees were
created by presidential directives.

Table 3: Authorizing Mechanism for Active Federal Advisory Committees in Fiscal
Year 2003
Authorizing mechanism

Number of committees

Required or authorized by the Congress
Required by the Congress via statute

421

Specifically authorized by statute but created at the
discretion of an agency

213

Subtotal

634

Created by an agency under general statutory
authority

271

Presidential directive
Total

43
948

Source: GSA FACA database.

Sponsoring agencies broadly classify their advisory committees according
to the types of issues they address, using one of the following seven general
categories defined in GSA’s federal advisory committee database: scientific
and technical program, nonscientific program, national policy issue, grant
review, grant review-special emphasis panel,1 regulatory negotiation, and
“other.” According to GSA’s fiscal year 2003 database (see table 4), 208 of
the 948 active committees were categorized as scientific and technical
committees. However, in addition to these, committees in other categories
also address scientific and technical issues, particularly the grant review
committees. There were 131 grant review committees with over 41,000

1

HHS uses the term “special emphasis panel” for some of its grant review panels at NIH. Of
the 29 special emphasis panels in fiscal year 2003, NIH sponsored 24 panels.
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members in 2003. Further, some committees placed in the national policy,
regulatory negotiation, and “other” categories also address scientific and
technical issues.

Table 4: Active Federal Advisory Committees, by Type, in Fiscal Year 2003
Type of committee
Grant review
Grant review – special
emphasis panela
National policy issue
advisory board

Number of committees

Number of members

102

22,517

29

19,226

152

3,834

Nonscientific program
advisory board

298

5,470

Other

152

3,323

7

217

Regulatory negotiation
Scientific and technical
program advisory board

208

7,910

Total

948

62,497

Source: GSA FACA database.
a

NIH defines a special emphasis panel as a committee that functions both as an initial review group
performing the scientific and technical peer review of applications and cooperative agreement
applications and as reviewers of contract proposals and concept reviews. The membership is fluid,
and individuals are designated to serve for only the meeting they are requested to attend.

The committees in fiscal year 2003 had more than 62,000 members, the
majority of whom were members of grant review and special emphasis
panels.2 Overall, federal advisory committees range in size from under 10
members to over 9,000, with an average of about 48 members.3 The
committees classified as scientific and technical had 7,910 members and an
2

Although these panels may have several hundred members and may hold dozens or more
meetings in a year, the members do not all attend all of the panels’ meetings. Instead, each
member might be called upon to attend one meeting per year to review a narrowly focused
set of grant proposals. This practice is in contrast to the practice of other categories of
committees in which the members are invited to attend each of a generally small number of
meetings held each year.

3

This average was calculated after subtracting the 6 largest committees, including HHS’s
Center for Scientific Review Special Emphasis Panel, which in fiscal year 2003 maintained a
roster of 9,080 members and held over 1,100 meetings. Five other advisory committees had
over 1,000 members. If those committees are counted, the average size of the committees is
about 66 members.
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average committee membership size of about 22 members.4 Federal
advisory committee members come from a wide range of professional
backgrounds and include scientists, medical doctors and other health care
professionals, academics, lawyers, engineers, corporate executives, state
and local government officials, members of nongovernmental
organizations, community activists, and representatives from the public at
large, among others. Some members are federal employees, often from
agencies other than the sponsoring agency.

4

This average was calculated after subtracting the membership of the 2 largest science
committees, both sponsored by the Department of Transportation—RTCA, Inc. (with 2,718
members) and the Intelligent Transportation Society of America (with 570 members).
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This appendix contains information about the National Advisory
Committee on Microbiological Criteria for Foods. Although this committee
is cosponsored by USDA, HHS, and the Departments of Defense and
Commerce, USDA is responsible for the overall management of the
committee. Within USDA, the Food Safety and Inspection Service (FSIS)
manages this committee, and the Secretary of Agriculture appoints the
members.
Purpose of the committee: According to its charter, the purpose of the
committee is to provide impartial, scientific advice to federal food safety
agencies for use in the development of an integrated national food safety
systems approach from farm to final consumption to ensure the safety of
domestic, imported, and exported foods.
Number of members: 29 (see table 5).
Type of appointment: Representative.
Conflict-of-interest reviews: The members are appointed as
representatives and are not required to file OGE financial disclosure forms
for USDA review for potential conflicts of interest. USDA does, however,
require all committee members to submit a USDA form AD-755, which is to
provide information about members’ current employment and sources of
income greater than $10,000 in the last calendar year, other than their
primary employment.
Conflict-of-interest waivers: Not applicable.
Disclosure of waivers to the public: Not applicable.
Steps taken to gather nominations for the committee: According to
FSIS officials, the agency solicits nominations through notices in the
Federal Register, FSIS Constituent Updates (an electronic newsletter sent
to over 300 organizations and individuals), the FSIS Web site, and press
releases. Officials said these notices serve to reach interested parties and
stakeholders—that is, persons from state and federal governments,
industry, consumer groups, and academia.
Criteria used to balance the committee: According to FSIS officials,
the most important factor used to balance the committee is the expertise
identified in the charter: microbiology, risk assessment, epidemiology,
public health, food science, and other relevant disciplines. Membership is
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also balanced in terms of points of view by the approximately equal
proportions of members appointed from government, industry, and
academia. Committee staff also tries to balance committee membership in
terms of demographic indicators, such as ethnicity and gender, as well as in
terms of geographical distribution.
External feedback on proposed committee membership: None
sought.

Table 5: Roster of the National Advisory Committee on Microbiological Criteria for Foods with the Primary Employers and Areas
of Expertise as of December 2003
Committee member

Primary employer

Areas of expertise

Dr. Larry Beuchat

University of Georgia, Center for Food Safety and Quality
Enhancement

Food science

Dr. Catherine Donnelly

University of Vermont, Department of Nutrition and Food
Science

Food microbiology and Listeria

Dr. Stephanie Doores

Pennsylvania State University, Department of Food Science

Food science, especially dairy
science

Dr. Lee-Ann Jaykus

North Carolina State University

Microbiology and microbial risk
assessment

Dr. Carol Maddox

University of Illinois, College of Veterinary Medicine

Veterinary microbiology

Dr. Eli Perencevich

University of Maryland School of Medicine

Public Health

Dr. John Sofos

Colorado State University, Department of Animal Science

Microbiology and E. coli

Academic institutions

Companies or industry-affiliated organizations
Dr. Gary Ades

Most recently employed by Foster Farms

Food safety and quality assurance

Mr. Dane Bernard

Keystone Foods LLC

Food production, food processing,
CODEX,a and HACCPb

Dr. Peggy Cook

Tyson Foods, Inc.

Food microbiology, food chemistry,
serology, microbial genetics, and
management

Dr. Mahipal Kunduru

Dole Fresh Vegetables, Inc.

Food safety and microbiology

Dr. Roberta Morales

Research Triangle Institute

Microbiology, veterinary medicine,
and risk assessment

Ms. Virginia Scott

National Food Processors Association

Foodborne disease bacteria,
microbiology, extended shelf life of
refrigerated foods, and food safety

Dr. Robert Seward

American Meat Institute

Food microbiology

Dr. Katherine Swanson

Most recently employed by General Mills, Inc.

Food production and food
microbiology

Dr. David Theno

Jack in the Box, Inc.

HACCPb and animal science
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(Continued From Previous Page)
Committee member

Primary employer

Areas of expertise

Dr. R. Bruce Tompkin

ConAgra Refrigerated Foods (retired)

Microbiology and food safety

Federal, state, and foreign government agencies
Dr. David Acheson

U.S. Department of Health and Human Services, Food and
Drug Administration

E. coli, public health, and medicine

Dr. Frances Downes

Michigan Department of Community Health

Public health and laboratory food
testing

Dr. Daniel Engeljohn

U.S. Department of Agriculture
Food Safety and Inspection Service

Animal science, meat science, and
HACCPb

Dr. Jeff Farrar

California Department of Health Services

Public health, epidemiology, and
veterinary medicine

Mr. Spencer Garrett

U.S. Department of Commerce
National Marine Fisheries Service

Food hygiene, HACCP,b and
seafood public health

Dr. Patricia Griffin

U.S. Department of Health and Human Services,
Centers for Disease Control and Prevention

Epidemiology

Dr. Robin King

U.S. Army Veterinary Corps

Veterinary science and food
microbiology

Dr. John Kvenberg

U.S. Department of Health and Human Services, Food and
Drug Administration

HACCP,b risk management, and
Listeria control

Dr. Anna Lammerding

Health Canada

Risk assessment

Dr. John Luchansky

U.S. Department of Agriculture, Agricultural Research Service

Food microbiology and toxicology

Ms. Angela Ruple

U.S. Department of Commerce
National Seafood Inspection Laboratory

Food science and microbiology

Dr. Donald Zink

U.S. Department of Health and Human Services, Food and
Drug Administration

Food microbiology, food science,
food safety, infectious diseases,
and epidemiology

Source: USDA.
a

CODEX: Codex Alimentarius Commission. The Codex Alimentarius Commission was created in
1963 by the Food and Agriculture Organization (FAO) and the World Health Organization (WHO) of the
United Nations to develop food standards, guidelines, and related texts, such as codes of practice
under the Joint FAO/WHO Food Standards Program. The main purposes of this program are
protecting the health of consumers and ensuring fair trade practices in the food trade and promoting
coordination of all food standards work undertaken by international governmental and
nongovernmental organizations.

b
HACCP: Hazard Analysis and Critical Control Point. HACCP is a systematic program for preventing
hazards that could cause foodborne illnesses by applying science-based controls from raw material to
finished products. The program was first developed for the space program and currently is being
adopted by FDA and USDA.
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This appendix contains information about the Biological and
Environmental Research Advisory Committee, which is managed by
Energy staff in the Office of Biological and Environmental Research. The
members are appointed by the Secretary of Energy.
Purpose of the committee: The advisory committee reviews and makes
recommendations on Energy’s biological and environmental research
program, addressing issues such as genomics, the health effects of lowdose radiation, DNA sequencing, medical sciences, environmental
remediation, and climate change research. In addition to reviewing
scientific issues, the committee provides advice on long-range plans and
priorities and the appropriate levels of funding.
Number of members: 23 (see table 6).
Type of appointment: Representative.
Conflict-of-interest reviews: Because the members are appointed as
representatives, they are not required to file OGE financial disclosure
forms for Energy review for potential conflicts of interest.
Conflict-of-interest waivers: Not applicable.
Disclosure of waivers to the public: Not applicable.
Steps taken to gather nominations for the committee: According to
the committee’s designated federal official, the department received
nominations from agency staff in the Office of Science.
Criteria used to balance the committee: According to the committee’s
designated federal official, the primary criterion used to balance the
committee is expertise. He also considers gender, ethnicity, and geography
and tries to achieve a balance of representatives from industry, academia,
and the national laboratories.
External feedback on proposed committee membership: None
sought.
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Table 6: Roster of the Biological and Environmental Research Advisory Committee with the Primary Employers and Areas of
Expertise as of December 30, 2003
Committee member

Primary employer

Area of expertise

Colleges, universities, and medical centers
Keith Hodgson, Ph.D (chair)

Stanford University

Structural biology

James Adelstein, Ph.D.

Harvard Medical School

Education, health risk, and medicine

Michelle Broido, Ph.D.

University of Pittsburgh

Atmospheric science, ecology, education,
environmental remediation, global change,
and structural biology

David Burgess, Ph.D.

Boston College

Developmental and molecular biology and
education

Carlos Bustamante, Ph.D.

University of California at Berkeley

Bioengineering and molecular and structural
biology

Charles DeLisi, Ph.D.

Boston University

Bioengineering, biomedical science,
biotechnology, computational and molecular
biology, education, genomics, mathematics,
and informatics

Raymond Gesteland, Ph.D.

University of Utah

Biotechnology, education, genomics, and
molecular biology

Willard Harrison, Ph.D.

University of Florida

Analytical chemistry

Steven Larson, M.D.

Memorial Sloan-Kettering Cancer Center

Biomedical science, education, and
medicine

Jill Merisov, Ph.D.

Massachusetts Institute of Technology Center
for Genome Research

Computational biology, computer modeling,
genomics, mathematics, and informatics

Louis Pitelka, Ph.D.

University of Maryland Center for
Environmental Science

Ecology and global change

Janet Smith, Ph.D.

Purdue University

Computational and structural biology

James Tiedje, Ph.D.

Michigan State University

Environmental remediation, biotechnology,
microbiology, and molecular biology

Barbara Wold, Ph.D.

California Institute of Technology

Biotechnology, developmental and molecular
biology, and genomics

Jonathan Greer, Ph.D.

Abbot Laboratories

Biotechnology and computational and
structural biology

James Mitchell, Ph.D.

Lucent Technologies

Analytical chemistry

Institute for Systems Biology

Bioengineering, biomedical sciences,
biotechnology, developmental and molecular
biology, and genomics

Eugene Bierly, Ph.D.

American Geophysical Union

Atmospheric science and global change

Richard Hallgren, Ph.D.

American Meteorological Society

Computer modeling and global change

Companies

Nonprofit research institution
Leroy Hood, Ph.D.

Professional associations

Page 71

GAO-04-328 Federal Advisory Committees
00239

Case 1:18-cv-00613-WHP Document 26-4 Filed 05/23/18 Page 133 of 627
Appendix IV
Information on the Department of Energy’s
Biological and Environmental Research
Advisory Committee

(Continued From Previous Page)
Committee member

Primary employer

Area of expertise

Roger McClellan, D.V.M.

Chemical Industry Institute of Toxicology

Health risk and toxicology

Lawrence Livermore National Laboratory

Biotechnology, genomics, and molecular
biology

National Center for Atmospheric Research

Computer modeling and global change

Resources for the Future; National Academy of
Sciences

Education and global change

DOE national laboratory
Lisa Stubbs, Ph.D.
Federally funded research organization
Warren Washington, Ph.D.
Other
Robert Fri
Source: Department of Energy.
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This appendix contains information about the Federal Insecticide,
Fungicide, and Rodenticide Act (FIFRA) Scientific Advisory Panel. The
committee is managed by EPA staff, and the members are appointed by the
Deputy Administrator of EPA.
Purpose of the committee: The FIFRA Scientific Advisory Panel
provides advice, information, and recommendations on pesticides and
pesticide-related issues regarding the impact of regulatory actions on
health and the environment of regulatory actions. The objectives include
providing advice and recommendations on (1) scientific studies and issues
in the form of a peer review, (2) methods to ensure that pesticides do not
cause “unreasonable adverse effects on the environment,” and (3)
guidelines to improve the effectiveness and quality of scientific testing and
of data submitted to EPA.
Number of members: There are 7 permanent members on the standing
committee (see table 7). These members are appointed for 4-year terms
and serve on a number of individual peer review panels. The FIFRA
Scientific Advisory Panel establishes between 5 and 7 peer review panels
each year to address a variety of specific topics.1 These committees are
comprised of permanent members and ad hoc expert consultants. Meeting
panels typically consist of approximately 15 members.
Type of appointment: Special government employees.
Conflict-of-interest reviews: As special government employees,
committee members are required to file financial disclosure forms. As
discussed in this report, the EPA form 3110-48, an OGE-approved
alternative disclosure form, is used. In addition, as also is discussed in this
report, FIFRA staff interview potential candidates using a structured
interview format to assess the interest, availability, and appropriateness of
candidates to serve on individual committees. The structured interview
includes a discussion of financial conflicts of interest (statutory conflicts
and appearance problems), impartiality, and a review of the information
that is requested on the form 3110-48.
Conflict-of-interest waivers: No waivers have been granted to current
members.

1

In this review, we examined the FIFRA Scientific Advisory Panel on atrazine (see table 8).
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Disclosure of waivers to the public: Not applicable.
Steps taken to gather nominations for the committee: The Federal
Insecticide, Fungicide, and Rodenticide Act of 1977 requires the EPA
Deputy Administrator to select the 7 members of the standing Scientific
Advisory Panel from nominees provided by NIH and the National Science
Foundation. The committee’s management also routinely solicits
nominations for ad hoc expert consultants on the agency's Web site and
through notices in the Federal Register.
Criteria used to balance the committee: Technical expertise is the
primary criterion used to balance the FIFRA Scientific Advisory Panel
committees. The FIFRA Scientific Advisory Panel defines balanced
membership as including the necessary areas of technical expertise,
different scientific perspectives within each technical discipline, and the
collective breadth of experience needed to address the agency’s charge.
External feedback on proposed committee membership: As required
by statute, the advisory committee’s management posts the names,
professional affiliations, and selected biographical data of nominees
proposed for appointment as permanent members in the Federal Register
and on its Web site for public comment, providing instructions on how to
submit comments regarding the nominees. Unlike the standing committee,
nominees considered for temporary service at particular meetings are not
subject to public comment prior to their appointment.
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Table 7: Roster of the Standing FIFRA Scientific Advisory Panel with the Primary Employers and Areas of Expertise as of
December 2003
Committee member

Primary employer

Areas of expertise

Stuart Handwerger M.D.

Cincinnati Children's Hospital Medical Center

Endocrinology, toxicology, and
veterinary medicine

Steven G. Heeringa, Ph.D.a

University of Michigan, Institute for Social Research

Biostatistics

Gary E. Isom, Ph.D.a

Purdue University, School of Pharmacy and Pharmacal
Sciences

Neurotoxicology and clinical pediatric
research

Fumio Matsumura, Ph.D.a

University of California at Davis, Institute of Toxicology and Biochemical toxicology
Environmental Health

Mary Anna Thrall, D.V.M.a

Colorado State University, Department of Microbiology,
Immunology and Pathology

Veterinary pathology and veterinary
clinical pathology

Stephen Roberts, Ph.D.a

University of Florida, Center for Environmental & Human
Toxicology

Human toxicology

National Institutes of Health, National Institute of
Environmental Health Sciences

Human health risk assessment

Universities and medical centers

Federal agency
Christopher Portier, Ph.D.
Source: EPA.
a

Members participated in the June 17 to 20, 2003, meeting on atrazine.
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Table 8: Roster of the Temporary (Ad Hoc) Members Serving on the June 17 to 20, 2003, Meeting on Atrazine
Committee member

Primary employer

Area of expertise

Joel Coats, Ph.D.

Iowa State University, Department of Entomology

Environmental toxicology (fate and
effects of pesticides in environment)

Robert J. Denver, Ph.D.

The University of Michigan, Department of Ecology and
Evolutionary Biology

Amphibian development

James Gibbs, Ph.D.

State University of New York - Syracuse

Amphibian biological monitoring,
conservation biology, and herpetology

Sherril L. Green, D.V.M, Ph.D.

Stanford University School of Medicine

Xenopus husbandrya

Darcy B. Kelley, Ph.D.

Columbia University

Developmental biology

Gerald A. LeBlanc, Ph.D.

North Carolina State University

Aquatic toxicology

Carl Richards, Ph.D.

University of Minnesota Duluth, Minnesota Sea Grant
College Program

Aquatic biology

David Skelly, Ph.D.

Yale University, School of Forestry and Environmental
Studies

Field amphibian ecology

Peter Delorme, Ph.D.

Health Canada (Canadian Federal Government)

Environmental toxicology (aquatic) and
environmental risk assessment

Werner Kloas, Ph.D.

Department of Inland Fisheries, Leibniz-Institute of
Freshwater Ecology and Inland Fisheries, Berlin,
Germany

Xenopusa development and anuran
(frog/toad) endocrinology

Universities

Foreign organizations

Source: EPA.
a
Xenopus laevis is a species of frog that, along with the mouse, rat, fruit fly, and other species of
animals and plants, serves as a model organism for biomedical research.
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This appendix contains information about the Secretary’s Advisory
Committee on Human Research Protections. The committee replaced the
National Human Research Protections Advisory Committee, established in
2000, whose charter HHS did not renew when it expired in 2002.1 HHS
officials chose to revise the charter of the initial committee primarily by
adding populations potentially affected by human research protections,
appointing new members to provide advice to the Secretary. The
committee is sponsored and generally managed by the Office of Public
Health Service, but the members are appointed by the HHS Secretary.2 The
nominating and selection processes in 2002 and 2003 were managed by the
HHS Office of White House Liaison.
Purpose of the committee: According to its charter, the committee is to
advise the HHS Secretary and the Assistant Secretary for Health on matters
pertaining to the continuance and improvement of functions within the
authority of HHS directed toward protections for human subjects in
research. Specifically, the committee is to provide advice relating to the
responsible conduct of research involving human subjects with particular
emphasis on
• special populations, such as neonates and children, prisoners, and the
decisionally impaired;
• pregnant women, embryos, and fetuses;
• individuals and populations in international studies;
• populations in which there are individually identifiable samples, data, or
information; and
• investigator conflicts of interest.
In addition, the committee is responsible for reviewing selected ongoing
work and planned activities of the Office of Human Research Protections

1

As noted in this report, FACA requires that advisory committee charters expire at the end of
2 years unless renewed by the agency.

2

HHS and its components, such as CDC, FDA, and NIH, had 247 federal advisory committees
in fiscal year 2003. While the heads of the various component agencies generally appoint
committee members, according to the Director of the Office of the White House Liaison, the
HHS Secretary appoints the members to about 30 percent of the committees.
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and other offices/agencies within HHS that are responsible for human
subjects protection. These evaluations may include but are not limited to a
review of assurance systems, the application of minimal research risk
standards, the granting of waivers, education programs sponsored by the
Office of Human Research Protections, and the ongoing monitoring and
oversight of institutional review boards and the institutions that sponsor
research.
Number of members: 11 (see table 9).
Type of appointment: Special government employees.
Conflict-of-interest reviews: As special government employees,
committee members are required to file OGE financial disclosure forms for
HHS’s review for potential conflicts of interest. These forms were
reviewed by the cognizant committee management officer who consulted
with the designated federal official and the Office of General Counsel
ethics division. In June 2003, after the members had been appointed to the
committee, the committee management officer identified some potential
conflicts of interest stemming from investments that she and the Office of
General Counsel believed required mitigation, such as waivers. She also
requested that the designated federal official determine whether other
potential conflicts required waivers if the appointed members work for
institutions involved in research activities/studies/projects that may impact
human research protections.
Conflict-of-interest waivers: Waivers were not issued before the
committee’s first meeting in July 2003. The nine waivers granted were
finalized on January 16, 2004.
Disclosure of waivers to the public: HHS policies and procedures do
not address the disclosure of waivers to the public. HHS does not
proactively disclose the issuance of waivers to the public at committee
meetings.
Steps taken to gather nominations for the committee: According to
the Director of the Office of White House Liaison, she asked a couple of
individuals at the Association of American Medical Colleges for
nominations for this committee. The Director said that an Office of Public
Health Service staff member familiar with the previous committee also
assisted in identifying nominees from the previous slate to serve on the
new committee. In addition, she said that HHS received self-nominations
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and also used names from NIH’s database, particularly the group that was
solicited for the Secretary’s Advisory Committee on Genetics, Health, and
Society.
Criteria used to balance the committee: According to the agency
official responsible for nominating members for the committee, the factors
she considered in balancing the committee were expertise along with
geographic, gender, and racial diversity. After HHS announced the
committee membership in January 2003, the National Organization for Rare
Disorders and some members of the predecessor advisory committee
expressed concern that the regulated research industry was
overrepresented and that there were no consumer or patient advocates on
the committee. A week later, HHS added a member with a background in
patient advocacy.
External feedback on proposed committee membership: None
sought.

Table 9: Roster of the Secretary’s Advisory Committee on Human Research Protections with the Primary Employers and Areas
of Expertise as of December 2003
Committee member

Primary employer

Area of expertise

Medical and academic institutions
Dr. Celia B. Fisher

Fordham University

Bioethics

Dr. Nigel Harris

Morehouse School of Medicine

Rheumatology and antiphospholipid research

Dr. Robert G. Hauser

Abbott Northwest Hospital

Cardiology

Dr. Nancy L. Jones

Wake Forest University School of Medicine

Biochemistry and pathology

Ms. Susan Kornetsky

Children’s Hospital, Boston, MA

Clinical research compliance and public health

Dr. Mary Lake Polan

Stanford University School of Medicine

Reproductive endocrinology and infertility

Dr. Ernest D. Prentice

University of Nebraska Medical Center

Cell biology, anatomy, and regulatory Compliance

Company, law firm, and professional organization
Mr. Thomas Adams

Association of Clinical Research
Professionals

Medical trade association management

Mr. Mark Barnes

Ropes & Gray Law Firm

Health care law and Health Insurance Portability and
Accountability Act of 1996 regulation and compliance

Dr. Felix A Khin-Maung-Gyi

Chesapeake Research Review, Inc.

Human subject protection, bioethics, and pharmacy

The Children’s Cause, Inc.

Developmental psychology

Patient advocacy organization
Dr. Susan L. Weiner
Source: HHS.
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This appendix contains information about the Advisory Committee on
Childhood Lead Poisoning Prevention. The committee is sponsored and
generally managed by CDC, but the members are appointed by the HHS
Secretary.1 The nominating and selection processes in 2002 and 2003 were
managed by the HHS Office of White House Liaison.
Purpose of the committee: The Advisory Committee on Childhood Lead
Poisoning Prevention provides advice and guidance to the Secretary; the
Assistant Secretary for Health; and the CDC Director, regarding new
scientific knowledge and technological developments and their practical
implications for childhood lead poisoning prevention efforts. The
committee also reviews and reports on childhood lead poisoning
prevention practices and recommends improvements in national childhood
lead poisoning prevention efforts.
Number of members: 12 (see table 10).
Type of appointment: Special government employees.
Conflict-of-interest reviews: As special government employees,
committee members are required to file OGE financial disclosure forms for
HHS and CDC review for potential conflicts of interest. CDC’s designated
federal official, a conflict-of-interest specialist in the CDC’s Committee
Management Office, and the director of CDC’s Management Analysis and
Services Office reviewed the completed forms for the current members of
the committee.
Conflict-of-interest waivers: None granted to current members.
Disclosure of waivers to the public: Not applicable.
Steps taken to gather nominations for the committee: According to
the Director of the Office of White House Liaison and the designated
federal official for the committee, nominations were generally solicited
informally, such as during conversations. According to the Director, HHS
received nominations from the Dean of the St. Francis Hospital in Tulsa,
Oklahoma; the Chancellor of Columbia University; Senator Thad Cochran;
and the Deputy Secretary’s office. They also used the Internet to search for

1

See appendix 6, footnote 2.
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candidates associated with successful lead poison reduction programs in
large cities.
Criteria used to balance the committee: According to the Office of
White House Liaison, the department and agency worked to find potential
appointees and balance the committee on the basis of expertise as well as
gender, ethnicity, and geography to the extent these additional factors did
not impinge on the department’s ability to pick qualified members.
External feedback on proposed committee membership: None
sought.

Table 10: Roster of the Advisory Committee on Childhood Lead Poisoning Prevention with the Primary Employers and Areas of
Expertise as of December 2003
Committee member

Primary employer

Area of expertise

William Banner, M.D.

The Children's Hospital at St. Francis in Tulsa OK

Toxicology, critical care medicine, and
pediatrics

Helen Binns, M.D., M.P.H.

Feinberg School of Medicine, Northwestern University

Pediatric lead poisoning detection and public
health

Carla Campbell, M.D., M.S.

Children's Hospital of Philadelphia

Lead poisoning and toxicology

Ing Kang Ho, Ph.D.

University of Mississippi Medical Center, School of
Graduate Studies in the Health Sciences

Pharmacology and toxicology

Sergio Piomelli, M.D.

Columbia University College of Physicians and
Surgeons

Pediatrics

Cincinnati Health Department

Clinical psychology and public health policy

Medical institutions

State and local health agencies
Walter S. Handy, Jr., Ph.D.

Jessica Leighton, Ph.D., M.P.H. New York City Department of Health and Mental
Hygiene

Public policy and childhood lead poisoning

Tracey Lynn, D.V.M., M.S.

Alaska Department of Health Services

Environmental public health

Kevin U. Stephens, Sr., M.D.,
J.D.

Department of Health, City of New Orleans, LA

Obstetrics and gynecology, public health,
medicine, and law

Private medical practice
Catherine M. Slota-Varma, M.D. Pediatrician in private practice

Pediatrics

Private nonprofit organization
Richard Hoffman, M.D.

Director, Planned Parenthood of Rocky Mountains

Public health

Harvard University School of Public Health

Risk analysis and health policy

University
Kimberly Thompson, Sc.D.
Source: HHS.
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This appendix provides information about the Food Advisory Committee.
The committee is managed by FDA. The members are appointed by FDA’s
Associate Commissioner for External Relations.
Purpose of the committee: The committee is to provide advice to the
Director, Center for Food Safety and Applied Nutrition, and to the
Commissioner of Food and Drugs and other appropriate officials as
needed, on emerging food safety, food science, nutrition, and other foodrelated health issues that FDA considers of primary importance for its food
and cosmetics programs. The committee may be charged with reviewing
and evaluating available data and making recommendations on matters
such as those relating to the following: broad scientific and technical foodor cosmetic-related issues, the safety of new foods and food ingredients,
the labeling of foods and cosmetics, nutrient needs and nutritional
adequacy, and safe exposure limits for food contaminants. The committee
may also be asked to provide advice and make recommendations on ways
of communicating to the public the potential risks associated with these
issues and on approaches that might be considered for addressing the
issues.
Number of members: 25 (see table 11).
Type of appointment: With the exception of nonvoting industry
representatives, all committee members are special government
employees.
Conflict-of-interest reviews: As special government employees,
committee members are required to file the OGE confidential financial
disclosure form 450. Members are required to update this form annually.
In addition, for meetings that involve particular matters of general or
specific applicability, members also complete an FDA form 3410, which
requires them to report interests directly related to the topic of discussion.
The designated federal official does an initial screening and officials from
FDA’s Ethics and Integrity Branch clear the members for conflicts of
interest.
Conflict-of-interest waivers: During the last year, waivers were granted
seven times for members to participate in specific meetings. FDA granted
the waivers on the basis that the need for these individuals’ expertise
outweighed the potential conflicts of interest.
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Disclosure of waivers to the public: The type of waiver and the names
of members who have received waivers for particular meetings are read
into the record by the designated federal officer at the beginning of the
public meeting. Public disclosure of the substance of waivers issued is
only required in cases where the meetings deal with particular matters of
specific applicability. When such waivers are issued, the members who
receive them are asked to sign a consent document authorizing FDA to
provide a description of the nature and the magnitude of the financial
interests being waived for the public record.
Steps taken to gather nominations for the committee: FDA solicits
nominations through notices in the Federal Register. According to the
committee’s designated federal official and an agency document identifying
the sources of the nominations, the agency obtained nominations from (1)
FDA and HHS officials; (2) interest groups and trade associations and other
interested parties, including the American Society for Nutritional Services,
the Center for Science in the Public Interest, the Association of Food and
Drug Officials, and officials at the Center for Health Policy at the University
of Oklahoma and the Massachusetts Institute of Technology; and (3)
individuals who nominated themselves in response to the Federal Register
notice.
Criteria used to balance the committee: Committee managers
reported the following five criteria used to achieve balance: (1) scientific
expertise representing a range of scientific interpretation; (2) demographic
characteristics, including geographic distribution, gender, and ethnicity; (3)
differing levels of experience on advisory committees; (4) stakeholder
representation (e.g., consumers, industry, and academicians); and (5)
membership on advisory committees that is used to help ensure that the
agency has balance by not repeatedly appointing a limited set of people
either for a particular committee or for various committees the agency has
on related topics. Temporary voting members may be added to enhance
balance.
External feedback on proposed committee membership: None
sought.
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Table 11: Roster of the Food Advisory Committee with the Primary Employers and Areas of Expertise as of June 3, 2003
Committee member

Primary employer

Area of expertise

Universities and medical centers
Alex D.W. Acholonu, Ph.D.

Alcorn State University

Microbiology and parisitology

Douglas L. Archer, Ph.D.

University of Florida, Department of Food Science &
Human Nutrition

Microbiology, food science, and food law

Jonathan A. Arias, Ph.D.

University of Maryland, Center for Biosystems

Molecular biology

Fred McDaniel Atkins, M.D.

National Jewish Medical
and Research Center

Pediatrics and allergies

Jeffrey Blumberg, Ph.D.

Tufts University

Pharmacology and biostatistics

Bob B. Buchanan, Ph.D.

University of California, Berkeley, Department of Plant Molecular plant biology
and Microbial Biology

Francis Fredrick Busta, Ph.D.

University of Minnesota, Department of Food Science Food science and microbiology
and Nutrition

Nancy M. Childs, Ph.D.

Saint Joseph's University

Food marketing

Johanna Dwyer, Ph.D.

Tufts University
Schools of Medicine and Nutrition

Public health and nutrition

Lawrence J. Fischer, Ph.D.

Michigan State University, Institute for Environmental
Toxicology

Toxicology

George M. Gray, Ph.D.

Harvard University, School of Public Health

Risk analysis and toxicology

Rachel K. Johnson, Ph.D.,
M.P.H., R.D.

University of Vermont, Department of Nutrition and
Food Sciences

Pediatrics and nutrition

Anne R. Kapuscinski, Ph.D.

University of Minnesota, Department of Fisheries and
Wildlife

Conservation biology

Ken Lee, Ph.D.

Ohio State University, Department of Food Science

Food science and processing

Harihara Mehendale, Ph.D.

University of Louisiana at Monroe, College of
Pharmacy

Toxicology

Sanford A. Miller, Ph.D. (Chair)

Virginia Polytechnic and State University

Chemistry, toxicology, and food science

Abigail A. Salyers, Ph.D.

University of Illinois at Urbana-Champaign

Microbiology and gene transfer

Michael W. Shannon, Ph.D.

Children's Hospital, Boston, MA

Pediatrics and toxicology

J. Antonio Torres, Ph.D.

Oregon State University

Food science and processing

Steven Zeisel, MD, Ph.D.

University of North Carolina, School of Health &
Medicine

Pediatrics

Annette Dickinson, Ph.D.
(industry representative)

Council for Responsible Nutrition

Dietary supplements

Goulda Angella Downer, Ph.D.
(consumer representative)

Metroplex Health and Nutrition Services

Nutrition and epidemiology

Nonprofit associations

Douglas Gurian-Sherman, Ph.D. Center for Science in the Public Interest
(consumer representative)
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(Continued From Previous Page)
Committee member

Primary employer

Area of expertise

Florida Department of Agriculture, Division of Food
Safety

Veterinary medicine federal-state relations

Wisconsin Grocers Association

Industry representative

State agency
Marion H. Fuller, D.V.M.
Industry association
Brandon Scholz
Source: USDA.
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This appendix contains information about the Scientific Advisory
Committee on Alternative Toxicological Methods, which is sponsored and
managed by NIH. Members are appointed by the Director of the National
Institute of Environmental Health Sciences.
Purpose of the committee: The committee provides advice to the
Director of the National Institute of Environmental Heath Sciences
(NIEHS); the Interagency Coordinating Committee on the Validation of
Alternative Methods (ICCVAM); and the National Toxicology Program
Center regarding statutorily mandated functions, including
• reviewing and evaluating new; revised; or alternative test methods,
including batteries of tests and test screens that may be acceptable for
specific regulatory uses;
• facilitating appropriate interagency and international harmonization of
acute or chronic toxicological test protocols that encourage the
reduction, refinement, or replacement of animal test methods;
• facilitating and providing guidance on the development of validation
criteria; validation studies; and processes for new, revised, or alternative
test methods and helping to facilitate the acceptance of such
scientifically valid test methods and awareness of accepted test
methods by federal agencies and other stakeholders; and
• submitting ICCVAM test recommendations for the test methods
reviewed by ICCVAM, through expeditious transmittal by the HHS
Secretary (or the designee of the Secretary), to each appropriate federal
agency, along with the identification of specific agency guidelines;
recommendations; or regulations for test methods, including batteries
of tests and test screens, for chemicals or a class of chemicals within a
regulatory framework that may be appropriate for scientific
improvement, while seeking to reduce, refine, or replace animal test
methods.
The committee also provides advice to the Director of the NIEHS and the
National Toxicology Program Center on activities and directives relating to
the National Toxicology Program Center, such as on priorities and
opportunities for alternative test methods that may provide improved
prediction of adverse health effects compared with currently used methods
or advantages in terms of reduced expense and time, reduced animal use,
and reduced animal pain and distress.
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Number of members: 15 (see table 12).
Type of appointment: Special government employees.
Conflict-of-interest reviews: As special government employees,
committee members are required to file OGE financial disclosure forms for
review for potential conflicts of interest. The NIH committee management
officer performed a first-level review of the financial disclosure forms,
followed by a second-level review by the designated federal officer. The
NIH’s Deputy Ethics Counselor performed the final review.
Conflict-of-interest waivers: Fourteen of 15 members received waivers
because NIH determined that the need for their expertise outweighed the
potential conflicts. One of the 15 members received a waiver because the
conflict was deemed not significant.
Disclosure of waivers to the public: According to the designated
federal officer, the issuance of waivers to committee members was not
disclosed to the public. For example, the waivers were not discussed at
any committee meetings. According to the NIH committee management
officer, the agency sends its waivers to the HHS Ethics Counsels assigned
to NIH, who then sends them to OGE.
Steps taken to gather nominations for the committee: The Director
of the Environmental Toxicology Program, NIEHS, asked the members of
the ICCVAM for nominations to the advisory committee and also asked for
nominations from former members and ad hoc advisors of the committee.
The Director also requested nominations from two stakeholder groups that
regularly attend committee meetings, the Doris Day Animal League and the
People for the Ethical Treatment of Animals.
Criteria used to balance the committee: According to the committee
management officer and the designated federal officer, the legislation that
created the committee gives direction regarding membership that focuses
on expertise and work affiliations, and NIH uses these factors to achieve
committee balance. Specifically, the legislation calls for members to come
from an academic institution; a state government agency; an international
regulatory body; or any corporation developing or marketing new, revised,
or alternative test methodologies, including contract laboratories. The
legislation also specifies that there shall be at least one knowledgeable
representative having a history of expertise, development, or evaluation of
new, revised, or alternative test methods from each of the following
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categories: (1) personal care, pharmaceutical, industrial chemicals, or
agricultural industry; (2) any other industry that is regulated by one of the
federal agencies on ICCVAM; and (3) a national animal protection
organization established under section 501(c)(3) of the Internal Revenue
Code of 1986. The committee management officer also told us that NIH
considered ethnicity, gender, and geography in balancing the committee
membership.
External feedback on proposed committee membership: None
sought.
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Table 12: Roster of the Scientific Advisory Committee on Alternative Toxicological Methods with the Primary Employers, and
Areas of Expertise as of December 30, 2003
Committee member

Primary employer

Area of expertise

Dr. Daniel Acosta, Jr.

University of Cincinnati, College of Pharmacy

In vitro toxicology, pharmacology, and
development of in vitro cellular models

Dr. Nancy Flournoy

University of Missouri-Columbia, Department of
Statistics

Biostatistics, applied stochastic processes, and
statistical theory

Dr. Alan M. Goldberg

Johns Hopkins University, Center for Alternatives to Neurotoxicology, in vitro toxicology, and
Animal Testing, Bloomberg School of Public Health alternative models

Dr. Sidney Green, Jr.

Howard University, Department of Pharmacology,
College of Medicine

Pharmacology, genetic toxicology, and regulatory
toxicology

Dr. A. Wallace Hayes

Harvard University, School of Public Health

General toxicology, biochemical toxicology, and in
vitro models

Dr. Nancy A. Monteiro-Riviere

North Carolina State University, Department of
Clinical Sciences, College of Veterinary Medicine

Dermal toxicology, biochemical toxicology, and in
vitro models

Dr. Steven H. Safe

Texas A & M University, Departments of Veterinary Environmental estrogens, toxicology, and
Physiology and Pharmacology, College of Veterinary biochemistry
Medicine

Dr. Carlos Sonnenschein

Tufts University School of Medicine, Department of
Anatomy and Cellular Biology

Environmental toxicology, medicine,
environmental estrogens, and reproductive
toxicology

Dr. Jack H. Dean

Sanofi-Synthelabo, Inc.

Molecular biology, regulatory toxicology,
toxicogenomics, and immunotoxicology

Dr. Rodger D. Curren

Institute for In Vitro Sciences, Inc.

In vitro toxicological testing

Dr. Jacqueline H. Smith

Chesapeake Consulting Team

Pharmacology, environmental toxicology,
regulatory toxicology, and the petroleum industry

Dr. Martin L. Stephens

The Humane Society of the United States

Animal welfare and environmental toxicology

Dr. Peter Theran

Massachusetts Society for the Prevention of Cruelty Internal medicine, laboratory animal medicine,
animal welfare, and comparative medicine
to Animals/American Humane Education Society

Universities

Companies

Nonprofit associations

State agency
Dr. Calvin C. Willhite

State of California, Department of Toxic Substance
Control

Reproductive toxicology, pharmacology, risk
assessment and management, and regulatory
toxicology

Veterinarian (Retired)

Acute toxicity, in vitro methods, and regulatory
toxicology

Other
Dr. Katherine A. Stitzel
Source: HHS.
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This appendix provides information about the Scientific Earthquake
Studies Advisory Committee. The committee is managed by the U.S.
Geological Survey (USGS), and members are appointed by the Secretary of
the Interior.
Purpose of the committee: The advisory committee was established
under the Earthquake Hazards Reduction Authorization Act of 2000 (Pub.
L. No. 106-503, Title II) to advise the Director of USGS on matters relating
to the USGS’s participation in the National Earthquake Hazards Reduction
Program, a multiagency strategic program to reduce risks to lives and
property resulting from earthquakes. The committee is to provide advice
on the USGS Earthquake Hazards Reduction Program’s roles, goals, and
objectives; capabilities and research needs; guidance on achieving major
objectives; and establishing and measuring performance goals.
Number of members: 9 (see table 13).
Type of appointment: Representative.
Conflict-of-interest reviews: In 2001, the committee members were
appointed as representatives and were not required to file OGE financial
disclosure forms for Interior review for potential conflicts of interest. In
January 2004, Interior reevaluated the appointments and determined that
the members should be appointed as special government employees.
Interior said that the committee would not conduct further meetings until
the appointments had been changed.
Conflict-of-interest waivers: Not applicable in 2001.
Disclosure of waivers to the public: Not applicable.
Steps taken to gather nominations for the committee: The
Earthquake Hazards Reduction Authorization Act of 2000 requires the
Director of USGS to obtain nominations from the National Academy of
Sciences, professional societies, and other appropriate organizations. The
Director obtained nominations from the academy, the Geological Society of
America, the Seismological Society of America, the American Society of
Civil Engineers, the American Institute of Professional Geologists, the
American Geophysical Union, and the Earthquake Engineering Research
Institute.
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Criteria used to balance the committee: According to the statute that
established the advisory committee, the selection of individuals for the
committee is to be based solely on established records of distinguished
service and the USGS Director is required to ensure that “a reasonable
cross-section of views and expertise is represented.” According to the
designated federal official, the primary factor for selection was expertise in
fields such as geology, seismology, engineering, and public safety. In
addition, according to department officials, the agency also considered
gender, geography, and employment sector.
External feedback on proposed committee membership: USGS
sought feedback from the National Academies on its slate of proposed
members.

Table 13: Roster of the Scientific Earthquake Studies Advisory Committee with the Primary Employers and Areas of Expertise
as of December 2003
Committee member

Primary employer

Area of expertise

Dr. Daniel P. Abrams

University of Illinois at Urbana-Champaign

Engineering

Dr. Thomas H. Jordan

University of Southern California, Department of
Earth Sciences

Seismology, geodynamics, tectonics, geodesy,
and marine geology

Dr. Paul Segall

Stanford University, Department of Geophysics

Earthquake physics

Dr. Robert B. Smith

University of Utah, Department of Geology and
Geophysics,

Geology

Dr. Sharon L. Wood

University of Texas, Ferguson Structural
Engineering Laboratory

Engineering

Dr. Lloyd Cluff

Pacific Gas and Electric Company

Earthquake hazard assessment

Mr. Ronald T. Eguchi

ImageCat, Inc.

Earthquake risk analysis

Ms. Mimi Garstang

Missouri Geological Survey

Earthquake hazard analysis in the eastern United
States and state-level mitigation policy

Dr. Jonathan G. Price

Nevada Bureau of Mines and Geology

Seismology and earthquake hazard analysis in
the western United States.

Universities

Companies

State agencies

Source: Interior.
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This appendix provides information about the Space Science Advisory
Committee. The committee is managed by the Office of Space Science, and
members are appointed by NASA’s Associate Administrator for Space
Science.
Purpose of the committee: The NASA Space Science Advisory
Committee is to draw on the expertise of its members and other sources to
provide advice and make recommendations to the Administrator of NASA
on plans, policies, programs, and other matters pertinent to the agency’s
space science responsibilities.
Number of members: 17 (see table 14).
Type of appointment: Special government employees.
Conflict-of-interest reviews: NASA uses the OGE form 450 to collect
financial information from committee members. The forms are collected
and reviewed after the Associate Administrator has concurred with the
appointment decisions. The forms 450 are reviewed and approved by the
committee’s designated federal official and the Office of General Counsel.
On the basis of these reviews, the Office of General Counsel sometimes
sends cautionary letters to members indicating that they may need to
recuse themselves if the committees address matters that relate to their
financial interests.
Conflict-of-interest waivers: No current members have waivers.1
Disclosure of waivers to the public: Not applicable.
Steps taken to gather nominations for the committee: According to
the committee’s designated federal official, NASA gathered nominations
from staff within the agency’s Office of Space Science.
Criteria used to balance the committee: The committee’s designated
federal official told us said that in addition to considering the nominees’
areas of expertise relative to the four themes of the Office of Space
Science, he also considers their gender, ethnicity, geography, and
institutional affiliation.

1

According to an ethics official in NASA’s Office of General Counsel, NASA issues very few
(five or fewer) waivers each year.
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External feedback on proposed committee membership: None
sought.

Table 14: Roster of the Space Science Advisory Committee Members with the Primary Employers and Areas of Expertise as of
December 30, 2003
Committee member

Primary employer

Area of expertise

Dr. David Deamer

University of California at Santa Cruz

Astrobiology

Dr. Jonathan Grindlay

Harvard-Smithsonian Center for Astrophysics Astrophysics

Dr. Fiona Harrison

California Institute of Technology

Astrophysics

Dr. Roderick Heelis

University of Texas at Dallas

Solar physics

Dr. Garth Illingworth

University of California at Santa Cruz

Astrophysics

Dr. Andrew Klein

Oregon State University

Nuclear engineering

Universities

Dr. Jonathan Lunine

University of Arizona

Planetary exploration

Dr. John Mustard

Brown University

Astrobiology

Dr. David Spergel

Princeton University

Astrophysics

Dr. Judith Karpen

U.S. Naval Research Laboratory

Solar physics

Dr. Edward Kolb

Fermi National Accelerator Laboratory

Astrophysics

Dr. Jeremy Mould

National Optical Astronomy Observatory

Astrophysics

Dr. Michelle Thompson

Los Alamos National Laboratory

Sun-earth connections

Northrop Grumman Space Technology

Sun-earth connections

Dr. Heidi Hammel

Space Science Institute

Planetary science

Mr. Martin Kress

Battelle Memorial Institute

Space policy

Adler Planetarium

Education and public outreach

Federal research facilities

For profit company
Dr. Andrew Christensen (chair)
Private, nonprofit research organizations

Private museum
Dr. Paul Knappenberger
Source: NASA.

Page 93

GAO-04-328 Federal Advisory Committees
00261

Case 1:18-cv-00613-WHP Document 26-4 Filed 05/23/18 Page 155 of 627
Appendix XII

Comments from the General Services
Administration

Page 94

Appendx
X
iI

GAO-04-328 Federal Advisory Committees
00262

Case 1:18-cv-00613-WHP Document 26-4 Filed 05/23/18 Page 156 of 627
Appendix XII
Comments from the General Services
Administration

Page 95

GAO-04-328 Federal Advisory Committees
00263

Case 1:18-cv-00613-WHP Document 26-4 Filed 05/23/18 Page 157 of 627
Appendix XII
Comments from the General Services
Administration

Page 96

GAO-04-328 Federal Advisory Committees
00264

Case 1:18-cv-00613-WHP Document 26-4 Filed 05/23/18 Page 158 of 627
Appendix XII
Comments from the General Services
Administration

Page 97

GAO-04-328 Federal Advisory Committees
00265

Case 1:18-cv-00613-WHP Document 26-4 Filed 05/23/18 Page 159 of 627
Appendix XII
Comments from the General Services
Administration

Page 98

GAO-04-328 Federal Advisory Committees
00266

Case 1:18-cv-00613-WHP Document 26-4 Filed 05/23/18 Page 160 of 627
Appendix XII
Comments from the General Services
Administration

Page 99

GAO-04-328 Federal Advisory Committees
00267

Case 1:18-cv-00613-WHP Document 26-4 Filed 05/23/18 Page 161 of 627
Appendix XII
Comments from the General Services
Administration

Page 100

GAO-04-328 Federal Advisory Committees
00268

Case 1:18-cv-00613-WHP Document 26-4 Filed 05/23/18 Page 162 of 627
Appendix XIII

Comments from the Office of Government
Ethics

Append
x
X
iI

Note: GAO comments 
supplementing those in 
the report text appear 
at the end of this 
appendix.

See comment 1.
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See comment 1.

See comment 2.

See comment 3.
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See comment 1.

See comment 4.
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See comment 5.

Page 104

GAO-04-328 Federal Advisory Committees
00272

Case 1:18-cv-00613-WHP Document 26-4 Filed 05/23/18 Page 166 of 627
Appendix XIII
Comments from the Office of Government
Ethics

See comment 6.

See comment 7.

See comment 8.

See comment 9.
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See comment 10.

See comment 11.
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See comment 12.

See comment 13.
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The following are GAO’s comments on the Office of Government Ethics
letter dated March 17, 2004.

GAO Comments

1. We continue to believe that OGE’s ongoing efforts to encourage
agencies to evaluate whether appointments should be made as special
government employees or representatives would prove more effective
if clear, unambiguous guidance addressing the limitations we identified
were available to agency staff.
The draft and final reports present the OGE guidance as a factor in
some agencies’ inappropriately appointing some members as
representatives and acknowledge OGE’s concern that some agencies
may be doing so to avoid the conflict-of-interest reviews. Unless OGE
clarifies the limitations in the guidance identified in our report, we
believe progress in moving agencies toward appropriate appointments
will likely continue to be slow or nonexistent—remembering that the
1982 guidance was issued because of confusion over the proper use of
representative appointments. Unambiguous guidance would help all
agencies implement it; would support more effective oversight by
ethics officials, including OGE, and by Inspectors General; and would
make it more difficult for any agency to misapply the guidance and
misidentify certain advisory committee members as “representatives.”
2. The clarifications we identified do not change the criteria but rather
amplify them to address areas where continued confusion or misuse
has occurred. The 1982 guidance was developed to address
uncertainties regarding when agencies should appoint individuals as
either special government employees or representatives. In our view,
the findings in our report indicate that additional clarifications are
warranted. Along these lines, we note that when OGE’s staff
determined in 2002 that some agencies use only representative
appointments, they suggested that additional training materials may be
appropriate. The staff suggested a communication to agency ethics
officials to assist them in making the determination for their committee
members. Our draft and final reports recommend revisions to the
guidance and the training materials.
3. Given that agencies are appointing representatives to represent their
individual fields of expertise and that OGE agrees this use of
representative appointments is not appropriate, we believe OGE should
revise its guidance to clarify that such appointments generally are not
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appropriate. (We note that an exception would be if a committee were
considering an issue that would impact a particular group, for example,
physicists or biologists—a case in which a group of experts would be
stakeholders in the matter being considered.) Instead, OGE’s response
is to state that it is not logical to say that a field or area of expertise is a
“group of persons” and to disagree that clarification to its guidance may
be warranted to eliminate this practice. It is possible, as OGE suggests,
that some agencies understand the guidance and are simply
disregarding it. However, we believe ambiguities in the OGE guidance
may provide agencies with some “cover” to support their
interpretations. In such cases, clear guidance would make it more
difficult for them to continue to misapply it. In addition, we direct
OGE’s attention to the responses to this report from Interior, NASA,
and Energy (see apps. XV, XVI, and XVII), which suggest that
clarifications to the guidance regarding the appointment of
representatives to represent fields of expertise may be necessary.
4. On the basis of our work at several agencies and our review of the OGE
guidance, we continue to believe some clarification is needed vis-à-vis
the use of the term “represent” and its cognate forms. As the draft and
final reports state, OGE’s direction to agencies in making decisions
regarding representative appointments is to use “words to characterize
them as the representatives of individuals or entities outside the
government who have an interest in the subject matter assigned to the
committee.” Notably missing from OGE’s specific direction to agencies
is a focus on the nature of the advice they will be giving—that is, that
they are to represent stakeholder views. This is in contrast to OGE’s
direction to agencies regarding special government employees that
does focus on the fact that they are to exercise individual and
independent judgment. Although OGE’s guidance does provide helpful
examples to agencies in examining statutory language to determine
whether committee members are actually intended to serve as
representatives of interest groups, we believe that language in the
conclusions section of the guidance that directs agencies how to
indicate the type of appointment contradicts the examples that OGE
cites. We have clarified the final report to indicate that we were
specifically discussing the conclusions section of the OGE guidance.
We also note that OGE developed these conclusions in 1982—that is, it
is not citing the 1962 guidance the agency is hesitant to revise. Overall,
we believe that clarifications, but not departures from the criteria
regarding appointments, are needed.
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We point OGE also to the comments from the Interior (see app. XV) on
the matter of the term representative. Interior stated that “GAO agrees
that the statute authorizing the National Cooperative Geologic Mapping
Advisory Committee’ calls for the committee to
include…representatives,’ but then goes on to say that the statute does
not “clearly and unambiguously call for these members to be appointed
as representatives rather than special government employees.’.”
Interior then characterized our statements as a contradiction and said
that the Secretary of the Interior “reasonably may interpret such a
statute by relying on its plain language….”. In our draft and final
reports, we indicate that it is not clear what point of view the private
sector and academia members could be called upon to provide if
appointed as representatives, and the statute did not appear to clearly
mandate that they be appointed as representatives—that is, it may be
using the term generically. We continue to believe that the statute does
not clearly and unambiguously call for representative appointments
and that this example underscores the need for OGE clarification as we
recommend.
5. Seeking recommendations for advisory committee members from
outside groups or organizations does not tend to support either
representative or special government employee status. As noted in the
draft and final reports, obtaining outside nominations is a common
practice for committees appointing special government employees;
thus, it is not used only for representative appointments. We think it
would be appropriate for the OGE guidance to reflect current practices
regarding nominations to federal advisory committees and avoid the
potential of agencies’ giving undue weight to this criterion.
6. We are only recommending clarifications to OGE’s guidance, not
changes to the fundamental principles or criteria upon which OGE
based its guidance. See also comment 2 above.
7. Our draft and final reports highlight the various efforts OGE discusses
below. However, we believe the effectiveness of these efforts will
continue to be reduced until OGE’s guidance on appointments is
clarified.
8. OGE has subsequently clarified this comment. The program review
cited in the comment led to a recommendation that an agency reassess
the status of employees serving on a federally chartered corporation
and not on a federal advisory committee.

Page 110

GAO-04-328 Federal Advisory Committees
00278

Case 1:18-cv-00613-WHP Document 26-4 Filed 05/23/18 Page 172 of 627
Appendix XIII
Comments from the Office of Government
Ethics

9. We have not evaluated the template that was still in draft form during
our review.
10. OGE does not explain its view that the clarifications to the GSA FACA
management training course that we identified in the report represent
an unreasonable interpretation of OGE guidance. We continue to
believe the suggestions our draft and final reports highlight would
improve the effectiveness of the training sessions. For example, the
GSA materials state that representatives may (emphasis added)
represent the views of a particular industry or group. It is not clear to
us why OGE would object to revising the FACA training materials to be
consistent with OGE’s guidance that representatives are expected to
“represent a particular bias.”
11. The draft and final reports identify the session at the 2003 OGE Ethics
Conference cited in OGE’s letter.
12. The draft and final reports cite the most significant and comprehensive
OGE guidance documents addressing representative appointments,
including OGE Informal Advisory Opinion 00 x 01 highlighted by OGE
in its comments. (In the report text, we refer to this guidance as OGE’s
February 2000 guidance, and we have added a legal citation to it in a
footnote.) We note that this opinion includes one paragraph addressing
representative appointments and states that representatives are
described more fully in OGE Informal Advisory Letter 82 x 22, the
guidance document cited in our draft and final reports as OGE’s
principal guidance on the issue of appointment categories for federal
advisory committees.
13. We support OGE’s commitment to monitor and comment on
appointments to newly created committees. However, in light of
evidence that some appointments to existing committees are
inappropriate, we believe it is appropriate to also review the
appointments for approximately 950 advisory committees that are
currently active.
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See comment 1.

See comment 1.
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See comment 2.

See comment 3.

See comment 4.

See comment 5.
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The following are GAO’s comments on the Department of Health and
Human Services’s letter dated March 19, 2004.

GAO Comments

1. The draft and final reports identify processes that include an evaluation
of potential members’ points of view relevant to the subject matters
advisory committees will consider while focusing on the relevant
expertise needed. Thus, it is not accurate to characterize the report as
espousing “a process based on seeking out some indefinable range of
personal opinion.” The examples in the report of agency processes
include targeted evaluations of points of view that ask potential
members if they have made public statements or taken positions on the
issue or matters the committee will consider, including expert legal
testimony on the issue or matters. The processes cited also ask the
potential members to identify and describe any reason they may be
unable to provide impartial advice on matters before the committee and
any reason their impartiality in the identified matter might be
questioned. We have added the phrase “regarding the subject matters
being considered” in several other places in the final report in which we
discuss determining the viewpoints of potential members for further
clarity on this point. The report also points out that if agencies use a
systematic, consistent, and transparent approach to obtaining relevant
information from prospective committee members, it is unlikely they
would approve questions that are generally inappropriate in a
professional working environment, such as questions about party
affiliations or political viewpoints that some committee members have
reported being asked. In our view, agencies that do not proactively and
transparently address the relevant points of view of prospective
committee members regarding the matters the committees will
consider are more likely to be subject to questions about committee
balance from the public and users of the committees’ products than
those agencies that use such processes. That is, even if agencies
choose to either not identify or acknowledge relevant public positions
its committee members have taken on matters the committees will
consider, others are often aware of such positions and are likely to raise
questions about them. Such circumstances can have a negative impact
on the credibility of the specific committees involved and on federal
advisory committees overall. We believe this practice has been the case
regarding some HHS federal advisory committees about which
scientists and others have expressed concerns. Finally, in terms of
HHS’s concern that obtaining information on relevant points of view
might not be acceptable to the nation’s scientific community, our report
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shows that both the National Academies and EPA routinely obtain such
relevant information from its prospective members.
2. The report identifies the practice of soliciting public input on
nominations to advisory committees, used by the National Academies
and some federal advisory committees, as one that can be helpful in
ensuring an appropriate balance of points of view of committees,
particularly those that address sensitive and controversial matters.
Agencies can determine whether to use this tool on a case-by-case
basis. Thus, we do not disagree with HHS’s comment that obtaining
comments on proposed candidates might be feasible for some HHS
committees but not workable for all of them.
3. Although we agree with HHS that FDA should emphasize technical
qualifications when selecting advisory committee members, we also
believe that it is important for agencies to assess prospective members
for viewpoints that they have that are relevant to the work of the
committee (see also comment 1). HHS says that FDA follows the
National Academy of Sciences’ recommendation that the appointment
of members to scientific advisory committees be based primarily on
expertise and involvement in relevant issues. This report notes that the
academies also seek to determine, through a few simple questions,
whether there is any reason to believe that the impartiality of members
or prospective members might be questioned.
4. EPA made changes in how it manages the Science Advisory Board in
response to the specific recommendations in our 2001 report.1 We did
not attempt to determine any role FDA may have had in assisting EPA,
but we note that EPA, unlike FDA, revised its processes for achieving
overall balance in terms of points of view, expressly integrating it with
its reviews for potential conflicts of interest and obtaining relevant
information prior to the appointment of committee members.
5. We agree that FDA provides useful information about its selection
process, but we continue to believe that FDA and the other agencies
could improve their processes for balancing committees. The draft and
final reports highlight FDA policies for public notice of waivers. We
note that the selection and waiver processes used by FDA are not used
by HHS, CDC, and NIH.
1

GAO-01-536.
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See comment 1.

See comment 2.

See comment 2.
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See comment 2.

See comment 2.

See comment 3.

See comments 3 and 4.
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See comment 2.

See comment 5.

See comment 6.

See comment 7.

See comment 8.

See comment 9.

See comment 10.
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See comment 11.

See comment 12.

See comment 13.

See comment 14.

See comment 15.

See comment 16.
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The following are GAO’s comments on the Department of the Interior’s
letter dated March 18, 2004.

GAO Comments

1. This report states, as did the draft, that while our report focuses
primarily on scientific and technical federal advisory committees, the
limitations in guidance and the promising practices we identified
pertaining to independence and balance are pertinent to federal
advisory committees in general. This report and the draft also
identified the wide range of issues addressed by federal advisory
committees, including managing federal lands and natural resources.
2. The background section of the report and the draft acknowledged the
FACA requirement that committees not be inappropriately influenced
by the appointing authority or any special interest. However, the draft
report also clearly stated that in addressing independence, our focus
was on the requirements regarding individual conflicts of interest that
are included in federal conflict-of-interest statutes, unless specifically
noted otherwise. In our introduction, we state that “federal advisory
committee members who are employees of the federal government
must meet federal requirements pertaining to freedom from conflicts of
interest—which we refer to in this report as independence—and
committees as a whole must meet the requirements pertaining to
balance.” Thus, we use the term “independence” as shorthand for the
conflict-of-interest requirements to which individual committee
members must adhere. We further highlight the key provisions of the
federal conflict-of-interest statutes that must be complied with,
including a description of the ability of an individual who has a conflict
of interest to nonetheless participate on a committee if granted a
waiver. Alternatively, an individual may divest the financial interest.
We note that all federal employees are prohibited not only from holding
financial interests that conflict with the conscientious performance of
duty, as Interior suggests in its comments, but also from engaging in
outside employment or activities that conflict with their official duties
and responsibilities. See 18 U.S.C. § 208, 5 C.F.R. §§ 2635.101(b)(2), and
2635.101(a)(10). Further, employees are also required to avoid any
action that creates the appearance that they are violating the law or
ethics standards. 5 C.F.R. § 2635.101(b)(14). It is precisely because
these obligations are imposed only on employees that it is crucial to
ensure that FACA committee members are appropriately characterized
as “representatives” or special government employees. Both special
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government employees and representatives should be evaluated for
biases to ensure that the FACA committees as a whole are balanced.
Special government employees must also be subject to a conflict-ofinterest review, including an analysis of whether their nongovernment
activities and employment present a conflict or create “the appearance
that they are violating…ethics standards.” 5 C.F.R. § 2635.101(b)(14).
3. We agree that the question of whether a member should participate in a
particular committee function (or whether they should be appointed to
a particular committee) is properly resolved on a case-by-base basis,
evaluating the nature of the committee action or work and the nature of
the financial interest involved. Further, the draft and final reports
recognize that agencies may grant waivers to members to serve on
advisory committees upon determining that either (1) the conflict is
insignificant or (2) the need for the member’s expertise outweighs the
conflict. The draft and final reports also discuss some promising
practices regarding the disclosure of such waivers to the public and
among committee members.
4. The draft and final reports discuss in considerable detail information
that can help agencies ensure committees are balanced and provide
examples of promising practices that would better ensure the balance
of advisory committees.
5. We agree that a relevant question for federal advisory committees is
whether a committee has balance in terms of points of view to be
represented and the functions to be performed. Our report provides
examples of promising practices used by other agencies and the
National Academies that can help agencies define and achieve an
appropriate balance of points of view.
6. Our draft and final reports state that at the start of our review, Interior
officials told us that they had begun to review their appointment
classifications for the 115 advisory committees as a result of the
November 2002 OGE study. The draft and final reports also state that
the department has been reviewing the appointments to committees as
their charters expire. We do indicate that in January 2004, Interior
officials acknowledged that it was appropriate to change the nature of
some appointments upon reexamination. This was the first time any
results of the reviews were communicated to us. Further, Interior
notified us of the decision to change the appointments to the
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earthquake studies committee on January 16, 2004, subsequent to our
meeting on January 12, 2004.
7. We revised the report to indicate that agencies do not conduct conflictof-interest reviews for members appointed as representatives because
conflict-of-interest reviews are only required for federal or special
government employees. Thus, we removed any unintended implication
that other agencies do more than the three we are reporting on in this
report in terms of representative appointments. In our draft and final
reports we indicate that the ethics screening vis-à-vis representatives
done by one bureau of the department (Bureau of Land Management) is
not sufficient to constitute a conflict-of-interest review for those
appointed as special government employees. In this section, we are
discussing those members who were appointed as representatives but
who would be more appropriately appointed as special government
employees.
8. We modified the language in the report to more clearly describe the
authorities under which committees may be formed.
9. The draft and final reports define the two categories of appointments
on page 1.
10. The draft and final reports state on page 1 that members of federal
advisory committees may be appointed as (1) special government
employees to provide advice on behalf of the government on the basis
of their best judgment or (2) representatives to provide stakeholder
advice. We do not take issue with representative appointments when
the members are, in fact, appointed to represent a particular interest or
view of an entity or group with an interest in the matter before the
committees, and they are fully informed as to the point of view or
interest they are to represent. Further, the reports state that Interior
officials noted that many of their committees addressing federal land
management issues are not scientific and technical in content and, in
their view, are appropriately staffed with representative members. The
reports do indicate that committees classified as scientific and
technical, as well as others that address scientific and technical issues,
are those for which advice on behalf of the government on the basis of
members’ best judgment is typically sought, rather than stakeholder
advice. Interior has 11 committees with 288 members that are
classified by the agency as scientific and technical committees in GSA’s
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FACA database, and some other committees not so classified also
address scientific and technical issues.
11. We are not certain what Interior means in stating that “GAO’s
generalization that representation of fields of expertise is not
appropriate ignores the importance of such representation to some
committees.” However, the comment does suggest that Interior
continues to believe that it is appropriate to appoint members to
represent their field of expertise as representatives, rather than as
special government employees. We and OGE disagree with this
interpretation of OGE’s guidance on appointments to advisory
committees. Representatives are to espouse a particular point of view
of a party with an interest in the matter, whereas experts having
specific expertise provide advice on behalf of the government on the
basis of their best judgment. Thus, experts in various fields are more
appropriately appointed as special government employees.
(Subsequent to sending its comment letter, Interior clarified that the
second sentence of this comment should read “However, we agree that
agencies should have proper guidance in how and when to use such
expertise.”.)
12. We have removed the reference to January 2004 in this instance,
reporting that Interior officials told us that they have begun to insert
standard language in the charters regarding the ethics obligations of the
members. See also comment 6.
13. On the basis of a January 2004 discussion with Interior officials, we
understood the officials to say that in reviewing their appointment
designations as committee charters expire, the agency was erring on
the side of representative appointments when the information relevant
to the committee was ambiguous on the issue of appointments.
However, in its comments, Interior officials said they disagreed with
our characterization of their previous comments, and we have deleted
the statement from the report. In its comments, Interior officials said
that the agency was likely to continue to appoint representatives to
committees whose purpose is to advise the Secretary on the
management of public lands or other resources as they are seeking the
views of local stakeholders in these instances. As noted above, we do
not take issue with representative appointments when the members
are, in fact, appointed to represent a particular interest or view of an
entity or group with an interest in the matter before the committees,
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and they are fully informed as to the point of view or interest they are to
represent.
14. Interior states that “GAO agrees that the statute authorizing the
National Cooperative Geologic Mapping Advisory Committee ‘calls for
the committee to include…representatives,’ but then goes on to state
that the statute does not ‘clearly and unambiguously call for these
members to be appointed as representatives rather than special
government employees.’.” Interior then characterizes our statements
as a contradiction and said that the Secretary of the Interior
“reasonably may interpret such a statute by relying on its plain
language….”. In our draft and final reports, we indicate that the statute
did not appear to clearly mandate that the members be appointed as
representatives—that is, it may be using the term “representative”
generically—and we further noted that is not clear what point of view
the private-sector and academia members could be called upon to
provide if appointed as representatives. We continue to believe this
statute does not clearly and unambiguously call for representative
appointments and that this example underscores the need for OGE
clarification regarding the use of the term representative, as we
recommend.
15. As the draft and final reports state, FACA requires that all committees
be balanced overall in terms of both points of view represented and the
function to be performed. In our view, in order for advisory
committees to be effective, it is important that they are, and are
perceived as being, balanced. The draft and final reports identify
processes that include an evaluation of potential members’ points of
view relevant to the subject matters advisory committees will
consider while focusing on the relevant expertise needed. The
examples in the reports of agency processes that include such targeted
evaluations of points of view ask potential members if they have made
public statements or taken positions on the issue or matters the
committee will consider, including expert legal testimony on the issue
or matters. They also ask the potential members to identify and
describe any reason they may be unable to provide impartial advice on
matters before the committee and any reason their impartiality in the
identified mater might be questioned. We disagree with Interior’s view
that these inquiries would be intrusive, of little practical utility, and
would turn qualified individuals away from government service. We
also disagree with Interior’s view that we are saying that agencies need
to understand all perceived biases of advisory committee members. As
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shown above, the information identified as relevant to members’ points
of view is targeted and focuses on their points of view relevant to the
subject matter to be considered. We disagree that such inquiries will
turn qualified individuals away from government service, evidenced by
the fact that the National Academies and EPA routinely obtain such
relevant information from its prospective members. Finally, we
recognize that representatives are placed on committees because of
their stated stakeholder interests and do not assert that participation of
representatives is improper.
16. We agree that committees, whether composed of representatives or
special government employees, may invite outside experts to provide
information or guidance. However, that does not affect the obligation
agencies have to make appropriate decisions about appointing
members as either representatives or special government employees.
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See comment 2.
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The following are GAO’s comments on the National Aeronautics and Space
Administration’s letter dated March 26, 2004.

GAO Comments

1. NASA’s comments support the appointment of federal advisory
committee members as representative of their fields of expertise on the
basis that some experts would not be able to serve as special
government employees due to financial conflicts of interest. First, this
view conflicts with OGE’s and our view that representatives are not
appropriately appointed to represent fields of expertise (see comment
2 below). Second, this view does not recognize that agencies may grant
waivers to members to serve on advisory committees upon determining
that either (1) the conflict is insignificant or (2) the need for the
member’s expertise outweighs the conflict.1 Our draft and final reports
discuss waivers and some promising practices regarding the disclosure
of such waivers to the public and among committee members.
2. NASA also recommends that the OGE guidance allow for the
appointment of representatives of “stakeholder communities” as well
as individual stakeholder organizations. NASA identifies those that
may represent a community as industry, education, or a particular field
of expertise. We note that OGE guidance on representative
appointments states that representatives may speak for stakeholders—
that is, firms or an industry, labor or agriculture, or for any other
recognizable group of persons with an interest in the matter under
consideration. Thus, we believe that NASA can appoint experts as
representatives to provide the views of, for example, the aerospace
industry—if these experts are to provide stakeholder advice on matters
in which the aerospace industry has an interest. If, however, NASA
wants such experts to provide advice on behalf of the government on
the basis of their individual and expert judgment, the appointments
would be appropriately made as special government employees. These
individuals would then be reviewed for potential financial conflicts of
interest; if conflicts were identified, the conflicts would require
mitigation. Regarding NASA’s support for representatives providing the
views of “stakeholder communities,” we continue to believe that fields
of expertise generally are not appropriately considered to be

1

This view also provides support that OGE clarification on this issue is needed so that
agencies can make appropriate decisions regarding representative appointments to federal
advisory committees.

Page 132

GAO-04-328 Federal Advisory Committees
00300

Case 1:18-cv-00613-WHP Document 26-4 Filed 05/23/18 Page 194 of 627
Appendix XVI
Comments from the National Aeronautics
and Space Administration

stakeholder communities. Specifically, fields of expertise may be
defined as a stakeholder community only in instances where the
subject matter a committee is addressing would have a particular
impact on a field of expertise—for example, biologists, teachers, or
doctors—but not in cases where the experts are called upon to provide
expert advice on the basis of their individual judgment.
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See comment 1.

See comment 2.

See comment 3.

See comment 1.
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See comment 1.

See comment 4.
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See comment 2.
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See comment 3.
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The following are GAO’s comments on the Department of Energy’s letter
dated April 1, 2004.

GAO Comments

1. The first issue that Energy identifies as being of concern vis-à-vis its
perception of “GAO’s advocacy of a ‘one-size-fits-all’ approach” is, in
essence, the governmentwide application of OGE’s criteria for
representative appointments. That is, while Energy does not disagree
that it may be generally inappropriate to appoint advisory committee
members to represent various fields of expertise, the department
believes it is appropriate for its Office of Science to do so on the basis
of the agency’s “unique structure.” Specifically, Energy says that the
Office of Science’s advisory committee members are inherently
representative because the department’s basic research portfolio is
managed according to scientific disciplines (physics, chemistry,
mathematics) and the related advisory committees are “focused on the
health of specific scientific disciplines.” In our view, the department’s
research structure is not unique and does not provide a basis for
appointing experts providing advice on the basis of their best judgment
as representatives. For example, both the National Science Foundation
and NASA manage research portfolios by scientific disciplines, and
they generally appoint members to their scientific and technical
advisory committees appropriately as special government employees.1
We believe Energy’s comments support our view that OGE needs to
clarify its guidance on representative appointments.
2. The second issue that Energy views as our advocacy of a “one-size-fitsall” approach concerns obtaining input on the “selection of committee
membership.” Energy does not specify whether it is addressing (1)
nominations for committee membership from the public, (2) comments
on proposed committee membership, or (3) both of these practices. In
any event, the draft and final reports identify these as promising
practices that are particularly relevant to those committees addressing
sensitive or controversial issues, and not as practices that should be
applied to all committees.

1

NASA's comments in response to this report indicate that NASA does, at least in some
cases, appoint members to represent their expertise. Unlike Energy, NASA cites issues
related to conflicts of interest as a basis for doing so.
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3. Energy states that our interpretation of the term representative is
unpersuasive and would be an unsound basis of guidance for the
department. In elaborating on this perspective, the department makes
two points. First, the department states that it has certain advisory
committees, such as the National Coal Council and the National
Petroleum Council, that it views as clearly representational in that the
members do speak for energy companies or entities that have an
organizational interest in the matter. Energy expresses concern that
the report inadvertently and unnecessarily calls into question the use of
representatives on these committees. We disagree. The draft and final
reports state on page 1 that members of federal advisory committees
may be appointed as (1) special government employees to provide
advice on behalf of the government on the basis of their best judgment
or (2) representatives to provide stakeholder advice. We do not take
issue with representative appointments when the members are, in fact,
appointed to represent a particular interest or view of an entity or
group with an interest in the matter before the committees, and they
are fully informed as to the point of view or interest they are to
represent. Second, Energy questions our view that use of the terms
“represent” or “representative” regarding the membership of advisory
committees does not always clearly indicate that the members are to be
appointed to serve as representatives. In its comments on the draft
report, OGE stated that its guidance does not imply that any use of the
word “represent” or its cognate forms in a statute or other document
means that the members of the committees are not special government
employees. Further, OGE stated that its guidance makes clear that
careful attention to all relevant factors is required in order to determine
whether the committee members are actually intended to serve as
representatives of interest groups. While OGE disagreed with our
recommendation that its guidance needed to be clarified to state that
the term representative in statutes and charters may be used more
generically to identify the appropriate balance of points of view or
expertise and may not be specifying that representative appointments
be made, we believe Energy’s comments on this point provide
additional support for our recommendation.
4. The draft and final reports state that USDA, Energy, and Interior
appoint most or all of the members to their federal advisory
committees as representatives. We believe this statement accurately
describes Energy’s appointments. For example, our draft and final
reports state that in April 2003, Energy’s Acting Assistant General
Counsel for General Law told us that all but one of the department’s
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committees use only representatives members; we indicated that this
one committee expired in June 2003. In its comments on the draft
report, Energy identifies another committee for which DOE appointed
several members in 2004 as special government employees.
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Robin Nazzaro, (202) 512-3841
Christine Fishkin, (202) 512-6895
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GAO’s Mission

The General Accounting Office, the audit, evaluation and investigative arm of
Congress, exists to support Congress in meeting its constitutional responsibilities
and to help improve the performance and accountability of the federal
government for the American people. GAO examines the use of public funds;
evaluates federal programs and policies; and provides analyses,
recommendations, and other assistance to help Congress make informed
oversight, policy, and funding decisions. GAO’s commitment to good government
is reflected in its core values of accountability, integrity, and reliability.
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The fastest and easiest way to obtain copies of GAO documents at no cost is
through the Internet. GAO’s Web site (www.gao.gov) contains abstracts and fulltext files of current reports and testimony and an expanding archive of older
products. The Web site features a search engine to help you locate documents
using key words and phrases. You can print these documents in their entirety,
including charts and other graphics.
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correspondence. GAO posts this list, known as “Today’s Reports,” on its Web site
daily. The list contains links to the full-text document files. To have GAO e-mail
this list to you every afternoon, go to www.gao.gov and select “Subscribe to e-mail
alerts” under the “Order GAO Products” heading.

Order by Mail or Phone

The first copy of each printed report is free. Additional copies are $2 each. A
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as Red, or it would not be categorized
at Severity Level I,
(3) The licensee submits a letter of
intent by December 31, 2005, stating its
intent to transition to 10 CFR 50.48(c).
After December 31, 2005, as
addressed in (3) above, this enforcement
discretion for implementation of
corrective actions for existing identified
noncompliances will not be available
and the requirements of 10 CFR 50.48(b)
(and any other requirements in fire
protection license conditions) will be
enforced in accordance with normal
enforcement practices.
Dated at Rockville, MD, this 11th day of
January, 2005.
For the Nuclear Regulatory Commission.
Annette L. Vietti-Cook,
Secretary of the Commission.
[FR Doc. 05–887 Filed 1–13–05; 8:45 am]
BILLING CODE 7590–01–P

NUCLEAR REGULATORY
COMMISSION
Sunshine Act Meeting Notice
Nuclear Regulatory
Commission.
DATE: Week of January 17, 2005.
PLACE: Commissioners’ Conference
Room, 11555 Rockville Pike, Rockville,
Maryland.
STATUS: Public.
ADDITIONAL MATTERS TO BE CONSIDERED:
AGENCY:

Week of January 17, 2005
Tuesday, January 18, 2005
9:55 a.m. Affirmation Session (Public
Meeting) (Tentative).
a. System Energy Resources Inc.
(Early Site Permit for Grand Gulf
Nuclear Site), Docket Number 52–009,
Appeal by National Association for the
Advancement of Colored People—
Claiborne County, Mississippi Branch,
Nuclear Information Service, Public
Citizen, and Mississippi Chapter of the
Sierra Club from LBP–04–19.
(Tentative).
b. Louisiana Energy Services, L.P.
(National Enrichment Facility)
(Tentative).
*The schedule for Commission
meetings is subject to change on short
notice. To verify the status of meetings
call (recording)—(301) 415–1292.
Contact person for more information:
Dave Gamberoni, (301) 415–1651.
*
*
*
*
*
The NRC Commission Meeting
Schedule can be found on the Internet
at: http://www.nrc.gov/what-we-do/
policy-making/schedule.html.
*
*
*
*
*

The NRC provides reasonable
accommodation to individuals with
disabilities where appropriate. If you
need a reasonable accommodation to
participate in these public meetings, or
need this meeting notice or the
transcript or other information from the
public meetings in another format (e.g.
braille, large print), please notify the
NRC’s Disability Program Coordinator,
August Spector, at (301) 415–7080,
TDD: (301) 415–2100, or by e-mail at
aks@nrc.gov. Determinations on
requests for reasonable accommodation
will be made on a case-by-case basis.
*
*
*
*
*
This notice is distributed by mail to
several hundred subscribers; if you no
longer wish to receive it, or would like
to be added to the distribution, please
contact the Office of the Secretary,
Washington, DC 20555 (301) 415–1969).
In addition, distribution of this meeting
notice over the Internet system is
available. If you are interested in
receiving this Commission meeting
schedule electronically, please send an
electronic message to dkw@nrc.gov.
Dated: January 11, 2005.
Dave Gamberoni,
Office of the Secretary.
[FR Doc. 05–890 Filed 1–12–05; 9:32 am]
BILLING CODE 7590–01–M

OFFICE OF MANAGEMENT AND
BUDGET
Final Information Quality Bulletin for
Peer Review
Office of Management and
Budget, Executive Office of the
President.
ACTION: Final bulletin.
AGENCY:

On December 16, 2004, the
Office of Management and Budget
(OMB), in consultation with the Office
of Science and Technology Policy
(OSTP), issued its Final Information
Quality Bulletin for Peer Review to the
heads of departments and agencies
(available at http://
www.whitehouse.gov/omb/memoranda/
fy2005/m05–03.html). This new
guidance is designed to realize the
benefits of meaningful peer review of
the most important science
disseminated by the Federal
Government. It is part of an ongoing
effort to improve the quality, objectivity,
utility, and integrity of information
disseminated by the Federal
Government to the public. This final
bulletin has benefited from an extensive
stakeholder process. OMB originally
requested comment on its ‘‘Proposed

SUMMARY:

Bulletin on Peer Review and
Information Quality,’’ published in the
Federal Register on September 15, 2003.
OMB received 187 public comments
during the comment period (available at
http://www.whitehouse.gov/omb/
inforeg/2003iq/iq_list.html). In addition,
to improve the draft Bulletin, OMB
encouraged federal agencies to sponsor
a public workshop at the National
Academy of Sciences (NAS). The NAS
workshop (November 18, 2003, at the
National Academies in Washington, DC)
attracted several hundred participants,
including leaders in the scientific
community (available at http://
www7.nationalacademies.org/stl/
STL_Peer_Review_Agenda.html). OMB
also participated in outreach activities
with major scientific organizations and
societies that had expressed specific
interest in the draft Bulletin. A formal
interagency review of the draft Bulletin,
resulting in detailed comments from
numerous Federal departments and
agencies, was undertaken in
collaboration with the White House
Office of Science and Technology
Policy. In light of the substantial interest
in the Bulletin, including a wide range
of constructive criticisms of the initial
draft, OMB decided to issue a revised
draft for further comment. This revised
draft was published in the Federal
Register on April 28, 2004, and solicited
a second round of public comment. The
revised draft stimulated a much smaller
number of comments (57) (available at:
http://www.whitehouse.gov/omb/
inforeg/peer2004/list_peer2004.html).
OMB’s response to the additional
criticisms, suggestions, and refinements
offered for consideration is available at:
http://www.whitehouse.gov/omb/
inforeg/peer2004/peer_response.pdf.
The final Bulletin includes refinements
that strike a balance among the diverse
perspectives expressed during the
comment period. Part I of the
SUPPLEMENTARY INFORMATION below
provides background. Part II provides
the text of the final Bulletin.
The requirements of this
Bulletin, with the exception of those in
Section V (Peer Review Planning), apply
to information disseminated on or after
June 16, 2005. However, they do not
apply to information for which an
agency has already provided a draft
report and an associated charge to peer
reviewers. The requirements in Section
V regarding ‘‘highly influential
scientific assessments’’ are effective
June 16, 2005. The requirements in
Section V regarding ‘‘influential
scientific information’’ are effective
December 16, 2005.

DATES:
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Dr.
Margo Schwab, Office of Information
and Regulatory Affairs, Office of
Management and Budget, 725 17th
Street, NW., New Executive Office
Building, Room 10201, Washington, DC
20503. Telephone (202) 395–5647 or
email: OMB_peer_review@omb.eop.gov.
SUPPLEMENTARY INFORMATION:
FOR FURTHER INFORMATION CONTACT:

Introduction
This Bulletin establishes that
important scientific information shall be
peer reviewed by qualified specialists
before it is disseminated by the Federal
government. We published a proposed
Bulletin on September 15, 2003. Based
on public comments, we published a
revised proposal for additional
comment on April 28, 2004. We are now
finalizing the April version, with minor
revisions responsive to the public’s
comments.
The purpose of the Bulletin is to
enhance the quality and credibility of
the government’s scientific information.
We recognize that different types of peer
review are appropriate for different
types of information. Under this
Bulletin, agencies are granted broad
discretion to weigh the benefits and
costs of using a particular peer review
mechanism for a specific information
product. The selection of an appropriate
peer review mechanism for scientific
information is left to the agency’s
discretion. Various types of information
are exempted from the requirements of
this Bulletin, including time-sensitive
health and safety determinations, in
order to ensure that peer review does
not unduly delay the release of urgent
findings.
This Bulletin also applies stricter
minimum requirements for the peer
review of highly influential scientific
assessments, which are a subset of
influential scientific information. A
scientific assessment is an evaluation of
a body of scientific or technical
knowledge that typically synthesizes
multiple factual inputs, data, models,
assumptions, and/or applies best
professional judgment to bridge
uncertainties in the available
information. To ensure that the Bulletin
is not too costly or rigid, these
requirements for more intensive peer
review apply only to the more important
scientific assessments disseminated by
the Federal government.
Even for these highly influential
scientific assessments, the Bulletin
leaves significant discretion to the
agency formulating the peer review
plan. In general, an agency conducting
a peer review of a highly influential
scientific assessment must ensure that
the peer review process is transparent

by making available to the public the
written charge to the peer reviewers, the
peer reviewers’ names, the peer
reviewers’ report(s), and the agency’s
response to the peer reviewers’ report(s).
The agency selecting peer reviewers
must ensure that the reviewers possess
the necessary expertise. In addition, the
agency must address reviewers’
potential conflicts of interest (including
those stemming from ties to regulated
businesses and other stakeholders) and
independence from the agency. This
Bulletin requires agencies to adopt or
adapt the committee selection policies
employed by the National Academy of
Sciences (NAS) 1 when selecting peer
reviewers who are not government
employees. Those that are government
employees are subject to federal ethics
requirements. The use of a transparent
process, coupled with the selection of
qualified and independent peer
reviewers, should improve the quality of
government science while promoting
public confidence in the integrity of the
government’s scientific products.
Peer Review
Peer review is one of the important
procedures used to ensure that the
quality of published information meets
the standards of the scientific and
technical community. It is a form of
deliberation involving an exchange of
judgments about the appropriateness of
methods and the strength of the author’s
inferences.2 Peer review involves the
review of a draft product for quality by
specialists in the field who were not
involved in producing the draft.
The peer reviewer’s report is an
evaluation or critique that is used by the
authors of the draft to improve the
product. Peer review typically evaluates
the clarity of hypotheses, the validity of
the research design, the quality of data
collection procedures, the robustness of
the methods employed, the
appropriateness of the methods for the
hypotheses being tested, the extent to
which the conclusions follow from the
analysis, and the strengths and
limitations of the overall product.
Peer review has diverse purposes.
Editors of scientific journals use
reviewer comments to help determine
whether a draft scientific article is of
sufficient quality, importance, and
interest to a field of study to justify
1 National Academy of Sciences, ‘‘Policy and
Procedures on Committee Composition and Balance
and Conflicts of Interest for Committees Used in the
Development of Reports,’’ May 2003: Available at:
http://www.nationalacademies.org/coi/index.html.
2 Carnegie Commission on Science, Technology,
and Government, Risk and the Environment:
Improving Regulatory Decision Making, Carnegie
Commission, New York, 1993: 75.

publication. Research funding
organizations often use peer review to
evaluate research proposals. In addition,
some Federal agencies make use of peer
review to obtain evaluations of draft
information that contains important
scientific determinations.
Peer review should not be confused
with public comment and other
stakeholder processes. The selection of
participants in a peer review is based on
expertise, with due consideration of
independence and conflict of interest.
Furthermore, notice-and-comment
procedures for agency rulemaking do
not provide an adequate substitute for
peer review, as some experts—
especially those most knowledgeable in
a field—may not file public comments
with Federal agencies.
The critique provided by a peer
review often suggests ways to clarify
assumptions, findings, and conclusions.
For instance, peer reviews can filter out
biases and identify oversights,
omissions, and inconsistencies.3 Peer
review also may encourage authors to
more fully acknowledge limitations and
uncertainties. In some cases, reviewers
might recommend major changes to the
draft, such as refinement of hypotheses,
reconsideration of research design,
modifications of data collection or
analysis methods, or alternative
conclusions. However, peer review does
not always lead to specific
modifications in the draft product. In
some cases, a draft is in excellent shape
prior to being submitted for review. In
others, the authors do not concur with
changes suggested by one or more
reviewers.
Peer review may take a variety of
forms, depending upon the nature and
importance of the product. For example,
the reviewers may represent one
scientific discipline or a variety of
disciplines; the number of reviewers
may range from a few to more than a
dozen; the names of each reviewer may
be disclosed publicly or may remain
anonymous (e.g., to encourage candor);
the reviewers may be blinded to the
authors of the report or the names of the
authors may be disclosed to the
reviewers; the reviewers may prepare
individual reports or a panel of
reviewers may be constituted to produce
a collaborative report; panels may do
their work electronically or they may
meet together in person to discuss and
prepare their evaluations; and reviewers
may be compensated for their work or
they may donate their time as a
3 William W. Lowrance, Modern Science and
Human Values, Oxford University Press, New York,
NY 1985: 85.
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contribution to science or public
service.
For large, complex reports, different
reviewers may be assigned to different
chapters or topics. Such reports may be
reviewed in stages, sometimes with
confidential reviews that precede a
public process of panel review. As part
of government-sponsored peer review,
there may be opportunity for written
and/or oral public comments on the
draft product.
The results of peer review are often
only one of the criteria used to make
decisions about journal publication,
grant funding, and information
dissemination. For instance, the editors
of scientific journals (rather than the
peer reviewers) make final decisions
about a manuscript’s appropriateness
for publication based on a variety of
considerations. In research-funding
decisions, the reports of peer reviewers
often play an important role, but the
final decisions about funding are often
made by accountable officials based on
a variety of considerations. Similarly,
when a government agency sponsors
peer review of its own draft documents,
the peer review reports are an important
factor in information dissemination
decisions but rarely are the sole
consideration. Agencies are not
expected to cede their discretion with
regard to dissemination or use of
information to peer reviewers;
accountable agency officials must make
the final decisions.
The Need for Stronger Peer Review
Policies
There are a multiplicity of science
advisory procedures used at Federal
agencies and across the wide variety of
scientific products prepared by
agencies.4 In response to congressional
inquiry, the U.S. General Accounting
Office (now the Government
Accountability Office) documented the
variability in both the definition and
implementation of peer review across
agencies.5 The Carnegie Commission on
Science, Technology and Government 6
has highlighted the importance of
‘‘internal’’ scientific advice (within the
agency) and ‘‘external’’ advice (through
scientific advisory boards and other
mechanisms).
A wide variety of authorities have
argued that peer review practices at
4 Sheila Jasanoff, The Fifth Branch: Science
Advisors as Policy Makers, Harvard University
Press, Boston, 1990.
5 U.S. General Accounting Office, Federal
Research: Peer Review Practices at Federal Agencies
Vary, GAO/RCED–99–99, Washington, DC, 1999.
6 Carnegie Commission on Science, Technology,
and Government, Risk and the Environment:
Improving Regulatory Decision Making, Carnegie
Commission, New York, 1993: 90.

federal agencies need to be
strengthened.7 Some arguments focus
on specific types of scientific products
(e.g., assessments of health, safety and
environmental hazards).8 The
Congressional/Presidential Commission
on Risk Assessment and Risk
Management suggests that ‘‘peer review
of economic and social science
information should have as high a
priority as peer review of health,
ecological, and engineering
information.’’ 9
Some agencies have formal peer
review policies, while others do not.
Even agencies that have such policies
do not always follow them prior to the
release of important scientific products.
Prior to the development of this
Bulletin, there were no governmentwide standards concerning when peer
review is required and, if required, what
type of peer review processes are
appropriate. No formal interagency
mechanism existed to foster crossagency sharing of experiences with peer
review practices and policies. Despite
the importance of peer review for the
credibility of agency scientific products,
the public lacked a consistent way to
determine when an important scientific
information product is being developed
by an agency, the type of peer review
planned for that product, or whether
there would be an opportunity to
provide comments and data to the
reviewers.
This Bulletin establishes minimum
standards for when peer review is
7 National Academy of Sciences, Peer Review in
the Department of Energy—Office of Science and
Technology, Interim Report, National Academy
Press, Washington, DC, 1997; National Academy of
Sciences, Peer Review in Environmental Technology
Development: The Department of Energy—Office of
Science and Technology, National Academy Press,
Washington, DC, 1998; National Academy of
Sciences, Strengthening Science at the U.S.
Environmental Protection Agency: ResearchManagement and Peer-Review Practices, National
Academy Press, Washington, DC, 2000; U.S.
General Accounting Office, EPA’s Science Advisory
Board Panels: Improved Policies and Procedures
Needed to Ensure Independence and Balance,
GAO–01–536, Washington, DC, 2001; U.S.
Environmental Protection Agency, Office of
Inspector General, Pilot Study: Science in Support
of Rulemaking 2003–P–00003, Washington, DC,
2002; Carnegie Commission on Science,
Technology, and Government, In the National
Interest: The Federal Government in the Reform of
K–12 Math and Science Education, Carnegie
Commission, New York, 1991; U.S. General
Accounting Office, Endangered Species Program:
Information on How Funds Are Allocated and What
Activities are Emphasized, GAO–02–581,
Washington, DC, 2002.
8 National Research Council, Science and
Judgment in Risk Assessment, National Academy
Press, Washington, DC, 1994.
9 Presidential/Congressional Commission on Risk
Assessment and Risk Management, Risk
Commission Report, Volume 2, Risk Assessment
and Risk Management in Regulatory DecisionMaking, 1997:103.

required for scientific information and
the types of peer review that should be
considered by agencies in different
circumstances. It also establishes a
transparent process for public
disclosure of peer review planning,
including a Web-accessible description
of the peer review plan that the agency
has developed for each of its
forthcoming influential scientific
disseminations.
Legal Authority for the Bulletin
This Bulletin is issued under the
Information Quality Act and OMB’s
general authorities to oversee the quality
of agency information, analyses, and
regulatory actions. In the Information
Quality Act, Congress directed OMB to
issue guidelines to ‘‘provide policy and
procedural guidance to Federal agencies
for ensuring and maximizing the
quality, objectivity, utility and integrity
of information’’ disseminated by Federal
agencies. Public Law No. 106–554,
§ 515(a). The Information Quality Act
was developed as a supplement to the
Paperwork Reduction Act, 44 U.S.C.
3501 et seq., which requires OMB,
among other things, to ‘‘develop and
oversee the implementation of policies,
principles, standards, and guidelines to
* * * apply to Federal agency
dissemination of public information.’’ In
addition, Executive Order 12866, 58 FR
51,735 (Oct. 4, 1993), establishes that
OIRA is ‘‘the repository of expertise
concerning regulatory issues,’’ and it
directs OMB to provide guidance to the
agencies on regulatory planning. E.O.
12866, § 2(b). The Order also requires
that ‘‘[e]ach agency shall base its
decisions on the best reasonably
obtainable scientific, technical,
economic, or other information.’’ E.O.
12866, § 1(b)(7). Finally, OMB has
authority in certain circumstances to
manage the agencies under the purview
of the President’s Constitutional
authority to supervise the unitary
Executive Branch. All of these
authorities support this Bulletin.
The Requirements of This Bulletin
This Bulletin addresses peer review of
scientific information disseminations
that contain findings or conclusions that
represent the official position of one or
more agencies of the Federal
government.
Section I: Definitions
Section I provides definitions that are
central to this Bulletin. Several terms
are identical to or based on those used
in OMB’s government-wide information
quality guidelines, 67 FR 8452 (Feb. 22,
2002), and the Paperwork Reduction
Act, 44 U.S.C. 3501 et seq.
00314
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The term ‘‘Administrator’’ means the
Administrator of the Office of
Information and Regulatory Affairs in
the Office of Management and Budget
(OIRA).
The term ‘‘agency’’ has the same
meaning as in the Paperwork Reduction
Act, 44 U.S.C. 3502(1).
The term ‘‘Information Quality Act’’
means Section 515 of Public Law 106–
554 (Pub. L. No. 106–554, § 515, 114
Stat. 2763, 2763A–153–154 (2000)).
The term ‘‘dissemination’’ means
agency initiated or sponsored
distribution of information to the
public. Dissemination does not include
distribution limited to government
employees or agency contractors or
grantees; intra-or inter-agency use or
sharing of government information; or
responses to requests for agency records
under the Freedom of Information Act,
the Privacy Act, the Federal Advisory
Committee Act, the Government
Performance and Results Act, or similar
laws. This definition also excludes
distribution limited to correspondence
with individuals or persons, press
releases, archival records, public filings,
subpoenas and adjudicative processes.
In the context of this Bulletin, the
definition of ‘‘dissemination’’ modifies
the definition in OMB’s governmentwide information quality guidelines to
address the need for peer review prior
to official dissemination of the
information product. Accordingly,
under this Bulletin, ‘‘dissemination’’
also excludes information distributed
for peer review in compliance with this
Bulletin or shared confidentially with
scientific colleagues, provided that the
distributing agency includes an
appropriate and clear disclaimer on the
information, as explained more fully
below. Finally, the Bulletin does not
directly cover information supplied to
the government by third parties (e.g.,
studies by private consultants,
companies and private, non-profit
organizations, or research institutions
such as universities). However, if an
agency plans to disseminate information
supplied by a third party (e.g., using this
information as the basis for an agency’s
factual determination that a particular
behavior causes a disease), the
requirements of the Bulletin apply, if
the dissemination is ‘‘influential’’.
In cases where a draft report or other
information is released by an agency
solely for purposes of peer review, a
question may arise as to whether the
draft report constitutes an official
‘‘dissemination’’ under informationquality guidelines. Section I instructs
agencies to make this clear by
presenting the following disclaimer in
the report:

This information is distributed solely for the
purpose of pre-dissemination peer review
under applicable information quality
guidelines. It has not been formally
disseminated by [the agency]. It does not
represent and should not be construed to
represent any agency determination or
policy.

In cases where the information is
highly relevant to specific policy or
regulatory deliberations, this disclaimer
shall appear on each page of a draft
report. Agencies also shall discourage
state, local, international and private
organizations from using information in
draft reports that are undergoing peer
review. Draft influential scientific
information presented at scientific
meetings or shared confidentially with
colleagues for scientific input prior to
peer review shall include the
disclaimer: ‘‘The Findings and
Conclusions in This Report
(Presentation) Have Not Been Formally
Disseminated by [The Agency] and
Should Not Be Construed to Represent
Any Agency Determination or Policy.’’
An information product is not
covered by the Bulletin unless it
represents an official view of one or
more departments or agencies of the
Federal government. Accordingly, for
the purposes of this Bulletin,
‘‘dissemination’’ excludes research
produced by government-funded
scientists (e.g., those supported
extramurally or intramurally by Federal
agencies or those working in state or
local governments with Federal support)
if that information is not represented as
the views of a department or agency
(i.e., they are not official government
disseminations). For influential
scientific information that does not have
the imprimatur of the Federal
government, scientists employed by the
Federal government are required to
include in their information product a
clear disclaimer that ‘‘the findings and
conclusions in this report are those of
the author(s) and do not necessarily
represent the views of the funding
agency.’’ A similar disclaimer is advised
for non-government employees who
publish government-funded research.
For the purposes of the peer review
Bulletin, the term ‘‘scientific
information’’ means factual inputs, data,
models, analyses, technical information,
or scientific assessments related to such
disciplines as the behavioral and social
sciences, public health and medical
sciences, life and earth sciences,
engineering, or physical sciences. This
includes any communication or
representation of knowledge such as
facts or data, in any medium or form,
including textual, numerical, graphic,
cartographic, narrative, or audiovisual

forms. This definition includes
information that an agency disseminates
from a Web page, but does not include
the provision of hyperlinks on a Web
page to information that others
disseminate. This definition excludes
opinions, where the agency’s
presentation makes clear that an
individual’s opinion, rather than a
statement of fact or of the agency’s
findings and conclusions, is being
offered.
The term ‘‘influential scientific
information’’ means scientific
information the agency reasonably can
determine will have or does have a clear
and substantial impact on important
public policies or private sector
decisions. In the term ‘‘influential
scientific information,’’ the term
‘‘influential’’ should be interpreted
consistently with OMB’s governmentwide information quality guidelines and
the information quality guidelines of the
agency. Information dissemination can
have a significant economic impact even
if it is not part of a rulemaking. For
instance, the economic viability of a
technology can be influenced by the
government’s characterization of its
attributes. Alternatively, the Federal
government’s assessment of risk can
directly or indirectly influence the
response actions of state and local
agencies or international bodies.
One type of scientific information is
a scientific assessment. For the purposes
of this Bulletin, the term ‘‘scientific
assessment’’ means an evaluation of a
body of scientific or technical
knowledge, which typically synthesizes
multiple factual inputs, data, models,
assumptions, and/or applies best
professional judgment to bridge
uncertainties in the available
information. These assessments include,
but are not limited to, state-of-science
reports; technology assessments; weightof-evidence analyses; meta-analyses;
health, safety, or ecological risk
assessments; toxicological
characterizations of substances;
integrated assessment models; hazard
determinations; or exposure
assessments. Such assessments often
draw upon knowledge from multiple
disciplines. Typically, the data and
models used in scientific assessments
have already been subject to some form
of peer review (e.g., refereed journal
peer review or peer review under
Section II of this Bulletin).
Section II: Peer Review of Influential
Scientific Information
Section II requires each agency to
subject ‘‘influential’’ scientific
information to peer review prior to
dissemination. For dissemination of
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influential scientific information,
Section II provides agencies broad
discretion in determining what type of
peer review is appropriate and what
procedures should be employed to
select appropriate reviewers. Agencies
are directed to chose a peer review
mechanism that is adequate, giving due
consideration to the novelty and
complexity of the science to be
reviewed, the relevance of the
information to decision making, the
extent of prior peer reviews, and the
expected benefits and costs of
additional review.
The National Academy of Public
Administration suggests that the
intensity of peer review should be
commensurate with the significance of
the information being disseminated and
the likely implications for policy
decisions.10 Furthermore, agencies need
to consider tradeoffs between depth of
peer review and timeliness.11 More
rigorous peer review is necessary for
information that is based on novel
methods or presents complex challenges
for interpretation. Furthermore, the
need for rigorous peer review is greater
when the information contains
precedent-setting methods or models,
presents conclusions that are likely to
change prevailing practices, or is likely
to affect policy decisions that have a
significant impact.
This tradeoff can be considered in a
benefit-cost framework. The costs of
peer review include both the direct
costs of the peer review activity and
those stemming from potential delay in
government and private actions that can
result from peer review. The benefits of
peer review are equally clear: the
insights offered by peer reviewers may
lead to policy with more benefits and/
or fewer costs. In addition to
contributing to strong science, peer
review, if performed fairly and
rigorously, can build consensus among
stakeholders and reduce the temptation
for courts and legislators to secondguess or overturn agency actions.12
While it will not always be easy for
agencies to quantify the benefits and
costs of peer review, agencies are
10 National Academy of Public Administration,
Setting Priorities, Getting Results: A New Direction
for EPA, National Academy Press, Washington, DC,
1995:23.
11 Presidential/Congressional Commission on
Risk Assessment and Risk Management, Risk
Commission Report, 1997.
12 Mark R. Powell, Science at EPA: Information in
the Regulatory Process, Resources for the Future,
Washington, DC, 1999: 148, 176; Sheila Jasanoff,
The Fifth Branch: Science Advisors as Policy
Makers, Harvard University Press, Boston, 1990:
242.

encouraged to approach peer review
from a benefit-cost perspective.
Regardless of the peer review
mechanism chosen, agencies should
strive to ensure that their peer review
practices are characterized by both
scientific integrity and process integrity.
‘‘Scientific integrity,’’ in the context of
peer review, refers to such issues as
‘‘expertise and balance of the panel
members; the identification of the
scientific issues and clarity of the charge
to the panel; the quality, focus and
depth of the discussion of the issues by
the panel; the rationale and
supportability of the panel’s findings;
and the accuracy and clarity of the
panel report.’’ ‘‘Process integrity’’
includes such issues as ‘‘transparency
and openness, avoidance of real or
perceived conflicts of interest, a
workable process for public comment
and involvement,’’ and adherence to
defined procedures.13
When deciding what type of peer
review mechanism is appropriate for a
specific information product, agencies
will need to consider at least the
following issues: Individual versus
panel review; timing; scope of the
review; selection of reviewers;
disclosure and attribution; public
participation; disposition of reviewer
comments; and adequacy of prior peer
review.
Individual Versus Panel Review
Letter reviews by several experts
generally will be more expeditious than
convening a panel of experts. Individual
letter reviews are more appropriate
when a draft document covers only one
discipline or when premature disclosure
of a sensitive report to a public panel
could cause harm to government or
private interests. When time and
resources warrant, panels are preferable,
as they tend to be more deliberative
than individual letter reviews and the
reviewers can learn from each other.
There are also multi-stage processes in
which confidential letter reviews are
conducted prior to release of a draft
document for public notice and
comment, followed by a formal panel
review. These more rigorous and
expensive processes are particularly
valuable for highly complex,
multidisciplinary, and more important
documents, especially those that are
novel or precedent-setting.
Timing of Peer Review
As a general rule, it is most useful to
consult with peers early in the process
13 ILSI Risk Sciences Institute, ‘‘Policies and
Procedures: Model Peer Review Center of
Excellence,’’ 2002: 4. Available at http://rsi.ilsi.org/
file/Policies&Procedures.pdf.

of producing information. For example,
in the context of risk assessments, it is
valuable to have the choice of input data
and the specification of the model
reviewed by peers before the agency
invests time and resources in
implementing the model and
interpreting the results. ‘‘Early’’ peer
review occurs in time to ‘‘focus
attention on data inadequacies in time
for corrections.
When an information product is a
critical component of rule-making, it is
important to obtain peer review before
the agency announces its regulatory
options so that any technical corrections
can be made before the agency becomes
invested in a specific approach or the
positions of interest groups have
hardened. If review occurs too late, it is
unlikely to contribute to the course of a
rulemaking. Furthermore, investing in a
more rigorous peer review early in the
process ‘‘may provide net benefit by
reducing the prospect of challenges to a
regulation that later may trigger time
consuming and resource-draining
litigation.’’ 14
Scope of the Review
The ‘‘charge’’ contains the
instructions to the peer reviewers
regarding the objective of the peer
review and the specific advice sought.
The importance of the information,
which shapes the goal of the peer
review, influences the charge. For
instance, the goal of the review might be
to determine the utility of a body of
literature for drawing certain
conclusions about the feasibility of a
technology or the safety of a product. In
this context, an agency might ask
reviewers to determine the relevance of
conclusions drawn in one context for
other contexts (e.g., different exposure
conditions or patient populations).
The charge to the reviewers should be
determined in advance of the selection
of the reviewers. In drafting the charge,
it is important to remember the
strengths and limitations of peer review.
Peer review is most powerful when the
charge is specific and steers the
reviewers to specific technical questions
while also directing reviewers to offer a
broad evaluation of the overall product.
Uncertainty is inherent in science,
and in many cases individual studies do
not produce conclusive evidence. Thus,
when an agency generates a scientific
14 Fred Anderson, Mary Ann Chirba Martin, E
Donald Elliott, Cynthia Farina, Ernest Gellhorn,
John D. Graham, C. Boyden Gray, Jeffrey Holmstead,
Ronald M. Levin, Lars Noah, Katherine Rhyne,
Jonathan Baert Wiener, ‘‘Regulatory Improvement
Legislation: Risk Assessment, Cost-Benefit Analysis,
and Judicial Review,’’ Duke Environmental Law and
Policy Forum, Fall 2000, vol. XI (1): 132.
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assessment, it is presenting its scientific
judgment about the accumulated
evidence rather than scientific fact.15
Specialists attempt to reach a consensus
by weighing the accumulated evidence.
Peer reviewers can make an important
contribution by distinguishing scientific
facts from professional judgments.
Furthermore, where appropriate,
reviewers should be asked to provide
advice on the reasonableness of
judgments made from the scientific
evidence. However, the charge should
make clear that the reviewers are not to
provide advice on the policy (e.g., the
amount of uncertainty that is acceptable
or the amount of precaution that should
be embedded in an analysis). Such
considerations are the purview of the
government.16
The charge should ask that peer
reviewers ensure that scientific
uncertainties are clearly identified and
characterized. Since not all
uncertainties have an equal effect on the
conclusions drawn, reviewers should be
asked to ensure that the potential
implications of the uncertainties for the
technical conclusions drawn are clear.
In addition, peer reviewers might be
asked to consider value-of-information
analyses that identify whether more
research is likely to decrease key
uncertainties.17 Value-of-information
analysis was suggested for this purpose
in the report of the Presidential/
Congressional Commission on Risk
Assessment and Risk Management.18 A
description of additional research that
would appreciably influence the
conclusions of the assessment can help
an agency assess and target subsequent
efforts.
Selection of Reviewers
Expertise. The most important factor
in selecting reviewers is expertise:
ensuring that the selected reviewer has
the knowledge, experience, and skills
necessary to perform the review.
Agencies shall ensure that, in cases
where the document being reviewed
spans a variety of scientific disciplines
or areas of technical expertise, reviewers
who represent the necessary spectrum
of knowledge are chosen. For instance,
expertise in applied mathematics and
15 Mark R. Powell, Science at EPA: Information in
the Regulatory Process, Resources for the Future,
Washington, DC, 1999: 139.
16 Ibid.
17 Granger Morgan and Max Henrion, ‘‘The Value
of Knowing How Little You Know,’’ Uncertainty: A
Guide to Dealing with Uncertainty in Quantitative
Risk and Policy Analysis, Cambridge University
Press, 1990: 307.
18 Presidential/Congressional Commission on
Risk Assessment and Risk Management, Risk
Commission Report, 1997, Volume 1: 39, Volume 2:
91.

statistics is essential in the review of
models, thereby allowing an audit of
calculations and claims of significance
and robustness based on the numeric
data.19 For some reviews, evaluation of
biological plausibility is as important as
statistical modeling. Agencies shall
consider requesting that the public,
including scientific and professional
societies, nominate potential reviewers.
Balance. While expertise is the
primary consideration, reviewers should
also be selected to represent a diversity
of scientific perspectives relevant to the
subject. On most controversial issues,
there exists a range of respected
scientific viewpoints regarding
interpretation of the available literature.
Inviting reviewers with competing
views on the science may lead to a
sharper, more focused peer review.
Indeed, as a final layer of review, some
organizations (e.g., the National
Academy of Sciences) specifically
recruit reviewers with strong opinions
to test the scientific strength and
balance of their reports. The NAS policy
on committee composition and
balance 20 highlights important
considerations associated with
perspective, bias, and objectivity.
Independence. In its narrowest sense,
independence in a reviewer means that
the reviewer was not involved in
producing the draft document to be
reviewed. However, for peer review of
some documents, a broader view of
independence is necessary to assure
credibility of the process. Reviewers are
generally not employed by the agency or
office producing the document. As the
National Academy of Sciences has
stated, ‘‘external experts often can be
more open, frank, and challenging to the
status quo than internal reviewers, who
may feel constrained by organizational
concerns.’’ 21 The Carnegie Commission
on Science, Technology, and
Government notes that ‘‘external science
advisory boards serve a critically
important function in providing
regulatory agencies with expert advice
on a range of issues.’’ 22 However, the
choice of reviewers requires a case-by19 William W. Lowrance, Modern Science and
Human Values, Oxford University Press, New York,
NY 1985: 86.
20 National Academy of Sciences, ‘‘Policy and
Procedures on Committee Composition and Balance
and Conflicts of Interest for Committees Used in the
Development of Reports,’’ May 2003: Available at:
http://www.nationalacademies.org/coi/index.html.
21 National Research Council, Peer Review in
Environmental Technology Development Programs:
The Department of Energy’s Office of Science and
Technology, National Academy Press, Washington,
DC, 1998: 3.
22 Carnegie Commission on Science, Technology,
and Government, Risk and the Environment:
Improving Regulatory Decision Making, Carnegie
Commission, New York, 1993: 90.

case analysis. Reviewers employed by
other Federal and state agencies may
possess unique or indispensable
expertise.
A related issue is whether
government-funded scientists in
universities and consulting firms have
sufficient independence from the
federal agencies that support their work
to be appropriate peer reviewers for
those agencies.23 This concern can be
mitigated in situations where the
scientist initiates the hypothesis to be
tested or the method to be developed,
which effectively creates a buffer
between the scientist and the agency.
When an agency awards grants through
a competitive process that includes peer
review, the agency’s potential to
influence the scientist’s research is
limited. As such, when a scientist is
awarded a government research grant
through an investigator-initiated, peerreviewed competition, there generally
should be no question as to that
scientist’s ability to offer independent
scientific advice to the agency on other
projects. This contrasts, for example, to
a situation in which a scientist has a
consulting or contractual arrangement
with the agency or office sponsoring a
peer review. Likewise, when the agency
and a researcher work together (e.g.,
through a cooperative agreement) to
design or implement a study, there is
less independence from the agency.
Furthermore, if a scientist has
repeatedly served as a reviewer for the
same agency, some may question
whether that scientist is sufficiently
independent from the agency to be
employed as a peer reviewer on agencysponsored projects.
As the foregoing suggests,
independence poses a complex set of
questions that must be considered by
agencies when peer reviewers are
selected. In general, agencies shall make
an effort to rotate peer review
responsibilities across the available pool
of qualified reviewers, recognizing that
in some cases repeated service by the
same reviewer is needed because of
essential expertise.
Some agencies have built entire
organizations to provide independent
scientific advice while other agencies
tend to employ ad hoc scientific panels
on specific issues. Respect for the
independence of reviewers may be
enhanced if an agency collects names of
potential reviewers (based on
considerations of expertise and
reputation for objectivity) from the
23 Lars Noah, ‘‘Scientific ‘Republicanism’: Expert
Peer Review and the Quest for Regulatory
Deliberation, Emory Law Journal, Atlanta, Fall
2000:1066.
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public, including scientific or
professional societies. The Department
of Energy’s use of the American Society
of Mechanical Engineers to identify
potential peer reviewers from a variety
of different scientific societies provides
an example of how professional
societies can assist in the development
of an independent peer review panel.24
Conflict of Interest. The National
Academy of Sciences defines ‘‘conflict
of interest’’ as any financial or other
interest that conflicts with the service of
an individual on the review panel
because it could impair the individual’s
objectivity or could create an unfair
competitive advantage for a person or
organization.25 This standard provides a
useful benchmark for agencies to
consider in selecting peer reviewers.
Agencies shall make a special effort to
examine prospective reviewers’
potential financial conflicts, including
significant investments, consulting
arrangements, employer affiliations and
grants/contracts. Financial ties of
potential reviewers to regulated entities
(e.g., businesses), other stakeholders,
and regulatory agencies shall be
scrutinized when the information being
reviewed is likely to be relevant to
regulatory policy. The inquiry into
potential conflicts goes beyond financial
investments and business relationships
and includes work as an expert witness,
consulting arrangements, honoraria and
sources of grants and contracts. To
evaluate any real or perceived conflicts
of interest with potential reviewers and
questions regarding the independence of
reviewers, agencies are referred to
federal ethics requirements, applicable
standards issued by the Office of
Government Ethics, and the prevailing
practices of the National Academy of
Sciences. Specifically, peer reviewers
who are Federal employees (including
special government employees) are
subject to Federal requirements
governing conflicts of interest. See, e.g.,
18 U.S.C. 208; 5 CFR part 2635 (2004).
With respect to reviewers who are not
Federal employees, agencies shall adopt
or adapt the NAS policy for committee
selection with respect to evaluating
conflicts of interest.26 Both the NAS and
the Federal government recognize that
under certain circumstances some
24 American Society for Mechanical Engineers,
Assessment of Technologies Supported by the
Office of Science and Technology, Department of
Energy: Results of the Peer Review for Fiscal Year
2002, ASME Technical Publishing, Danvers, MA,
2003.
25 National Academy of Sciences, ‘‘Policy and
Procedures on Committee Composition and Balance
and Conflicts of Interest for Committees Used in the
Development of Reports,’’ May 2003: Available at:
http://www.nationalacademies.org/coi/index.html.
26 Ibid.

conflict may be unavoidable in order to
obtain the necessary expertise. See, e.g.,
18 U.S.C. 208(b)(3); 5 U.S.C. App. 15
(governing NAS committees). To
improve the transparency of the process,
when an agency determines that it is
necessary to use a reviewer with a real
or perceived conflict of interest, the
agency should consider publicly
disclosing those conflicts. In such
situations, the agency shall inform
potential reviewers of such disclosure at
the time they are recruited.
Disclosure and Attribution: Anonymous
Versus Identified
Peer reviewers must have a clear
understanding of how their comments
will be conveyed to the authors of the
document and to the public. When peer
review of government reports is
considered, the case for transparency is
stronger, particularly when the report
addresses an issue with significant
ramifications for the public and private
sectors. The public may not have
confidence in the peer review process
when the names and affiliations of the
peer reviewers are unknown. Without
access to the comments of reviewers, the
public is incapable of determining
whether the government has seriously
considered the comments of reviewers
and made appropriate revisions.
Disclosure of the slate of reviewers and
the substance of their comments can
strengthen public confidence in the peer
review process. It is common at many
journals and research funding agencies
to disclose annually the slate of
reviewers. Moreover, the National
Academy of Sciences now discloses the
names of its peer reviewers, without
disclosing the substance of their
comments. The science advisory
committees to regulatory agencies
typically disclose at least a summary of
the comments of reviewers as well as
their names and affiliations.
For agency-sponsored peer review
conducted under Sections II and III, this
Bulletin strikes a compromise by
requiring disclosure of the identity of
the reviewers, but not public attribution
of specific comments to specific
reviewers. The agency has considerable
discretion in the implementation of this
compromise (e.g., summarizing the
views of reviewers as a group or
disclosing individual reviewer
comments without attribution).
Whatever approach is employed, the
agency must inform reviewers in
advance of how it intends to address
this issue. Information about a reviewer
retrieved from a record filed by the
reviewer’s name or other identifier may
be disclosed only as permitted by the
conditions of disclosure enumerated in

the Privacy Act, 5 U.S.C. 552a as
amended, and as interpreted in OMB
implementing guidance, 40 FR 28,948
(July 9, 1975).
Public Participation
Public comments can be important in
shaping expert deliberations. Agencies
may decide that peer review should
precede an opportunity for public
comment to ensure that the public
receives the most scientifically strong
product (rather than one that may
change substantially as a result of peer
reviewer suggestions). However, there
are situations in which public
participation in peer review is an
important aspect of obtaining a highquality product through a credible
process. Agencies, however, should
avoid open-ended comment periods,
which may delay completion of peer
reviews and complicate the completion
of the final work product.
Public participation can take a variety
of forms, including opportunities to
provide oral comments before a peer
review panel or requests to provide
written comments to the peer reviewers.
Another option is for agencies to
publish a ‘‘request for comment’’ or
other notice in which they solicit public
comment before a panel of peer
reviewers performs its work.
Disposition of Reviewer Comments
A peer review is considered
completed once the agency considers
and addresses the reviewers’ comments.
All reviewer comments should be given
consideration and be incorporated
where relevant and valid. For instance,
in the context of risk assessments, the
National Academy of Sciences
recommends that peer review include a
written evaluation made available for
public inspection.27 In cases where
there is a public panel, the agency
should plan publication of the peer
review report(s) and the agency’s
response to peer reviewer comments.
In addition, the credibility of the final
scientific report is likely to be enhanced
if the public understands how the
agency addressed the specific concerns
raised by the peer reviewers.
Accordingly, agencies should consider
preparing a written response to the peer
review report explaining: The agency’s
agreement or disagreement, the actions
the agency has undertaken or will
undertake in response to the report, and
(if applicable) the reasons the agency
believes those actions satisfy any key
27 National Research Council, Risk Assessment in
the Federal Government: Managing the Process,
National Academy Press, Washington, DC, 1983.
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concerns or recommendations in the
report.
Adequacy of Prior Peer Review
In light of the broad range of
information covered by Section II,
agencies are directed to choose a peer
review mechanism that is adequate,
giving due consideration to the novelty
and complexity of the science to be
reviewed, the relevance of the
information to decision making, the
extent of prior peer reviews, and the
expected benefits and costs of
additional review.
Publication in a refereed scientific
journal may mean that adequate peer
review has been performed. However,
the intensity of peer review is highly
variable across journals. There will be
cases in which an agency determines
that a more rigorous or transparent
review process is necessary. For
instance, an agency may determine a
particular journal review process did
not address questions (e.g., the extent of
uncertainty inherent in a finding) that
the agency determines should be
addressed before disseminating that
information. As such, prior peer review
and publication is not by itself sufficient
grounds for determining that no further
review is necessary.
Section III: Peer Review of Highly
Influential Scientific Assessments
Whereas Section II leaves most of the
considerations regarding the form of the
peer review to the agency’s discretion,
Section III requires a more rigorous form
of peer review for highly influential
scientific assessments. The
requirements of Section II of this
Bulletin apply to Section III, but Section
III has some additional requirements,
which are discussed below. In planning
a peer review under Section III, agencies
typically will have to devote greater
resources and attention to the issues
discussed in Section II, i.e., individual
versus panel review; timing; scope of
the review; selection of reviewers;
disclosure and attribution; public
participation; and disposition of
reviewer comments.
A scientific assessment is considered
‘‘highly influential’’ if the agency or the
OIRA Administrator determines that the
dissemination could have a potential
impact of more than $500 million in any
one year on either the public or private
sector or that the dissemination is novel,
controversial, or precedent-setting, or
has significant interagency interest. One
of the ways information can exert
economic impact is through the costs or
benefits of a regulation based on the
disseminated information. The
qualitative aspect of this definition may

be most useful in cases where it is
difficult for an agency to predict the
potential economic effect of
dissemination. In the context of this
Bulletin, it may be either the approach
used in the assessment or the
interpretation of the information itself
that is novel or precedent-setting. Peer
review can be valuable in establishing
the bounds of the scientific debate when
methods or interpretations are a source
of controversy among interested parties.
If information is covered by Section III,
an agency is required to adhere to the
peer review procedures specified in
Section III.
Section III(2) clarifies that the
principal findings, conclusions and
recommendations in official reports of
the National Academy of Sciences that
fall under this Section are generally
presumed not to require additional peer
review. All other highly influential
scientific assessments require a review
that meets the requirements of Section
III of this Bulletin.
With regard to the selection of
reviewers, Section III(3)(a) emphasizes
consideration of expertise and balance.
As discussed in Section II, expertise
refers to the required knowledge,
experience and skills required to
perform the review whereas balance
refers to the need for diversity in
scientific perspective and disciplines.
We emphasize that the term ‘‘balance’’
here refers not to balancing of
stakeholder or political interests but
rather to a broad and diverse
representation of respected perspectives
and intellectual traditions within the
scientific community, as discussed in
the NAS policy on committee
composition and balance.28
Section III(3)(b) instructs agencies to
consider barring participation by
scientists with a conflict of interest. The
conflict of interest standards for
Sections II and III of the Bulletin are
identical. As discussed under Section II,
those peer reviewers who are Federal
employees, including Special
Government Employees, are subject to
applicable statutory and regulatory
standards for Federal employees. For
non-government employees, agencies
shall adopt or adapt the NAS policy for
committee member selection with
respect to evaluating conflicts of
interest.
Section III(3)(c) instructs agencies to
ensure that reviewers are independent
of the agency sponsoring the review.
Scientists employed by the sponsoring
28 National Academy of Sciences, ‘‘Policy and
Procedures on Committee Composition and Balance
and Conflicts of Interest for Committees Used in the
Development of Reports,’’ May 2003: Available at:
http://www.nationalacademies.org/coi/index.html.

agency are not permitted to serve as
reviewers for highly influential
scientific assessments. This does not
preclude Special Government
Employees, such as academics
appointed to advisory committees, from
serving as peer reviewers. The only
exception to this ban would be the rare
situation in which a scientist from a
different agency of a Cabinet-level
department than the agency that is
disseminating the scientific assessment
has expertise, experience and skills that
are essential but cannot be obtained
elsewhere. In evaluating the need for
this exception, agencies shall use the
NAS criteria for assessing the
appropriateness of using employees of
sponsors (e.g., the government scientist
must not have had any part in the
development or prior review of the
scientific information and must not hold
a position of managerial or policy
responsibility).
We also considered whether a
reviewer can be independent of the
agency if that reviewer receives a
substantial amount of research funding
from the agency sponsoring the review.
Research grants that were awarded to
the scientist based on investigatorinitiated, competitive, peer-reviewed
proposals do not generally raise issues
of independence. However, significant
consulting and contractual relationships
with the agency may raise issues of
independence or conflict, depending
upon the situation.
Section III(3)(d) addresses concerns
regarding repeated use of the same
reviewer in multiple assessments. Such
repeated use should be avoided unless
a particular reviewer’s expertise is
essential. Agencies should rotate
membership across the available pool of
qualified reviewers. Similarly, when
using standing panels of scientific
advisors, it is suggested that the agency
rotate membership among qualified
scientists in order to obtain fresh
perspectives and reinforce the reality
and perception of independence from
the agency.
Section III(4) requires agencies to
provide reviewers with sufficient
background information, including
access to key studies, data and models,
to perform their role as peer reviewers.
In this respect, the peer review
envisioned in Section III is more
rigorous than some forms of journal peer
review, where the reviewer is often not
provided access to underlying data or
models. Reviewers shall be informed of
applicable access, objectivity,
reproducibility and other quality
standards under Federal information
quality laws.
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Section III(5) addresses opportunity
for public participation in peer review,
and provides that the agency shall,
wherever possible, provide for public
participation. In some cases, an
assessment may be so sensitive that it is
critical that the agency’s assessment
achieve a high level of quality before it
is publicized. In those situations, a
rigorous yet confidential peer review
process may be appropriate, prior to
public release of the assessment. If an
agency decides to make a draft
assessment publicly available at the
onset of a peer review process, the
agency shall, whenever possible,
provide a vehicle for the public to
provide written comments, make an oral
presentation before the peer reviewers,
or both. When written public comments
are received, the agency shall ensure
that peer reviewers receive copies of
comments that address significant
scientific issues with ample time to
consider them in their review. To avoid
undue delay of agency activities, the
agency shall specify time limits for
public participation throughout the peer
review process.
Section III(6) requires that agencies
instruct reviewers to prepare a peer
review report that describes the nature
and scope of their review and their
findings and conclusions. The report
shall disclose the name of each peer
reviewer and a brief description of his
or her organizational affiliation,
credentials and relevant experiences.
The peer review report should either
summarize the views of the group as a
whole (including any dissenting views)
or include a verbatim copy of the
comments of the individual reviewers
(with or without attribution of specific
views to specific names). The agency
shall also prepare a written response to
the peer review report, indicating
whether the agency agrees with the
reviewers and what actions the agency
has taken or plans to take to address the
points made by reviewers. The agency is
required to disseminate the peer review
report and the agency’s response to the
report on the agency’s Web site,
including all the materials related to the
peer review such as the charge
statement, peer review report, and
agency response to the review. If the
scientific information is used to support
a final rule then, where practicable, the
peer review report shall be made
available to the public with enough time
for the public to consider the
implications of the peer review report
for the rule being considered.
Section III(7) authorizes but does not
require an agency to commission an
entity independent of the agency to
select peer reviewers and/or manage the

peer review process in accordance with
this Bulletin. The entity may be a
scientific or professional society, a firm
specializing in peer review, or a nonprofit organization with experience in
peer review.
Section IV: Alternative Procedures
Peer review as described in this
Bulletin is only one of many procedures
that agencies can employ to ensure an
appropriate degree of pre-dissemination
quality of influential scientific
information. For example, Congress has
assigned the NAS a special role in
advising the Federal government on
scientific and technical issues. The
procedures of the NAS are generally
quite rigorous, and thus agencies should
presume that major findings,
conclusions, and recommendations of
NAS reports meet the performance
standards of this Bulletin.
As an alternative to complying with
Sections II and III of this Bulletin, an
agency may instead (1) rely on scientific
information produced by the National
Academy of Sciences, (2) commission
the National Academy of Sciences to
peer review an agency draft scientific
information product, or (3) employ an
alternative procedure or set of
procedures, specifically approved by the
OIRA Administrator in consultation
with the Office of Science and
Technology Policy (OSTP), that ensures
that the scientific information product
meets applicable information-quality
standards.
An example of an alternative
procedure is to commission a respected
third party other than the NAS (e.g., the
Health Effects Institute or the National
Commission on Radiation Protection
and Measurement) to conduct an
assessment or series of related
assessments. Another example of an
alternative set of procedures is the
three-part process used by the National
Institutes of Health (NIH) to generate
scientific guidance. Under that process,
a scientific proposal or white paper is
generated by a working group composed
of external, independent scientific
experts; that paper is then forwarded to
a separate external scientific council,
which then makes recommendations to
the agency. The agency, in turn, decides
whether to adopt and/or modify the
proposal. For large science agencies that
have diverse research portfolios and do
not have significant regulatory
responsibilities, such as NIH, an
acceptable alternative would be to allow
scientists from one part of the agency
(for example, an NIH institute) to
participate in the review of documents
prepared by another part of the agency,
as long as the head of the agency

confirms in writing that each of the
reviewers meets the NAS criteria
relating to the appropriateness of using
employees of sponsors (e.g., the
government scientist must not have had
any part in the development or prior
review of the scientific information and
must not hold a position of managerial
or policy responsibility). The purpose of
Section IV is to encourage these types of
innovation in the methods used to
ensure pre-dissemination quality
control of influential scientific
information.
The mere existence of a public
comment process (e.g., notice-andcomment procedures under the
Administrative Procedure Act) does not
constitute adequate peer review or an
‘‘alternative process,’’ because it does
not assure that qualified, impartial
specialists in relevant fields have
performed a critical evaluation of the
agency’s draft product.29
Section V: Peer Review Planning
Section V requires agencies to begin a
systematic process of peer review
planning for influential scientific
information (including highly
influential scientific assessments) that
the agency plans to disseminate in the
foreseeable future. A key feature of this
planning process is a Web-accessible
listing of forthcoming influential
scientific disseminations (i.e., an
agenda) that is regularly updated by the
agency. By making these plans publicly
available, agencies will be able to gauge
the extent of public interest in the peer
review process for influential scientific
information, including highly
influential scientific assessments. These
Web-accessible agendas can also be
used by the public to monitor agency
compliance with this Bulletin.
Each entry on the agenda shall
include a preliminary title of the
planned report, a short paragraph
describing the subject and purpose of
the planned report, and an agency
contact person. The agency shall
provide its prediction regarding whether
the dissemination will be ‘‘influential
scientific information’’ or a ‘‘highly
influential scientific assessment,’’ as the
designation can influence the type of
peer review to be undertaken. The
agency shall discuss the timing of the
peer review, as well as the use of any
deferrals. Agencies shall include entries
in the agenda for influential scientific
information, including highly
influential scientific assessments, for
which the Bulletin’s requirements have
29 William W. Lowrance, Modern Science and
Human Values, Oxford University Press, New York,
NY 1985: 86.
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been deferred or waived. If the agency,
in consultation with the OIRA
Administrator, has determined that it is
appropriate to use a Section IV
‘‘alternative procedure’’ for a specific
dissemination, a description of that
alternative procedure shall be included
in the agenda.
Furthermore, for each entry on the
agenda, the agency shall describe the
peer review plan. Each peer review plan
shall include: (i) A paragraph including
the title, subject and purpose of the
planned report, as well as an agency
contact to whom inquiries may be
directed to learn the specifics of the
plan; (ii) whether the dissemination is
likely to be influential scientific
information or a highly influential
scientific assessment; (iii) the timing of
the review (including deferrals); (iv)
whether the review will be conducted
through a panel or individual letters (or
whether an alternative procedure will
be exercised); (v) whether there will be
opportunities for the public to comment
on the work product to be peer
reviewed, and if so, how and when
these opportunities will be provided;
(vi) whether the agency will provide
significant and relevant public
comments to the peer reviewers before
they conduct their review; (vii) the
anticipated number of reviewers (3 or
fewer; 4–10; or more than 10); (viii) a
succinct description of the primary
disciplines or expertise needed in the
review; (ix) whether reviewers will be
selected by the agency or by a
designated outside organization; and (x)
whether the public, including scientific
or professional societies, will be asked
to nominate potential peer reviewers.
The agency shall provide a link from the
agenda to each document made public
pursuant to this Bulletin. Agencies shall
link their peer review agendas to the
U.S. Government’s official Web portal:
firstgov at http://www.FirstGov.gov.
Agencies should update their peer
review agendas at least every six
months. However, in some cases—
particularly for highly influential
scientific assessments and other
particularly important information—
more frequent updates of existing
entries on the agenda, or the addition of
new entries to the agenda, may be
warranted. When new entries are added
to the agenda of forthcoming reports and
other information, the public should be
provided with sufficient time to
comment on the agency’s peer review
plan for that report or product. Agencies
shall consider public comments on the
peer review plan. Agencies are
encouraged to offer a listserve or similar
mechanism for members of the public
who would like to be notified by email

each time an agency’s peer review
agenda has been updated.
The peer review planning
requirements of this Bulletin are
designed to be implemented in phases.
Specifically, the planning requirements
of the Bulletin will go into effect for
documents subject to Section III of the
Bulletin (highly influential scientific
assessments) six months after
publication. However, the planning
requirements for documents subject to
Section II of the Bulletin do not go into
effect until one year after publication. It
is expected that agency experience with
the planning requirements of the
Bulletin for the smaller scope of
documents encompassed in Section III
will be used to inform implementation
of these planning requirements for the
larger scope of documents covered
under Section II.
Section VI: Annual Report
Each agency shall prepare an annual
report that summarizes key decisions
made pursuant to this Bulletin. In
particular, each agency should provide
to OIRA the following: (1) The number
of peer reviews conducted subject to the
Bulletin (i.e., for influential scientific
information and highly influential
scientific assessments); (2) the number
of times alternative procedures were
invoked; (3) the number of times
waivers or deferrals were invoked (and
in the case of deferrals, the length of
time elapsed between the deferral and
the peer review); (4) any decision to
appoint a reviewer pursuant to any
exception to the applicable
independence or conflict of interest
standards of the Bulletin, including
determinations by the Secretary or
Deputy Secretary pursuant to Section
III(3)(c); (5) the number of peer review
panels that were conducted in public
and the number that allowed public
comment; (6) the number of public
comments provided on the agency’s
peer review plans; and (7) the number
of peer reviewers that the agency used
that were recommended by professional
societies.
Section VII: Certification in the
Administrative Record
If an agency relies on influential
scientific information or a highly
influential scientific assessment subject
to the requirements of this Bulletin in
support of a regulatory action, the
agency shall include in the
administrative record for that action a
certification that explains how the
agency has complied with the
requirements of this Bulletin and the
Information Quality Act. Relevant

materials are to be placed in the
administrative record.
Section VIII: Safeguards, Deferrals, and
Waivers
Section VIII recognizes that
individuals serving as peer reviewers
have a privacy interest in information
about themselves that the government
maintains and retrieves by name or
identifier from a system of records. To
the extent information about a reviewer
(name, credential, affiliation) will be
disclosed along with his/her comments
or analysis, the agency must comply
with the requirements of the Privacy
Act, 5 U.S.C. 552a, as amended, and
OMB Circular A–130, Appendix I, 61 FR
6428 (February 20, 1996) to establish
appropriate routine uses in a published
System of Records Notice. Furthermore,
the peer review must be conducted in a
manner that respects confidential
business information as well as
intellectual property.
Section VIII also allows for a deferral
or waiver of the requirements of the
Bulletin where necessary. Specifically,
the agency head may waive or defer
some or all of the peer review
requirements of Sections II or III of this
Bulletin if there is a compelling
rationale for waiver or deferral. Waivers
will seldom be warranted under this
provision because the Bulletin already
provides significant safety valves, such
as: The exemptions provided in Section
IX, including the exemption for timesensitive health and safety information;
the authorization for alternative
procedures in Section IV; and the
overall flexibility provided for peer
reviews of influential scientific
information under Section II.
Nonetheless, we have included this
waiver and deferral provision to ensure
needed flexibility in unusual and
compelling situations not otherwise
covered by the exemptions to the
Bulletin, such as situations where
unavoidable legal deadlines prevent full
compliance with the Bulletin before
information is disseminated. Deadlines
found in consent decrees agreed to by
agencies after the Bulletin is issued will
not ordinarily warrant waiver of the
Bulletin’s requirements because those
deadlines should be negotiated to
permit time for all required procedures,
including peer review. In addition,
when an agency is unavoidably up
against a deadline, deferral of some or
all requirements of the Bulletin (as
opposed to outright waiver of all of
them) is the most appropriate
accommodation between the need to
satisfy immovable deadlines and the
need to undertake proper peer review. If
the agency head defers any of the peer
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review requirements prior to
dissemination, peer review should be
conducted as soon as practicable
thereafter.
Section IX: Exemptions
There are a variety of situations where
agencies need not conduct peer review
under this Bulletin. These include, for
example, disseminations of sensitive
information related to certain national
security, foreign affairs, or negotiations
involving international treaties and
trade where compliance with this
Bulletin would interfere with the need
for secrecy or promptness.
This Bulletin does not cover official
disseminations that arise in
adjudications and permit proceedings,
unless the agency determines that peer
review is practical and appropriate and
that the influential dissemination is
scientifically or technically novel (i.e., a
major change in accepted practice) or
likely to have precedent-setting
influence on future adjudications or
permit proceedings. This exclusion is
intended to cover, among other things,
licensing, approval and registration
processes for specific product
development activities as well as sitespecific activities. The determination as
to whether peer review is practical and
appropriate is left to the discretion of
the agency. While this Bulletin is not
broadly applicable to adjudications,
agencies are encouraged to hold peer
reviews of scientific assessments
supporting adjudications to the same
technical standards as peer reviews
covered by the Bulletin, including
transparency and disclosure of the data
and models underlying the assessments.
Protections apply to confidential
business information.
The Bulletin does not cover timesensitive health and safety
disseminations, for example, a
dissemination based primarily on data
from a recent clinical trial that was
adequately peer reviewed before the
trial began. For this purpose, ‘‘health’’
includes public health, or plant or
animal infectious diseases.
This Bulletin covers original data and
formal analytic models used by agencies
in Regulatory Impact Analyses (RIAs).
However, the RIA documents
themselves are already reviewed
through an interagency review process
under E.O. 12866 that involves
application of the principles and
methods defined in OMB Circular A–4.
In that respect, RIAs are excluded from
coverage by this Bulletin, although
agencies are encouraged to have RIAs
reviewed by peers within the
government for adequacy and
completeness.

The Bulletin does not cover
accounting, budget, actuarial, and
financial information including that
which is generated or used by agencies
that focus on interest rates, banking,
currency, securities, commodities,
futures, or taxes.
Routine statistical information
released by Federal statistical agencies
(e.g., periodic demographic and
economic statistics) and analyses of
these data to compute standard
indicators and trends (e.g.,
unemployment and poverty rates) is
excluded from this Bulletin.
The Bulletin does not cover
information disseminated in connection
with routine rules that materially alter
entitlements, grants, user fees, or loan
programs, or the rights and obligations
of recipients thereof.
If information is disseminated
pursuant to an exemption to this
Bulletin, subsequent disseminations are
not automatically exempted. For
example, if influential scientific
information is first disseminated in the
course of an exempt agency
adjudication, but is later disseminated
in the context of a non-exempt
rulemaking, the subsequent
dissemination will be subject to the
requirements of this Bulletin even
though the first dissemination was not.
Section X: OIRA and OSTP
Responsibilities
OIRA, in consultation with OSTP, is
responsible for overseeing agency
implementation of this Bulletin. In
order to foster learning about peer
review practices across agencies, OIRA
and OSTP shall form an interagency
workgroup on peer review that meets
regularly, discusses progress and
challenges, and recommends
improvements to peer review practices.
Section XI: Effective Date and Existing
Law
The requirements of this Bulletin,
with the exception of Section V, apply
to information disseminated on or after
six months after publication of this
Bulletin. However, the Bulletin does not
apply to information that is already
being addressed by an agency-initiated
peer review process (e.g., a draft is
already being reviewed by a formal
scientific advisory committee
established by the agency). An existing
peer review mechanism mandated by
law should be implemented by the
agency in a manner as consistent as
possible with the practices and
procedures outlined in this Bulletin.
The requirements of Section V apply to
‘‘highly influential scientific
assessments,’’ as designated in Section

III of the Bulletin, within six months of
publication of the final Bulletin. The
requirements in Section V apply to
documents subject to Section II of the
Bulletin one year after publication of the
final Bulletin.
Section XII: Judicial Review
This Bulletin is intended to improve
the internal management of the
Executive Branch and is not intended
to, and does not, create any right or
benefit, substantive or procedural,
enforceable at law or in equity, against
the United States, its agencies or other
entities, its officers or employees, or any
other person.
Bulletin for Peer Review
I. Definitions
For purposes of this Bulletin—
1. The term ‘‘Administrator’’ means
the Administrator of the Office of
Information and Regulatory Affairs in
the Office of Management and Budget
(OIRA);
2. The term ‘‘agency’’ has the same
meaning as in the Paperwork Reduction
Act, 44 U.S.C. 3502(1);
3. The term ‘‘dissemination’’ means
agency initiated or sponsored
distribution of information to the public
(see 5 CFR 1320.3(d) (definition of
‘‘Conduct or Sponsor’’)). Dissemination
does not include distribution limited to
government employees or agency
contractors or grantees; intra- or interagency use or sharing of government
information; or responses to requests for
agency records under the Freedom of
Information Act, the Privacy Act, the
Federal Advisory Committee Act, the
Government Performance and Results
Act or similar law. This definition also
excludes distribution limited to
correspondence with individuals or
persons, press releases, archival records,
public filings, subpoenas and
adjudicative processes. The term
‘‘dissemination’’ also excludes
information distributed for peer review
in compliance with this Bulletin,
provided that the distributing agency
includes a clear disclaimer on the
information as follows: ‘‘This
information is distributed solely for the
purpose of pre-dissemination peer
review under applicable information
quality guidelines. It has not been
formally disseminated by [the agency].
It does not represent and should not be
construed to represent any agency
determination or policy.’’ For the
purposes of this Bulletin,
‘‘dissemination’’ excludes research
produced by government-funded
scientists (e.g., those supported
extramurally or intramurally by Federal
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agencies or those working in state or
local governments with Federal support)
if that information does not represent
the views of an agency. To qualify for
this exemption, the information should
display a clear disclaimer that ‘‘the
findings and conclusions in this report
are those of the author(s) and do not
necessarily represent the views of the
funding agency’’;
4. The term ‘‘Information Quality
Act’’ means Section 515 of Public Law
106–554 (Pub. L. No. 106–554, § 515,
114 Stat. 2763, 2763A–153–154 (2000));
5. The term ‘‘scientific information’’
means factual inputs, data, models,
analyses, technical information, or
scientific assessments based on the
behavioral and social sciences, public
health and medical sciences, life and
earth sciences, engineering, or physical
sciences. This includes any
communication or representation of
knowledge such as facts or data, in any
medium or form, including textual,
numerical, graphic, cartographic,
narrative, or audiovisual forms. This
definition includes information that an
agency disseminates from a Web page,
but does not include the provision of
hyperlinks to information that others
disseminate. This definition does not
include opinions, where the agency’s
presentation makes clear that what is
being offered is someone’s opinion
rather than fact or the agency’s views;
6. The term ‘‘influential scientific
information’’ means scientific
information the agency reasonably can
determine will have or does have a clear
and substantial impact on important
public policies or private sector
decisions; and
7. The term ‘‘scientific assessment’’
means an evaluation of a body of
scientific or technical knowledge, which
typically synthesizes multiple factual
inputs, data, models, assumptions, and/
or applies best professional judgment to
bridge uncertainties in the available
information. These assessments include,
but are not limited to, state-of-science
reports; technology assessments; weightof-evidence analyses; meta-analyses;
health, safety, or ecological risk
assessments; toxicological
characterizations of substances;
integrated assessment models; hazard
determinations; or exposure
assessments.
II. Peer Review of Influential Scientific
Information
1. In General: To the extent permitted
by law, each agency shall conduct a
peer review on all influential scientific
information that the agency intends to
disseminate. Peer reviewers shall be
charged with reviewing scientific and

technical matters, leaving policy
determinations for the agency.
Reviewers shall be informed of
applicable access, objectivity,
reproducibility and other quality
standards under the Federal laws
governing information access and
quality.
2. Adequacy of Prior Peer Review: For
information subject to this section of the
Bulletin, agencies need not have further
peer review conducted on information
that has already been subjected to
adequate peer review. In determining
whether prior peer review is adequate,
agencies shall give due consideration to
the novelty and complexity of the
science to be reviewed, the importance
of the information to decision making,
the extent of prior peer reviews, and the
expected benefits and costs of
additional review. Principal findings,
conclusions and recommendations in
official reports of the National Academy
of Sciences are generally presumed to
have been adequately peer reviewed.
3. Selection of Reviewers: a. Expertise
and Balance: Peer reviewers shall be
selected based on expertise, experience
and skills, including specialists from
multiple disciplines, as necessary. The
group of reviewers shall be sufficiently
broad and diverse to fairly represent the
relevant scientific and technical
perspectives and fields of knowledge.
Agencies shall consider requesting that
the public, including scientific and
professional societies, nominate
potential reviewers.
b. Conflicts: The agency—or the entity
selecting the peer reviewers—shall (i)
ensure that those reviewers serving as
federal employees (including special
government employees) comply with
applicable Federal ethics requirements;
(ii) in selecting peer reviewers who are
not government employees, adopt or
adapt the National Academy of Sciences
policy for committee selection with
respect to evaluating the potential for
conflicts (e.g., those arising from
investments; agency, employer, and
business affiliations; grants, contracts
and consulting income). For scientific
information relevant to specific
regulations, the agency shall examine a
reviewer’s financial ties to regulated
entities (e.g., businesses), other
stakeholders, and the agency.
c. Independence: Peer reviewers shall
not have participated in development of
the work product. Agencies are
encouraged to rotate membership on
standing panels across the pool of
qualified reviewers. Research grants that
were awarded to scientists based on
investigator-initiated, competitive, peerreviewed proposals generally do not

raise issues as to independence or
conflicts.
4. Choice of Peer Review Mechanism:
The choice of a peer review mechanism
(for example, letter reviews or ad hoc
panels) for influential scientific
information shall be based on the
novelty and complexity of the
information to be reviewed, the
importance of the information to
decision making, the extent of prior peer
review, and the expected benefits and
costs of review, as well as the factors
regarding transparency described in
II(5).
5. Transparency: The agency—or
entity managing the peer review—shall
instruct peer reviewers to prepare a
report that describes the nature of their
review and their findings and
conclusions. The peer review report
shall either (a) include a verbatim copy
of each reviewer’s comments (either
with or without specific attributions) or
(b) represent the views of the group as
a whole, including any disparate and
dissenting views. The agency shall
disclose the names of the reviewers and
their organizational affiliations in the
report. Reviewers shall be notified in
advance regarding the extent of
disclosure and attribution planned by
the agency. The agency shall
disseminate the final peer review report
on the agency’s Web site along with all
materials related to the peer review (any
charge statement, the peer review
report, and any agency response). The
peer review report shall be discussed in
the preamble to any related rulemaking
and included in the administrative
record for any related agency action.
6. Management of Peer Review
Process and Reviewer Selection: The
agency may commission independent
entities to manage the peer review
process, including the selection of peer
reviewers, in accordance with this
Bulletin.
III. Additional Peer Review
Requirements for Highly Influential
Scientific Assessments
1. Applicability: This section applies
to influential scientific information that
the agency or the Administrator
determines to be a scientific assessment
that:
(i) Could have a potential impact of
more than $500 million in any year, or
(ii) Is novel, controversial, or
precedent-setting or has significant
interagency interest.
2. In General: To the extent permitted
by law, each agency shall conduct peer
reviews on all information subject to
this Section. The peer reviews shall
satisfy the requirements of Section II of
this Bulletin, as well as the additional
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requirements found in this Section.
Principal findings, conclusions and
recommendations in official reports of
the National Academy of Sciences that
fall under this Section are generally
presumed not to require additional peer
review.
3. Selection of Reviewers: a. Expertise
and Balance: Peer reviewers shall be
selected based on expertise, experience
and skills, including specialists from
multiple disciplines, as necessary. The
group of reviewers shall be sufficiently
broad and diverse to fairly represent the
relevant scientific and technical
perspectives and fields of knowledge.
Agencies shall consider requesting that
the public, including scientific and
professional societies, nominate
potential reviewers.
b. Conflicts: The agency—or the entity
selecting the peer reviewers—shall (i)
ensure that those reviewers serving as
Federal employees (including special
government employees) comply with
applicable Federal ethics requirements;
(ii) in selecting peer reviewers who are
not government employees, adopt or
adapt the National Academy of
Sciences’ policy for committee selection
with respect to evaluating the potential
for conflicts (e.g., those arising from
investments; agency, employer, and
business affiliations; grants, contracts
and consulting income). For scientific
assessments relevant to specific
regulations, a reviewer’s financial ties to
regulated entities (e.g., businesses),
other stakeholders, and the agency shall
be examined.
c. Independence: In addition to the
requirements of Section II (3)(c), which
shall apply to all reviews conducted
under Section III, the agency—or entity
selecting the reviewers—shall bar
participation of scientists employed by
the sponsoring agency unless the
reviewer is employed only for the
purpose of conducting the peer review
(i.e., special government employees).
The only exception to this bar would be
the rare case where the agency
determines, using the criteria developed
by NAS for evaluating use of
‘‘employees of sponsors,’’ that a premier
government scientist is (a) not in a
position of management or policy
responsibility and (b) possesses
essential expertise that cannot be
obtained elsewhere. Furthermore, to be
eligible for this exception, the scientist
must be employed by a different agency
of the Cabinet-level department than the
agency that is disseminating the
scientific information. The agency’s
determination shall be documented in
writing and approved, on a nondelegable basis, by the Secretary or

Deputy Secretary of the department
prior to the scientist’s appointment.
d. Rotation: Agencies shall avoid
repeated use of the same reviewer on
multiple assessments unless his or her
participation is essential and cannot be
obtained elsewhere.
4. Information Access: The agency—
or entity managing the peer review—
shall provide the reviewers with
sufficient information—including
background information about key
studies or models—to enable them to
understand the data, analytic
procedures, and assumptions used to
support the key findings or conclusions
of the draft assessment.
5. Opportunity for Public
Participation: Whenever feasible and
appropriate, the agency shall make the
draft scientific assessment available to
the public for comment at the same time
it is submitted for peer review (or
during the peer review process) and
sponsor a public meeting where oral
presentations on scientific issues can be
made to the peer reviewers by interested
members of the public. When
employing a public comment process as
part of the peer review, the agency shall,
whenever practical, provide peer
reviewers with access to public
comments that address significant
scientific or technical issues. To ensure
that public participation does not
unduly delay agency activities, the
agency shall clearly specify time limits
for public participation throughout the
peer review process.
6. Transparency: In addition to the
requirements specified in II(5), which
shall apply to all reviews conducted
under Section III, the peer review report
shall include the charge to the reviewers
and a short paragraph on both the
credentials and relevant experiences of
each peer reviewer. The agency shall
prepare a written response to the peer
review report explaining (a) the agency’s
agreement or disagreement with the
views expressed in the report, (b) the
actions the agency has undertaken or
will undertake in response to the report,
and (c) the reasons the agency believes
those actions satisfy the key concerns
stated in the report (if applicable). The
agency shall disseminate its response to
the peer review report on the agency’s
Web site with the related material
specified in Section II(5).
7. Management of Peer Review
Process and Reviewer Selection: The
agency may commission independent
entities to manage the peer review
process, including the selection of peer
reviewers, in accordance with this
Bulletin.

IV. Alternative Procedures
As an alternative to complying with
Sections II and III of this Bulletin, an
agency may instead: (i) Rely on the
principal findings, conclusions and
recommendations of a report produced
by the National Academy of Sciences;
(ii) commission the National Academy
of Sciences to peer review an agency’s
draft scientific information; or (iii)
employ an alternative scientific
procedure or process, specifically
approved by the Administrator in
consultation with the Office of Science
and Technology Policy (OSTP), that
ensures the agency’s scientific
information satisfies applicable
information quality standards. The
alternative procedure(s) may be applied
to a designated report or group of
reports.
V. Peer Review Planning
1. Peer Review Agenda: Each agency
shall post on its Web site, and update
at least every six months, an agenda of
peer review plans. The agenda shall
describe all planned and ongoing
influential scientific information subject
to this Bulletin. The agency shall
provide a link from the agenda to each
document that has been made public
pursuant to this Bulletin. Agencies are
encouraged to offer a listserve or similar
mechanism to alert interested members
of the public when entries are added or
updated.
2. Peer Review Plans: For each entry
on the agenda the agency shall describe
the peer review plan. Each peer review
plan shall include: (i) A paragraph
including the title, subject and purpose
of the planned report, as well as an
agency contact to whom inquiries may
be directed to learn the specifics of the
plan; (ii) whether the dissemination is
likely to be influential scientific
information or a highly influential
scientific assessment; (iii) the timing of
the review (including deferrals); (iv)
whether the review will be conducted
through a panel or individual letters (or
whether an alternative procedure will
be employed); (v) whether there will be
opportunities for the public to comment
on the work product to be peer
reviewed, and if so, how and when
these opportunities will be provided;
(vi) whether the agency will provide
significant and relevant public
comments to the peer reviewers before
they conduct their review; (vii) the
anticipated number of reviewers (3 or
fewer; 4–10; or more than 10); (viii) a
succinct description of the primary
disciplines or expertise needed in the
review; (ix) whether reviewers will be
selected by the agency or by a
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designated outside organization; and (x)
whether the public, including scientific
or professional societies, will be asked
to nominate potential peer reviewers.
3. Public Comment: Agencies shall
establish a mechanism for allowing the
public to comment on the adequacy of
the peer review plans. Agencies shall
consider public comments on peer
review plans.
VI. Annual Reports
Each agency shall provide to OIRA, by
December 15 of each year, a summary of
the peer reviews conducted by the
agency during the fiscal year. The report
should include the following: (1) The
number of peer reviews conducted
subject to the Bulletin (i.e., for
influential scientific information and
highly influential scientific
assessments); (2) the number of times
alternative procedures were invoked; (3)
the number of times waivers or deferrals
were invoked (and in the case of
deferrals, the length of time elapsed
between the deferral and the peer
review); (4) any decision to appoint a
reviewer pursuant to any exception to
the applicable independence or conflict
of interest standards of the Bulletin,
including determinations by the
Secretary pursuant to Section III(3)(c);
(5) the number of peer review panels
that were conducted in public and the
number that allowed public comment;
(6) the number of public comments
provided on the agency’s peer review
plans; and (7) the number of peer
reviewers that the agency used that were
recommended by professional societies.
VII. Certification in the Administrative
Record
If an agency relies on influential
scientific information or a highly
influential scientific assessment subject
to this Bulletin to support a regulatory
action, it shall include in the
administrative record for that action a
certification explaining how the agency
has complied with the requirements of
this Bulletin and the applicable
information quality guidelines. Relevant
materials shall be placed in the
administrative record.
VIII. Safeguards, Deferrals, and Waivers
1. Privacy: To the extent information
about a reviewer (name, credentials,
affiliation) will be disclosed along with
his/her comments or analysis, the
agency shall comply with the
requirements of the Privacy Act, 5
U.S.C. 522a as amended, and OMB
Circular A–130, Appendix I, 61 FR 6428
(February 20, 1996) to establish
appropriate routine uses in a published
System of Records Notice.

2. Confidentiality: Peer review shall
be conducted in a manner that respects
(i) confidential business information
and (ii) intellectual property.
3. Deferral and Waiver: The agency
head may waive or defer some or all of
the peer review requirements of
Sections II and III of this Bulletin where
warranted by a compelling rationale. If
the agency head defers the peer review
requirements prior to dissemination,
peer review shall be conducted as soon
as practicable.
IX. Exemptions
Agencies need not have peer review
conducted on information that is:
1. Related to certain national security,
foreign affairs, or negotiations involving
international trade or treaties where
compliance with this Bulletin would
interfere with the need for secrecy or
promptness;
2. Disseminated in the course of an
individual agency adjudication or
permit proceeding (including a
registration, approval, licensing, sitespecific determination), unless the
agency determines that peer review is
practical and appropriate and that the
influential dissemination is
scientifically or technically novel or
likely to have precedent-setting
influence on future adjudications and/or
permit proceedings;
3. A health or safety dissemination
where the agency determines that the
dissemination is time-sensitive (e.g.,
findings based primarily on data from a
recent clinical trial that was adequately
peer reviewed before the trial began);
4. An agency regulatory impact
analysis or regulatory flexibility analysis
subject to interagency review under
Executive Order 12866, except for
underlying data and analytical models
used;
5. Routine statistical information
released by federal statistical agencies
(e.g., periodic demographic and
economic statistics) and analyses of
these data to compute standard
indicators and trends (e.g.,
unemployment and poverty rates);
6. Accounting, budget, actuarial, and
financial information, including that
which is generated or used by agencies
that focus on interest rates, banking,
currency, securities, commodities,
futures, or taxes; or
7. Information disseminated in
connection with routine rules that
materially alter entitlements, grants,
user fees, or loan programs, or the rights
and obligations of recipients thereof.
X. Responsibilities of OIRA and OSTP
OIRA, in consultation with OSTP,
shall be responsible for overseeing

implementation of this Bulletin. An
interagency group, chaired by OSTP and
OIRA, shall meet periodically to foster
better understanding about peer review
practices and to assess progress in
implementing this Bulletin.
XI. Effective Date and Existing Law
The requirements of this Bulletin,
with the exception of those in Section
V (Peer Review Planning), apply to
information disseminated on or after six
months following publication of this
Bulletin, except that they do not apply
to information for which an agency has
already provided a draft report and an
associated charge to peer reviewers. Any
existing peer review mechanisms
mandated by law shall be employed in
a manner as consistent as possible with
the practices and procedures laid out
herein. The requirements in Section V
apply to ‘‘highly influential scientific
assessments,’’ as designated in Section
III of this Bulletin, within six months of
publication of this Bulletin. The
requirements in Section V apply to
documents subject to Section II of this
Bulletin one year after publication of
this Bulletin.
XII. Judicial Review
This Bulletin is intended to improve
the internal management of the
executive branch, and is not intended
to, and does not, create any right or
benefit, substantive or procedural,
enforceable at law or in equity, against
the United States, its agencies or other
entities, its officers or employees, or any
other person.
John D. Graham,
Administrator, Office of Information and
Regulatory Affairs.
[FR Doc. 05–769 Filed 1–13–05; 8:45 am]
BILLING CODE 3110–01–P

OVERSEAS PRIVATE INVESTMENT
CORPORATION
Sunshine Act Meeting; Board of
Directors
Thursday, January 27,
2005, 9:30 a.m. (open portion); 9:45 a.m.
(closed portion).
PLACE: Offices of the Corporation,
Twelfth Floor Board Room, 1100 New
York Avenue, NW., Washington, DC.
STATUS: Meeting open to the public from
9:30 a.m. to 9:45 a.m.; closed portion
will commence at 9:45 a.m. (approx.).
MATTERS TO BE CONSIDERED:
1. President’s Report.
2. Approval of November 10, 2004
Minutes (open portion).
TIME AND DATE:
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DISCLAIMER
This 4th edition of the Peer Review Handbook was developed by the U.S. Environmental Protection
Agency (hereafter EPA or the Agency) to provide guidance to EPA staff and managers who are planning
and conducting peer reviews. It is intended to improve the internal management of EPA peer review by
providing recommended procedures and approaches for EPA staff and managers. This 4th edition is a
guidance manual and not a rule or regulation. Some topics in the Handbook refer to laws or EPA
policies. In such cases, this Handbook provides recommendations for how those provisions can be
implemented. The Peer Review Handbook does not replace existing laws or regulations, does not change
or substitute for any legal requirement, and is not legally enforceable. This 4th edition does not create or
confer legal rights or impose any legally binding requirements on EPA or any party. The use of nonmandatory language such as “may,” “can” or “should” in this Peer Review Handbook does not connote a
requirement but does indicate EPA’s strongly preferred approach to ensure the quality of peer reviews
conducted or initiated by EPA. Mention of trade names or commercial products does not constitute
endorsement or recommendation for use.
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FOREWORD
Science is the foundation that supports all of our work at EPA. The quality and integrity of the science
that underlies our regulations are vital to the credibility of EPA’s decisions and, ultimately, the Agency’s
effectiveness in pursuing its mission to protect human health and the environment. One important
element in ensuring that decisions are based on sound and defensible science is to have an open and
transparent peer review process.
EPA has a long-standing history of peer review. The Agency has been a leader across the federal
government in developing guidance and support for the peer review process. Even before issuing its
Agency-wide Peer Review Policy in 1993, EPA was committed to peer review of its scientific and
technical products. Over the years, EPA has repeatedly reaffirmed and updated both its Peer Review
Policy and the processes for implementing peer review to ensure that EPA decisions rest on credible
science and data.
The Agency’s Peer Review Handbook was first released in 1998 and has been updated several times
since. Each update has emphasized greater transparency and accountability for peer review. The last
edition of the Handbook (2006) incorporated the provisions of the Office of Management and Budget’s
(OMB) Final Information Quality Bulletin for Peer Review. An EPA Addendum to the Handbook in
2009 provided guidance on preventing ethics concerns related to the appearance of a loss of impartiality
for peer reviewers.
This newly revised 4th edition of the Peer Review Handbook, commissioned by the EPA Science and
Technology Policy Council (STPC), supersedes all previous editions. Although the basic peer review
procedures in the 2006 Peer Review Handbook remain current and our overall approach to peer review
is not changing, this revision enhances and reinforces the practice of peer review at the Agency.
This Peer Review Handbook should be used as guidance by EPA staff and managers to ensure that the
Agency’s Peer Review Policy is implemented effectively and that the integrity of our peer review
activities can be demonstrated transparently to the American public.

Thomas A. Burke, PhD, MPH
EPA Science Advisor
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PREFACE
The first edition of the EPA Peer Review Handbook was issued in 1998 and was intended to serve as a
single, centralized source of implementation guidance on peer review for EPA staff and managers.
Subsequent revisions of the Handbook have added necessary clarifications, incorporated insights and
experiences gained through its use, and integrated changes to reflect updated government-wide guidance
or policy related to peer review. These revisions have increased the transparency and accountability of
peer review and helped ensure that Agency decisions are based on sound and defensible science.
For the 4th edition, the EPA’s STPC determined that revisions were needed to incorporate several recent
EPA policy and process changes related to peer review. Although the 4th edition draws heavily from the
3rd edition, it has been reorganized to emphasize the elements and tools needed to implement a
systematic peer review. It retains, however, the “question and answer” format throughout. New
flowcharts and checklists have been added, and several substantial updates are included, such as the
additional guidance on appearance of a loss of impartiality in external peer reviews, new information on
organizational changes and oversight responsibilities, and changes related to the issuance of recent
policies and procedures associated with the EPA’s Information Quality Guidelines (IQG). The 4th
edition also describes process changes for contractor-managed panel peer reviews of scientific and
technical documents designated as Influential Scientific Information (ISI), including Highly Influential
Scientific Assessments (HISAs), which are a subset of ISI. The process is intended to reduce the
potential for organizational or personal conflict-of-interest (COI) concerns. Early public participation in
the nomination and selection of peer reviewers and increased internal oversight are features of the
process.
As in previous editions of the Handbook, not every peer review scenario can be anticipated or discussed.
Through the use of examples, tools (e.g., flow diagrams, checklists) and process descriptions, however,
this 4th edition illustrates practices from across the Agency that demonstrate effective implementation of
peer review policy. The use of the recommended procedures and approaches in this Handbook should
reinforce the open, transparent and objective peer review of Agency products.
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ROADMAP TO PEER REVIEW AT EPA
R.1. Overview
The goal of this roadmap is to assist the user in understanding how to apply the material in the
Handbook and determining where important decisions should be made and documented. Figure 1
summarizes the Agency’s overall peer review process, whereas Figures 2 and 3 provide additional
details of the key steps, decisions and milestones. This roadmap is not meant to be a stand-alone
document but is to be used as a quick reference to users already familiar with the systematic process of
planning, conducting and completing peer reviews. Roadmap users will find flowcharts summarizing
major decision points in the process and times where documentation is needed, with references to
specific sections in the Handbook containing more detailed information. Although the roadmap assumes
familiarity with general Agency terminology, Section 1.2 of the Handbook discusses key terms
associated with this guidance.
This roadmap also includes example tools for (1) documenting peer review decisions; (2) developing
regulatory action; and (3) planning, conducting and completing the peer review. Because these tools
vary depending on both the intended use of the work product and the decisions to be made, more than
one tool generally is needed.

R.2. Relationship between the Roadmap and Chapters 1 Through 7
The roadmap figures show the peer review process from start to finish. The Handbook Chapters 1
through 7 have been organized to describe essential elements and concepts (the “what”) needed for
successful implementation of the peer review process. General concepts included are:
x

providing terms and context (see Chapter 1);

x

identifying relevant peer review roles, responsibilities and resource considerations of Agency
personnel and organizations (see Chapter 2);

x

categorizing work products (see Chapter 3);

x

determining the appropriate peer review approach (see Chapter 4);

x

selecting reviewers and considering associated ethics issues such as potential conflicts of interest
(COIs) or an appearance of a loss of impartiality (see Chapter 5);

x

conducting and completing the review, including developing the peer review charge (see Chapter
6); and

x

ensuring transparency during various steps in the peer review process (see Chapter 7).

For some, the process may be described more effectively visually, using diagrams or graphics to make
relationships more apparent and provide easy navigation through the entire process. Figures 1 through 3
are the main processes described in this Handbook, provided in graphic form.
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ISI/HISA Considerations
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process emphasizes early
and Determine Need for
Peer Review
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conceptual stage—into one of three
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Figure 1. The Peer Review Process
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Figure 2, the peer review flowchart for influential work products, illustrates details associated with the
general process. Each of the four phases in this flowchart is presented subsequently in Figures 2a
through 2d and references to relevant Handbook sections are provided. The figures also include steps at
which the Decision Maker (DM) should be involved, and points at which the peer review record, as well
as the EPA’s searchable database for influential products, the Science Inventory (SI),1 should be
updated. Although updating the SI provides public access to the information about the peer review, the
figures indicate various points in the peer review process where the public may also be provided
opportunities to comment on materials in the SI.
Figure 3 illustrates the comparable flow for scientific or technical work products not categorized as ISI
or a HISA. It includes a specific process for work products that will be submitted to peer-reviewed
journals; in that case, work products are subject to management review (following the procedures of the
program or regional office) prior to submission to a journal, and authors work with the journal
editors/reviewers to resolve any comments. For more information on peer review of work products not
categorized as ISI or a HISA, see Sections 3.2.5 and 3.2.6.

1

EPA. 2015. EPA Science Inventory. http://cfpub.epa.gov/si/.
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It should be noted that the peer review flow charts show the general steps that are followed for the peer
review of work products at EPA. The specific steps taken by individual EPA offices will depend on
many factors, including the type of work product, timeframe available for peer review and resource
considerations. It should be noted that the term “EPA offices” in this Handbook refers to all
headquarters, regional and program offices.
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* For work products categorized as “other,” see Figure 3.

Figure 2. Detailed Peer Review Flowchart for Influential Work Products (Including HISAs)*
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Figure 2a. Categorizing the Work Product and Determining the Need for Peer Review
1. Determine if the work product:
¾ Is a scientific, engineering, economic, social science or statistical document (§ 3.1.1, 3.1.3)
¾ Is ISI/HISA (§§ 3.2.1, 3.2.3, 3.2.4)
¾ Other work product (see Figure 3)
2. Obtain categorization of work product from the DM:
¾ Document decision and rationale for decision
¾ Continue with peer review unless determined not to be needed
3. Peer review typically not needed if:
¾ ISI/HISA consists only of science previously peer reviewed and the previous peer review is deemed adequate under
the Agency’s policy (§ 3.3.2)
¾ ISI/HISA consists only of principal findings, conclusions and recommendations from National Academy of Sciences
(NAS) official reports (Appendix B, Section III.2)
¾ Work product meets criteria for exemption (§§ 3.3.1, 3.3.2)
¾ Work product receives waiver (§ 3.3.3)
¾ Peer review otherwise determined not to be warranted
4. Add document with waiver/exemption to the SI 2

2

EPA. 2015. Peer Review Agenda. http://cfpub.epa.gov/si/si_public_pr_agenda.cfm.
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Figure 2b. Planning the Peer Review for Influential Scientific Information (Including HISAs)
1. If a work product is subject to peer review:
¾ Identify key staff (§ 2.3)
¾ Create a peer review record (§ 6.5)
¾ Identify criteria/basis for the charge (§ 6.2)
¾ Consider options for public participation (§ 7.2)
2. Develop the draft charge (§ 6.2):
¾ Determine which key issues to address
¾ Add to the SI and peer review record
3. Ensure adequate resources for the peer review (§ 1.2.5)
4. Identify a peer review approach (§ 4.2):
¾ Internal (§ 4.2.2), external (§ 4.2.3) or both, as
appropriate
¾ Letter review (§ 4.4):
x Managed by Agency or contractor (§ 4.6)
¾ Panel review (§ 4.5):
x Managed by contractor or federal advisory
committee (FAC) (§§ 4.6, 4.7)
x One-time or multiple meetings (§§ 1.2.3, 4.2.1)
¾ Add to the SI and peer review record
5. Set timelines/deadlines:
¾ When will the review be started?
¾ What are the intermediate checkpoints?
¾ What is the deadline for completion?
¾ Add to the SI and peer review record

6. Identify expertise (§ 5):
¾ Determine the expertise needed (§§ 5.2.1, 5.2.4)
¾ Determine sources of peer reviewers (§ 5.2.2)
¾ Consider asking the public to nominate peer reviewers
(§ 5.2.2)
¾ Consider and address the balance of the panel (§ 5.2.4)
¾ Consider COIs (§§ 4.6.4, 5.3 )
¾ Particularly for a HISA, evaluate rotation (§ 5.2.8)
¾ If a contractor-managed panel peer review, note
special considerations (§ 4.6.4)
¾ Formalize arrangement with peer reviewers
¾ Add to the SI and peer review record
7. Determine whether, on what and when public may
provide comment (e.g., work product, charge, peer
reviewers) (§ 7.2):
¾ Revise peer review plan accordingly
¾ Document in the SI and peer review record
¾ If a HISA, include a public comment process as part of
the peer review whenever feasible and appropriate
8. Prepare materials for the peer review (§ 6.2.5):
¾ Obtain materials from the Project Manager
¾ Prepare instructions for peer reviewer (§ 6.2.5)
¾ Include a copy of materials in the peer review record
(§ 6.5.2)

Note: Some of these steps may occur concurrently.
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Panel Peer Review Report
or Letter Reports
from Peer Reviewers

Add to Science
Inventory

Go to
Figure 2d

Add to Peer
Review Record

Figure 2c. Conducting the Peer Review of Influential Scientific Information (Including HISAs)
1. Provide materials to the peer reviewers (§ 6.2.5):
¾ Charge
¾ Instructions
¾ Draft work product
¾ Public comments if plan provided for public comment on work product
¾ Any contractual agreements associated with the review
¾ Particularly for HISAs, supporting materials for key decisions and findings
2. Conduct the peer review:
¾ Particularly if a HISA, public may present comments to peer reviewers at a panel meeting (should be part of peer
review plan)
3. Ask reviewers to prepare peer review comments (§ 6.2.5)
4. Prepare Peer Review Report (collective comments from peer reviewers) (§ 6.2.5)
¾ If conducted by a panel, receive panel peer review report
¾ If conducted by letter, receive individual letter reviews and prepare consolidated peer review report
5. Add peer review report to the SI and peer review record

EPA Peer Review Handbook: Roadmap
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Brief Decision Maker

From
Figure 2c

Reconcile Comments and
Prepare Agency Response to Peer Review

Add to Science
Inventory

Add to Peer
Review Record

Incorporate Comments
into Work Product, as
Appropriate

Management
Review

Finalize &
Disseminate
Work Product

Add to Science
Inventory

Add to Peer
Review Record

Figure 2d. Completing the Peer Review of Influential Scientific Information (Including HISAs)
1. Evaluate comments from peer reviewers:
¾ Consider comments
¾ Obtain clarification, if needed
¾ Include comments in peer review record
2. Brief the DM on proposed reconciliation of comments
3. Reconcile comments:
¾ Revise the work product by incorporating comments, as appropriate
¾ For a HISA, prepare a written Agency response and document why any comments were not used
¾ Include documentation in peer review record
4. Finalize work product:
¾ Include in peer review record
¾ Post peer review report and related materials (e.g., charge, Agency response) on the Internet through the SI:
x For an ISI, post written Agency response to the peer review report, if prepared
x For a HISA, post written Agency response to the peer review report
¾ For all ISI/HISAs that support rulemaking:
x Include peer review discussion and certification in preamble of the rule
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R.3. Organizing the Peer Review Process
R.3.1. Planning the Peer Review
Planning a peer review is a critical first step to ensuring a successful peer review of a work product. The
initial step is to determine whether the work product (either at the conceptual stage or while under
development) should be peer reviewed. Once it has been determined that a peer review will be
conducted, the DM and Peer Review Leader (PRL) need to plan an appropriate review. This includes:
x
x
x
x
x

x
x
x
x

categorizing the work product and documenting the decision for influential work products;
determining resources (budget and personnel);
scheduling for completion of the peer review;
creating the peer review record;
making decisions about an appropriate peer review approach, which considers the forum
(i.e., internal and/or external), type (i.e., letter or panel) and mechanism for conducting the
review (i.e., Agency-managed, contractor-managed, Federal Advisory Committee [FAC],
National Academy of Sciences [NAS]);
planning for opportunities for public participation;
developing the charge;
selecting peer reviewers; and
preparing materials for the reviewers.

Conceptualizing the Peer Review, which includes defining roles, responsibilities and resources, should
take place at the very earliest stages of a product’s development. Resources, including personnel, time
and funding, should be considered. Based on individual EPA office procedures, other considerations
might include the need for briefings, quality assurance (QA) components and reviews and predissemination review planning and approvals.
Categorizing the Work Product (Figure 2a) is based on objective criteria associated with whether the
work product is considered influential (i.e., is categorized as ISI), and if influential, whether it is a
HISA.
Planning the Peer Review for Influential Scientific Information (Including HISAs) (Figure 2b) takes into
account the work product categorization in determining the forum, type and mechanism of peer review.
Evaluation and selection of peer reviewers are also documented in the plan, as well as decisions about
public participation, preparation of the charge, instructions to reviewers and other information that may
be useful to reviewers. For HISAs, in particular, it is important to include sufficient information,
including background information about key studies or models, to enable reviewers to understand how
significant findings or conclusions in the draft assessment were made.
The charge should be drafted before selection of the peer reviewers to ensure that they have the
appropriate expertise to address the questions raised. Developing and maintaining a peer review record
should begin at the planning stage of the peer review process (see Section 6.5.3).
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R.3.2. Conducting the Peer Review
The success and usefulness of any peer review depends on the quality of the draft work product
submitted for peer review, the care given to the statement of the issues or “charge,” the match between
the peer review draft product and the form of peer review, the match between the peer review draft
product and the scientific/technical expertise of the reviewers, and Agency use of peer review comments
in the final product. In conducting a peer review, each of the foregoing elements requires serious
attention.
Figure 2c shows the order of activities for conducting a peer review of a work product categorized as ISI
or a HISA. The peer reviewers are expected to prepare and submit peer review reports at the conclusion
of their review. For letter reviews, individual reports are submitted; a single report generally is expected
from a peer review panel.

R.3.3. Completing the Peer Review and Finalizing the Work Product
Conducting the peer review of the work product is not the final stage of the peer review process. Rather,
the peer review process closes with the following major activities: evaluating peer review comments and
recommendations, using the peer review comments for completing the final document, completing the
peer review record, and including relevant information in the SI (Figure 2d). The final product
represents the true end of the peer review process.

R.3.4. Tools for Managing the Peer Review Process
The following Exhibits may be used by EPA offices to plan, track and document decisions associated
with peer review. Note that more than one of the following may be needed for a given draft work
product:
x

The Regulatory Action Development Checklist for Workgroups (Exhibit 1) is an aid for those
involved in the development of regulatory actions.

x

The list of Recommended Steps for Planning, Conducting and Completing a Peer Review
(Exhibit 2) is to assist the Project Manager (PM) and PRL in tracking the overall peer review
process.

x

The Example EPA Peer Review Decision Summary Documentation (Exhibit 3) is for the DM,
Peer Review Coordinator (PRC) and PRL to document decisions, including the work product
categorization, mechanism of peer review and public participation.

Tools and products to enhance the transparency and reporting of peer reviews are summarized in
Table 1.

EPA Peer Review Handbook: Roadmap
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Exhibit 1. Regulatory Action Development Checklist for Workgroups
This checklist will help workgroups plan for peer review in the larger context of regulatory development. Each
numbered section corresponds to a time period in the regulatory development process.
1. Peer Review Prior to Proposal
Tier 1 or Tier 2 Rule*
͟ Is the peer review schedule incorporated into the analytic blueprint?
͟ Does this rule rely upon influential scientific information (ISI/HISA)?
͟ Will the work product be reviewed using external peer review?
Tier 3 Rule
͟ Is the peer review schedule incorporated into the plans for producing the action?
͟ Does this rule rely upon ISI or a HISA?
͟ If an internal mechanism will be used for peer review, is it acceptable according to the Peer Review
Handbook?
2. Sending a Proposed Rule Forward for the Administrator’s Signature
͟ Has peer review been completed?
͟ Does the action memorandum indicate whether the rule relies upon ISI or a HISA?
͟ If the proposed rule relies on ISI or a HISA, is there a discussion of the peer review in the preamble of
the rule?
3. Before the Proposed Rule Publishes
͟ Were the peer review report and any relevant materials included in the docket for this rulemaking?
4. Peer Review Prior to Finalization
͟ Is a new peer review plan necessary as a result of new regulatory options?
5. Sending a Final Rule Forward for the Administrator’s Signature
͟ Has any new peer review of the work product been completed?
͟ Does the action memorandum indicate whether the rule relies on ISI or a HISA?
͟ If the final rule relies on ISI or a HISA, is there a discussion of the peer review in the preamble of the
rule?
6. Before the Final Rule Publishes
͟ Were the peer review report and any relevant materials included in the docket for this rulemaking?
Note: For ISI and HISAs, the administrative record for the action should include a certification explaining that
the action is consistent with provisions of the Office of Management and Budget (OMB) Peer Review Bulletin
(see Appendix C).
*
For further information on tiering and criteria used to determine the appropriate tier for an action, see
http://intranet.epa.gov/actiondp/adp-milestones/tiering.htm .
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Exhibit 2. Recommended Steps for Planning, Conducting and Completing a Peer Review
Recommended Steps

Comments

I. Categorize the work product and document your
rationale (requires Decision Maker [DM] approval)
(see Example EPA Peer Review Decision Summary
Documentation form and Chapter 3)
͟ Influential scientific information (ISI)
͟ Highly influential scientific assessment (HISA)
͟ Other
II. Plan the peer review and brief the DM (Chapters 4
and 5)
͟ Begin creating a peer review record
͟ Select the peer review approach
x Internal, external or both
x Letter or panel
x EPA- or contractor-managed
͟ Set timelines/deadlines
͟ Consider budget and resources
͟ Develop charge questions
͟ Identify areas of expertise needed
͟ Consider public participation, stakeholder
involvement
͟ Identify and evaluate potential peer reviewers
(expertise and ethics issues)
͟ For HISAs and ISI, create public peer review plan
and add other relevant information in the EPA
Science Inventory * (see Chapter 7)
͟ Formalize arrangements with the selected peer
reviewers
III. Conduct the peer review (Chapter 6)
͟ Send peer review materials (e.g., charge and
instructions, draft work product and supporting
materials, contractual agreements, public
comments) to peer reviewers
͟ Convene panel or conduct letter review
͟ Obtain reviewers’ comments (peer review report)
IV.

Complete the peer review and brief the DM
(Chapters 6 and 7)
͟ Reconcile reviewers’ comments and document how
comments were addressed
͟ Finalize work product
͟ Update peer review record
͟ For HISAs and ISI, post the peer review report, any
Agency response (necessary for a HISA), and the
final work product

* EPA. Peer Review Agenda. http://cfpub.epa.gov/si/si_public_pr_agenda.cfm.
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Exhibit 3. Example EPA Peer Review Decision Summary Documentation
1) WORK PRODUCT TITLE:
_________________________________________________________________
2) WORK PRODUCT DESCRIPTION:
__________________________________________________________
3) Assistant Administrator (AA)-ship or Region and Originating Office/Division:
_____________________
4) Decision/Rule/Regulation/Action/Activity That the Work Product Supports:______________________
5) Categorization of Work Product (see page 2 of this exhibit for explanation):
͟ Influential Scientific Information (ISI)
͟ Highly Influential Scientific Assessment (HISA)
͟ Other Scientific or Technical Work Product
6) Rationale for Work Product Categorization and if Peer Review is
needed:_________________________
7) Peer Review Mechanism(s) to Be Used, If Applicable (check all that apply):
(If the work product is designated as ISI or a HISA, conduct peer review [unless exempted or deferred]. For
other scientific or technical work products, peer review should be conducted if the Decision Maker [DM]
determines that it is appropriate. Evaluate and allot sufficient resources, including funds, time and personnel.)
͟ Peer Review Not Necessary (provide rationale)
͟ External: Contractor-Managed Panel
͟ Internal
͟ External: Federal Advisory Committee
(FAC) (e.g., Science Advisory Board
͟ External: Submit to Peer-Reviewed Journal
[SAB])
͟ External: Letter Reviews
͟ External: Other Panels (e.g., National
Academy of Sciences [NAS])
8) Opportunities for Public Participation (check all that apply):
͟ Comment on Charge
͟
͟ Nominate Potential Peer Reviewers
͟
͟
͟ Comment on Potential Peer Reviewers

Comment on Draft Work Product
Comment on Peer Review Mechanism
Oral Presentation to Reviewers

Documentation/Approval of Decision for an ISI or HISA Work Product
Peer Review Leader (Recommendation) ________________________________
Peer Review Coordinator (Concurrence) ________________________________
Decision Maker (Approval) ___________________________________________

Date __________________
Date __________________
Date __________________

The DM must approve the categorization decision for work products designated as ISI or HISA. Work
products designated as ISI or HISA should be peer reviewed; for HISA, external peer review is the approach
of choice. For work products not designated as ISI or a HISA, peer review should be conducted if the DM
determines it is appropriate.
If the ISI/HISA work product is exempted or deferred from peer review, state the reason(s) why:
Note: Exemption or deferral from peer review of an ISI or HISA requires Administrator approval.

EPA Peer Review Handbook
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Exhibit 3. Example EPA Peer Review Decision Summary Documentation: Explanation
Yes/
Item/Instructions
No
Designate the Work Product Category*— DM and Peer Review Coordinator (PRC)
Is Work Product Scientific or Technical (includes economic and social science work
products)?
If scientific or technical, which designation does the work product best fit:
ISI:† Will have or does have a clear and substantial impact on important public
policies or private sector decisions. Decision Makers should consider the following
factors when determining whether a product is likely to be influential:
• Establishes a significant precedent, model or methodology.
• Is likely to have an annual effect on the economy of $100 million or more.
• Is likely to adversely affect in a material way the economy; a sector of the
economy; productivity; competition; jobs; the environment; public health or
safety; or state, tribal or local governments or communities.
• Addresses significant controversial issues.
• Focuses on significant emerging issues.
• Has significant cross-Agency/interagency implications.
• Involves a significant investment of Agency resources.
• Considers an innovative approach for a previously defined
problem/process/methodology.
• Satisfies a statutory or other legal mandate for peer review.

Handbook
Section
3.1.1

3.2.1

HISA: A scientific assessment (i.e., an evaluation of a body of scientific/technical
knowledge that typically synthesizes multiple inputs, data, models and assumptions
and/or applies best professional judgment to bridge uncertainties in available
information) that meets the following:
3.2.3
• In addition to meeting the criteria for ISI, could have a potential impact of more
than $500 million in any year; or
• Is novel, controversial or precedent-setting or has significant interagency interest.
Other (includes journal articles):
3.2.5
• Define in comments.
* Designation of a work product’s category could change during the course of development. Any changes in
designation also should be documented and approved (see Section 3.2.7).
†
For examples of Agency work products designated as ISI and HISAs, see the Peer Review Agenda website
(http://cfpub.epa.gov/si/si_public_pr_agenda.cfm).
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Table 1. Agency Tools and Products for Peer Review Transparency and Reporting
Tool (T)/Product
(P)
(T) Roadmap
Flowcharts
(T) Example
Decision Summary
Documentation
(T) Conducting a
Peer Review
(P) Public Peer
Review Plan
(automatically
generated in the SI
when information on
ISI or a HISA is
entered). The SI is a
tool to help generate
the public peer
review plan.

(P) Peer Review
Charge

(P) The Peer Review
Report(collective
comments from peer
reviewers)

Description
Graphically describe the Agency’s peer review process.
Individual product documentation is used in each EPA office to start a
record of management decision and approval to categorize a product and
the type of peer review it will undergo. This document is used at the EPA
office level.
A planning and implementation tool for anyone managing the peer review
process of a work product.
Begin a systematic process of peer review planning for ISI and HISAs that
an Agency plans to disseminate in the foreseeable future. Each peer
review plan includes:
• A paragraph including the title, subject and purpose of the planned
report, as well as an Agency contact to whom inquiries may be
directed to learn the specifics of the plan.
• Whether the dissemination is likely to be ISI or a HISA.
• The timing of the review (including deferrals).
• Whether the review is conducted through a panel or individual letters
(or whether an alternative procedure is exercised).
• Whether there are opportunities for the public to comment on the
work product to be peer reviewed, and if so, how and when these
opportunities are provided.
• Whether the Agency provides significant and relevant public
comments to the peer reviewers before they conduct their review.
• The anticipated number of reviewers (3 or fewer, 4–10 or more than
10).
• A succinct description of the primary disciplines or expertise needed
in the review.
• Whether reviewers are selected by the Agency or by a designated
outside organization.
• Whether the public, including scientific or professional societies, are
asked to nominate potential peer reviewers.
As part of each peer review, the PRL formulates a clear, focused charge
that identifies the technical and scientific issues on which the Agency
would like feedback and invites suggestions for improving the document
as a whole. This request signals the Agency’s receptivity to expert
recommendations. The charge to peer reviewers usually makes two
general requests. First, it focuses the review by presenting specific
questions and concerns surrounding such issues as the comprehensiveness
of the literature reviewed, the soundness of the method used, the scientific
support for the assumptions employed, and the sensitivity analysis (i.e.,
the sensitivity of the results to alternative assumptions). Secondly, it
invites general comments on the work product as a whole.
The collective comments on the scientific or technical work product
undergoing peer review provided by the peer reviewers in response to the
peer review charge is called the Peer Review Report. The EPA makes the
reports for ISI and HISAs available on the SI website, which links directly
to the Peer Review Agenda entry for that item.

Handbook
Section
Roadmap
Roadmap
Exhibit 2

Roadmap
Exhibit 1
7.3.4

6.2

6.2.5
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Table 1. Agency Tools and Products for Peer Review Transparency and Reporting
Tool (T)/Product
(P)
(P) Agency’s
Response to Peer
Review Report

(P) Peer Review
Record

(T) Science
Inventory

(P) Peer Review
Agenda

(P) Annual Report
on Peer Review to
OMB

Description
The PRL should evaluate and analyze all peer review comments and
recommendations carefully. The peer review of a work product is not
complete until the peer review comments are incorporated into the final
version or reasons are stated why such comments are not incorporated.
The peer review record is complete only when it contains a copy of the
final work product (when there is one) that addresses the peer review
comments and a copy of the response-to-comments document. The PRL
should brief the DM on how to address the peer review comments. Per the
OMB Peer Review Bulletin, the Agency’s response to the peer review
report for HISAs should be posted on the SI.
The peer review record is the formal record (file) of decision on the
conduct of the peer review, including the type of peer review performed
and an explanation of how the peer review comments are addressed. It
includes sufficient documentation for an uninvolved individual to
understand what happened and why. The peer review record is separate
from the entry in the SI. Although some information from the peer review
record appears in the SI, the paper peer review record is the official record
of the peer review. The PRL (with the Project Manager [PM], if there is
one) creates a separate, clearly marked peer review file within the overall
file for development of the work. Once the peer review is completed, it is
the responsibility of the PRL to ensure that the peer review record is filed
and maintained in accordance with the organization’s document retention
procedures.
The SI (www.epa.gov/si) is a searchable database that contains
information on EPA publications and presentations. The SI is used to
track the Agency’s work products that are categorized as ISI and HISAs,
including their status and peer review plans. EPA offices are expected to
keep this information current by updating SI entries for ISI and HISAs at
least every 6 months.
The Peer Review Agenda (PRA) is a component of the EPA SI. ISI and
HISA work product metadata, including peer review information and
related documents, are entered into the SI and then published to the
Agency PRA, which informs EPA website visitors about EPA’s planned
and ongoing peer review activities.
The website for the EPA’s Peer Review Agenda is
http://cfpub.epa.gov/si/si_public_pr_agenda.cfm.
Consistent with the OMB’s Peer Review Bulletin, the EPA expects to
submit a report to OMB each year. This report includes information
concerning the peer reviews conducted on ISI and HISAs during the
previous fiscal year. The EPA generates this report from the information
in the SI.

Handbook
Section
6.3

6.5

7.3.1,
7.3.2, 7.3.3

7.3.3

7.4
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1. Peer Review at EPA: General Concepts and Context
1.1. Overview
Peer review of all scientific and technical information that is intended to inform or
support Agency decisions is encouraged and expected. Influential scientific
information, including highly influential scientific assessments, should be peer
reviewed in accordance with the Agency’s Peer Review Handbook. All Agency
managers are accountable for ensuring that Agency policy and guidance are
appropriately applied in determining if their work products are influential or highly
influential, and for deciding the nature, scope, and timing of their peer review. For
highly influential scientific assessments, external peer review is the expected
procedure. For influential scientific information intended to support important
decisions, or for work products that have special importance in their own right,
external peer review is the approach of choice. Peer review is not restricted to the
nearly final version of work products; in fact, peer review at the planning stage can
often be extremely beneficial.
—EPA Peer Review Policy Statement, 2006
To implement the EPA’s Peer Review Policy (Appendix A) effectively, individuals involved in peer
review activities need to understand what peer review is and why the Agency conducts peer reviews.
Those individuals also need to understand how peer review differs from activities such as peer input,
stakeholder input and public comment. Familiarity with federal and EPA guidelines related to peer
review is essential. This chapter discusses each of these topics and also addresses the role of peer review
in regulatory development.

1.2. Peer Review
1.2.1. What Is Peer Review?
Peer review is a documented process for enhancing a
The goal of peer review is to obtain an
scientific or technical work product so that the decision
independent review of the product from
or position taken by the Agency, based on that product,
experts who have not contributed to its
has a sound, credible basis. (For a discussion of what
development.
constitutes a scientific or technical work product, see
Section 3.1.1.) It is conducted by qualified individuals
(or organizations) who are independent of those who performed the work and who are collectively
equivalent in technical expertise to those who performed the original work (i.e., peers). Peer review is
conducted to ensure that activities are technically defensible, competently performed, properly
documented and consistent with established quality criteria. Peer review is an in-depth assessment of the
assumptions, calculations, extrapolations, alternate interpretations, methodology, acceptance criteria and
conclusions pertaining to the scientific or technical work product, and of the documentation that
supports them. Peer review also may provide an evaluation of a topic where quantitative methods of
analysis or measures of success are unavailable or undefined. Peer review usually is characterized by a
one-time or limited number of interactions by independent peer reviewers who provide responses to a
series of questions included in a “charge” developed by EPA (see Section 6.2.1). Peer review is
EPA Peer Review Handbook: Peer Review at the EPA: General Concepts and Context
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encouraged during the development of a project or method, and/or as part of the culmination of the work
product, as appropriate. Regardless of the timing of peer review, the goal is to ensure that the final
product is scientifically and technically sound.

1.2.2. Why Use Peer Review?
Peer review is intended to identify any technical problems or unresolved issues in a preliminary (or
draft) work product through the use of independent experts. This information then is used to revise the
draft product so that the final work product will reflect sound scientific and technical information and
analyses. To be most effective, peer review of a scientific or technical work product should be
incorporated into the up-front planning of any action based on the work product; this includes obtaining
the proper resource commitments (personnel and money) and establishing realistic schedules.
Although conducting a peer review requires an up-front commitment of time and resources, the benefits
usually justify these added resources. Peer review enhances the credibility and acceptance of the
decision based on the work product. Also, by ensuring
Peer review is not free; however, not
a sound basis for decisions, cost savings are likely to
doing peer review can be costly.
be realized because decisions are less likely to be
challenged.

1.2.3. When and How Often Should Peer Review Occur?
The Agency has significant discretion in deciding on the timing and the frequency of peer review.
Options abound, each with merits depending on the context and specified peer review objectives. In
many situations, a single peer review event, beginning when the final draft work product becomes
available, is the approach taken. It is increasingly apparent, however, that peer review performed earlier
in the work product development stages can provide a superior approach for some work products. There
may be substantial incremental benefit to conducting more than one peer review during work product
development, particularly when development involves complex tasks, has decision branching points, or
could be expected to produce controversial findings. Sometimes additional peer reviews are conducted if
the product changes significantly after the initial peer review, or if the Agency would like to know
whether the peer reviewers’ comments were adequately addressed in the revised product. In addition,
early review could be beneficial at the stage of research design or data collection planning when the
product involves extensive primary data collection. The Decision Maker (DM) should determine when
the peer review(s) should occur, considering the type of work product under development and at what
point a peer review would be most beneficial (see Sections 2.3.2 and 3.1.3).
Other types of work products that could benefit from early, up-front peer review in their development
include scientific and technical planning products. Examples of such products are research proposals,
plans and strategies. Although more than one peer review can be beneficial, the distinction between peer
input and peer review should be kept in mind. Experts providing input during the development or
planning stages of the work product generally do not become peer reviewers of that product. For more
on this distinction, see Sections 1.2.11 and 5.2.7.

1.2.4. What Factors Are Considered in Setting the Timeframe for Peer Review?
The peer review schedule is a critical feature of the process. The schedule should take into account the
availability of a quality draft work product; deadlines for the completion of a project, research program
or rulemaking; funding availability; availability of qualified peer reviewers; the complexity and length
EPA Peer Review Handbook: Peer Review at the EPA: General Concepts and Context
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of the product; the possible need to seek public comment on the peer review product; statutory and/or
court-ordered deadlines; and logistical aspects of the peer review (e.g., contracting procedures).
The time required to complete an external peer review will depend greatly on the peer review
mechanism selected, ranging from several months for individual letter reviews to 10 to 12 months for a
review by a federal advisory committee (FAC) ad hoc panel or more than a year for a review by a
National Academy of Sciences (NAS) panel. Federal Advisory Committee Act (FACA) requirements
for advanced notification of committee meetings and opportunities for public participation add to the
time required to complete the review but enhance the transparency of the peer review process.
Regardless of the peer review mechanism selected, the schedule must include adequate time to evaluate
prospective peer reviewers for ethics issues such as potential conflicts of interest (COIs) or an
appearance of a loss of impartiality (see Section 5.3).

1.2.5. What Budgetary Factors Should Be Considered in Planning a Peer Review?
Resources necessary to perform peer review should be requested as
Peer review is part of the
part of the costs of projects, rules or guidance. For purposes of budget
normal cost of doing
planning, the costs of peer review would include the allocation of
business.
staff resources (full-time equivalents, or FTE), the contract or other
costs associated with the use of outside peer reviewers and the
administrative costs of conducting a review (e.g., copying, travel expenses). For peer reviews conducted
by the Science Advisory Board (SAB) or Clean Air Scientific Advisory Committee (CASAC), the SAB
Staff Office budgets for the peer review, including peer reviewer travel expenses, contract costs for
meeting support and FTEs to support the advisory committee’s work.
Senior management in EPA offices should ensure that budget requests include anticipated resources for
peer review. (It should be noted that the term “EPA offices” in this Handbook refers to all headquarters,
regional and program offices.) Peer review should be considered as a normal part of doing business.
Peer review resource considerations also should be addressed in the analytic blueprint for Agency
rulemaking actions.

1.2.6. Who Are the Peer Reviewers?
Peer reviewers are individuals who have technical expertise in the subject matter of the work product
undergoing peer review. For this reason, they may be referred to as “subject matter experts.” Peer
reviewers should not be associated with generating the work product undergoing review; they should be
able to offer independent scientific advice. Peer reviewers need to be willing participants in the peer
review process; they should agree to read all materials, participate fully and act ethically. Peer reviewers
should maintain the confidentiality of the product and information contained in the product (when
necessary), perform the review within the agreed-upon timeframe and be unbiased and objective. Peer
reviewers should disclose any activities or circumstances that could pose a conflict of interest or create
an appearance of a loss of impartiality that could interfere with an objective review. See Chapter 5 for a
thorough discussion of peer reviewer qualifications and ethical considerations.

1.2.7. What Is the Difference Between Internal and External Peer Review?
An internal peer review is a technical or scientific review by individuals from within the Agency who
have the appropriate expertise and are independent from the development of the work product. Internal
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peer reviewers should come from a different organizational unit than the one in which the work
originates. Examples of internal peer review mechanisms may be found in Section 4.2.2.
An external peer review is a review by non-EPA experts with appropriate knowledge and skills who are
independent from the development of the work product. External reviewers may come from other
federal agencies, state and local government agencies, academia, industry, nongovernmental
organizations or other outside organizations. Examples of external peer review mechanisms may be
found in Section 4.2.3.
For work products that are intended to support important public policy or private sector decisions,
external peer review is the approach of choice. Note that an internal peer review or technical review
often precedes an external peer review. Refer to Section 4.2.1 for guidance on when to use internal and
external peer reviews.

1.2.8. What Is the Difference Between Internal Peer Review and Internal Management
Review?
An internal peer review is an assessment of the scientific and technical quality of a work product by
independent Agency experts prior to the publication or release of the work product outside the Agency.
An internal management review (sometimes referred to as “clearance”) is a process for obtaining line
management approvals prior to the work product’s release or publication. While an internal peer review
may be included as part of the internal management review (as in the case of a technical review
conducted prior to the submission of a manuscript to a journal), the internal management review does
not substitute for an internal peer review.

1.2.9. What Is a Letter Peer Review?
A letter review takes place when EPA seeks individual written peer review comments from independent
experts, typically in the form of correspondence to EPA from the peer reviewer. The number of
reviewers selected depends largely on the scientific and technical expertise required to address the issues
presented in the peer review charge. Each reviewer evaluates the draft technical work product
independently without consultation with other reviewers. No collaborative or consensus peer review
report is developed. For letter reviews managed by a contractor, the contractor may compile all peer
review comments into a single report but should not edit the comments in any way, transmitting
comments unaltered to EPA. For more information on letter peer reviews, see Section 4.4.

1.2.10. What Is a Peer Review Panel?
A peer review panel is a group of experts who share and discuss their peer review comments with one
another, regardless of whether the sharing takes place in a face-to-face meeting or via email or
teleconference. The number of panel members selected for a peer review will depend on the issue being
investigated, the time available and resources. Individuals should have appropriate scientific and
technical expertise such that the review panel as a whole covers the broad spectrum of expertise
necessary to address the issues and questions presented in the peer review charge. For some panels,
members may be asked to prepare individual comments for submission to the Agency; for others, the
panel members may be asked to collaborate and provide consensus advice in a single report to EPA. If
panels provide collective or consensus (rather than individual) advice, they may be subject to the
requirements of the FACA, which imposes certain open meeting, balanced membership and committee
chartering requirements. For more information on peer review panels, including FACs, see Chapter 4.
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1.2.11. What Is Peer Input, and How Does It Differ From Peer Review?
Peer input, sometimes referred to as peer consultation, is a form
Peer input is not a substitute
of peer involvement that generally connotes an interaction during
for peer review.
the development of an evolving Agency work product, providing
an open exchange of data, insights and ideas. Such input may be
continued and iterative, and it often involves scientific and technical experts from both inside and
outside the Agency. A common example is the input received from workgroup members during the
development of a product.
The key distinctions between peer input and formal peer review are the independence of the peer
reviewers and their level of involvement. Generally, someone who provided peer input on a work
product no longer is considered independent and should not become a peer reviewer for that same work
product.
Peer input provides valuable contributions to the development of the work product. Peer input does not
substitute, however, for peer review. In other words, one cannot argue that a peer review is not
necessary simply because a work product has received “enough” peer input.

1.2.12. What Is Stakeholder Involvement, and How Does It Differ From Peer Review?
Stakeholder involvement occurs when the Agency engages a
select set of individuals, groups or representatives from
organizations or interest groups that have a stake in the outcome
of the EPA’s work and policies or that seek to influence the
Agency’s future direction to work directly on specific issues.

Stakeholder involvement is not
a peer review mechanism.

The Agency often seeks stakeholder involvement to ensure that all relevant facts and viewpoints related
to the issue are considered. This is an interactive process that usually involves other agencies, industry
groups, regulated-community experts, environmental groups and other interest groups that represent a
broad spectrum of the regulated community, among others. The process of stakeholder involvement
usually strives for general agreement among the involved groups and may be subject to the FACA.
Stakeholders should not be involved in the peer review process if there has been prior engagement with
the Agency on the development of the product or the issue. If stakeholders are involved in the peer
review process, they must meet all applicable ethics laws and regulations.
Although stakeholder involvement is an outreach activity that contributes greatly to the development of
a work product, it is not considered a peer review mechanism.

1.2.13. How Does Public Comment Differ From Peer Review?
The critical distinction between public comment and peer review is that public comment does not
necessarily draw the kind of independent, expert information and in-depth analyses expected from the
peer review process. Public comment frequently is open to all issues, and may be solicited for policy
purposes or as part of the regulatory process, whereas the peer review process focuses on scientific and
technical issues specified in the peer review charge.
Public comment solicited from the general public through the Federal Register or by other means may
be required by the Administrative Procedure Act or other statutes. Public commenters usually include a
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broad array of individuals; some may be scientific experts (and may provide peer input), some may be
experts in other areas, and some are interested non-experts.
In terms of peer review, public comments can provide important input to the identification and selection
of peer reviewers, the refinement of charge questions to be addressed in peer review, and identification
of technical issues to be considered by the peer reviewers. Generally, public comment enhances the
transparency of the peer review process. Although it may be an important component of the EPA’s
decision-making process, public comment does not substitute for peer review. See Section 7.2 for more
information on public participation in the peer review process.

1.3. Policies and Guidance That Relate to Peer Review
To provide the framework for ensuring the credibility and utility of the Agency’s science, EPA relies on
its Peer Review Policy and peer review procedures and guidelines in this Peer Review Handbook;
guidance from the Office of Management and Budget (OMB) Peer Review Bulletin; and the EPA’s
Quality System, Information Quality Guidelines and Scientific Integrity Policy. Each is briefly discussed
below.

1.3.1. What Is the EPA’s Peer Review Policy?
The EPA’s Peer Review Policy3 was first issued in 1993 and was updated in 2006 (see Appendix A). It
emphasizes the critical role of peer review in ensuring that the EPA’s decisions rest on sound science
and data.

1.3.2. What Are the Legal Ramifications of the Peer Review Policy?
The Peer Review Policy does not establish or affect legal rights or obligations. Rather, it confirms the
importance of peer review where appropriate, outlines relevant principles and identifies factors that
Agency staff should consider in implementing the policy. Except where provided otherwise by law, peer
review is not a formal part of, or substitute for notice-and-comment rulemaking or adjudicative
procedures. The EPA’s decision to conduct peer review in any particular case is wholly within the
Agency’s discretion. Similarly, nothing in the Peer Review Policy creates a legal requirement that EPA
respond to peer review comments. To the extent that EPA decisions rely on scientific and technical work
products that have been subjected to peer review, however, the remarks of peer reviewers should be
included in the record for those decisions.
EPA staff and management should consult with attorney(s) in the Office of General Counsel (OGC)
and/or Office of Regional Counsel (ORC), to obtain legal advice related to peer review. OGC has
attorneys who are specialists in specific areas (e.g., FACA considerations, contractual responsibilities,
ethics issues), and they should be consulted as needed, following consultations with local resources.

3

EPA. 2006. Peer Review and Peer Involvement at the U.S. Environmental Protection Agency.
http://epa.gov/peerreview/pdfs/peer%20review%20policy%2006.pdf.
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1.3.3. What Is the Office of Management and Budget’s Peer Review Bulletin, and How
Does It Relate to Peer Review at EPA?
OMB’s Final Information Quality Bulletin for Peer Review4 (see Handbook Appendix B), hereafter the
OMB Peer Review Bulletin, provides guidance to federal agencies for enhancing the peer review of
government science documents and establishes minimum standards for when to conduct peer review.
EPA conducts peer review of its products in accordance with the guidance in the OMB Peer Review
Bulletin.
OMB’s Peer Review Bulletin provides two important definitions:
x

Influential Scientific Information (ISI): Scientific information that the Agency “reasonably
can determine will have or does have a clear and substantial impact on important public policies
or private sector decisions.”

x

Highly Influential Scientific Assessment (HISA): A subset of ISI that is a scientific assessment
(i.e., an evaluation of a body of scientific or technical knowledge, which typically synthesizes
multiple factual inputs, data, models, assumptions and/or applies best professional judgment to
bridge uncertainties in the available information) that “could have a potential impact of more
than $500 million in any year on either the public or private sector” or “is novel, controversial, or
precedent-setting, or has significant interagency interest.”

Per the OMB Peer Review Bulletin, all of the Agency’s ISI/HISA should be peer reviewed unless they
meet specified exemption criteria (see Handbook Section 3.3). Decisions regarding categorization of
products as HISA or ISI should be made early in the stages of product development; relevant guidance
may be found in Section 4.2.1. The OMB Peer Review Bulletin instructs federal agencies to establish a
process for public disclosure of peer review planning, including a Web-accessible description of the plan
that each agency has developed for reviewing its ISI and HISAs. An agenda of the Agency’s plans for
reviewing these products may be found on the EPA Peer Review Agenda
(http://cfpub.epa.gov/si/si_public_pr_agenda.cfm) (see Section 7.3).

1.3.4. What Is the EPA’s Quality System, and How Does It Relate to Peer Review?
The Quality System framework consists of policies, procedures and oversight processes that assure the
Agency’s environmental data are of sufficient quantity and quality to support the data’s intended use.
All EPA programs generating environmental data and information, or using data and information from
non-EPA sources, are to conform to the Agency’s Quality Policy, CIO 2105.0 (May 5, 2000)5, which is
based on international quality standards and practices. The EPA Quality System specifies systematic
planning for quality and documentation of the data quality requirements for the scientific or technical
work product being developed. The Office of Environmental Information has Agency-wide oversight of
the mandatory quality system, and the program and regional offices are responsible for developing a
Quality Management Plan for implementing their organization-specific Quality Assurance (QA)

4

OMB. 2004. Memorandum for Heads of Departments and Agencies, Final Information Quality Bulletin for Peer Review.
http://www.whitehouse.gov/sites/default/files/omb/memoranda/fy2005/m05-03.pdf.

5

EPA. 2000. Policy and Program Requirements for the Mandatory Agency-Wide Quality System. EPA Order Classification No. CIO
2105.0. http://intranet.epa.gov/quality/documents/21050.pdf.
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program. Each organization has a designated Director of Quality Assurance (DQA) or Quality
Assurance Manager (QAM) responsible for quality.
QA and peer review are complementary activities and ensure that EPA uses scientifically sound data and
information in making programmatic and regulatory decisions. Peer review does not replace the
Agency’s mandatory requirements to collect and use data of appropriate quality for the intended use in
decision making. QA promotes the application of quality requirements at the project level such as
determining precision, accuracy, representativeness, comparability, completeness and sensitivity of the
data. Peer review primarily focuses on the scientific soundness of the results and conclusions presented
in the work product. It is recognized as a valuable process that provides an objective and transparent
assessment of the utility and credibility of the science. QA requirements and activities should be
documented during the planning and development of the product prior to peer review. The Handbook
encourages the Peer Review Leader (PRL) to contact the organization’s quality assurance individual
about applicable QA requirements for the product being peer reviewed. QA specifications are usually
documented in a Quality Assurance Project Plan.

1.3.5. What Are the EPA’s Information Quality Guidelines (IQG), and How Do They
Relate to Peer Review?
The EPA’s Guidelines for Ensuring and Maximizing the Quality, Objectivity, Utility, and Integrity of
Information Disseminated by the Environmental Protection Agency,6 better known as the EPA’s
Information Quality Guidelines (IQG), contain procedural
guidance for ensuring that the information the Agency
Products undergoing peer
disseminates to the public is reliable and accurate,
review (pre-disseminated
appropriate for its intended use, and protected from
products) need a disclaimer.
compromise (i.e., its objectivity, reliability and integrity are
maintained). The EPA’s IQG allows persons affected by
EPA’s publicly disseminated information to seek and obtain corrections from EPA (through its Office of
Environmental Information). Peer review is a key step in ensuring the quality, objectivity, utility and
integrity of the information that EPA disseminates.
Agency products undergoing peer review are not considered “disseminated” under the EPA’s IQG
because they are dynamic documents and are subject to change and, therefore, they do not represent the
EPA’s final decision or position. These “pre-dissemination” products should contain the following
disclaimer:
This information is distributed solely for the purpose of pre-dissemination peer
review under applicable information quality guidelines. It has not been formally
disseminated by EPA. It does not represent and should not be construed to
represent any Agency determination or policy.
In cases where the information is highly relevant to specific policy or regulatory deliberations, the
disclaimer should appear on each page of the work product. Agency work products that are disseminated
after the peer review process is completed are subject to the EPA’s IQG.

6

EPA. 2002. Guidelines for Ensuring and Maximizing the Quality, Objectivity, Utility, and Integrity of Information Disseminated by the
Environmental Protection Agency. EPA/260R-02-008.
http://www.epa.gov/quality/informationguidelines/documents/EPA_InfoQualityGuidelines.pdf.
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1.3.6. What Are the General Assessment Factors, and How Do They Relate to Peer
Review?
The guidance titled General Assessment Factors for Evaluating the Quality of Scientific and Technical
Information7 (see Appendix C) and its addendum8 complement the EPA’s IQG and Quality System
and are an additional resource for EPA staff involved in the peer review process. The guidance
establishes the EPA’s expectations for scientific and technical information that is voluntarily submitted
to or gathered by the Agency. Regardless of source, this information must be evaluated for quality and
relevance prior to being used in support of EPA actions. The Agency takes into account five general
assessment factors to determine whether the information meets its quality requirements: (1) soundness,
(2) applicability and utility, (3) clarity and completeness, (4) uncertainty and variability, and (5)
evaluation and review. The “evaluation and review” factor refers to the extent of independent
verification, validation and peer review of the information. For a previous peer review to be considered
adequate by the Agency, it should meet the intent of the EPA’s Peer Review Policy, and the rigor of the
review should be commensurate with the proposed use of the information by the Agency.

1.3.7. What Is the EPA’s Scientific Integrity Policy, and How Does It Relate to Peer
Review?
The EPA’s Scientific Integrity Policy9 facilitates scientific integrity Agency-wide through: (1) the
promotion of scientific and ethical standards; (2) communications with the public; (3) the use of peer
review and advisory committees; and (4) professional development. The policy promotes the culture of
scientific integrity and enhances transparency within scientific processes.
The policy emphasizes the importance of ensuring that scientific studies used to support regulatory and
other policy decisions undergo appropriate levels of independent peer review, and it recognizes the role
of FACs (see Section 2.3.6.) in providing transparent, external peer review.

1.4. Peer Review and Regulatory Development
1.4.1. What Role Does Peer Review Have in Regulatory Development?
Peer review of scientific and technical work products that support regulations is an important,
fundamental step in policy setting and regulatory development processes. A regulation itself is not
subject to the Peer Review Policy. If a regulation is supported by a scientific and technical work
product(s), however, that underlying work product(s) should be peer reviewed if it does not meet
exemption criteria outlined in Section 3.3.
Sometimes peer review leads to recommendations for new information and analyses that would alter the
work product and thus modify the scientific/technical basis for the action or rule it supports. For this
reason, a completed peer review is desirable before issuing any regulatory proposal for public comment.
If that is not possible logistically because of court or statutory deadlines, or other appropriate reasons,
7

EPA. 2003. A Summary of General Assessment Factors for Evaluating the Quality of Scientific and Technical Information. EPA/100/B03/001. http://www2.epa.gov/sites/production/files/2015-01/documents/assess2.pdf.

8

EPA. 2012. Guidance for Evaluating and Documenting the Quality of Existing Scientific and Technical Information. Addendum to A
Summary of General Assessment Factors for Evaluating the Quality of Scientific and Technical Information.
http://www2.epa.gov/sites/production/files/2015-01/documents/assess3.pdf.

9

EPA. 2010. Scientific Integrity Policy. http://www.epa.gov/osa/pdfs/epa_scientific_integrity_policy_20120115.pdf.
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every effort should be made to complete the peer review before the close of the comment period.
Because peer review comments on such work products could be of sufficient magnitude to warrant a
revision to the proposed action or rule, every effort should be made to complete the peer review prior to
the proposal stage.

1.4.2. What Is the EPA’s Action Development Process (ADP), and How Does It Relate to
Peer Review?
The EPA’s ADP is a process designed to ensure that the Agency develops and issues high-quality rules,
policy statements, guidance documents, reports to Congress and other regulatory and non-regulatory
actions. It assists the Agency in achieving objectivity and transparency of information. It consists of
steps for planning sound scientific and economic analyses to support the action, including peer review of
any major scientific or technical work product that supports an Agency action.

1.4.3. How Does the Rulemaking Tier Affect Peer Review?
Tier 1 and Tier 2 rulemakings are, by definition, important Agency rulemakings. Therefore, work
products supporting Tier 1 and Tier 2 rules should be scrutinized carefully to determine whether they
should undergo peer review. In most cases, scientific and technical work products categorized as ISI or a
HISA and supporting a Tier 1 or Tier 2 rulemaking should be externally peer reviewed if they do not
meet exemption criteria outlined in Section 3.3.
Work products supporting Tier 3 rulemakings also may benefit from peer review. For work products
supporting a Tier 3 rule, both internal and external peer review may be appropriate, depending on the
nature of the product and other factors. For more information on the tiering process, see
http://intranet.epa.gov/actiondp/documents/adp03-00-11.pdf. For more information on the differences
between internal and external peer review, see Section 4.2.

1.4.4. Should Peer Review Be Discussed in the Analytic Blueprint for a Regulation?
Analytic blueprints are a critical part of the EPA’s ADP (see Section 1.4.2). A blueprint, which is
required for all Tier 1 and Tier 2 actions, spells out a workgroup’s plans for the data collection and
analyses that will support development of a specific action. The blueprint sets forth how this information
will be collected, peer reviewed and used to craft the action within a specific budget and timeframe.
Workgroups should address peer review specifically in each analytic blueprint. For peer review
purposes, development of the analytic blueprint is the process whereby the workgroup identifies
supporting scientific and technical work products and recommends what kind of peer review is needed.
The analytic blueprint should show the schedule of the peer review in the context of the schedule for the
overall rulemaking. For more information, see http://intranet.epa.gov/actiondp/documents/adp03-0011.pdf.

1.4.5. What Role Does Peer Review Have in Regulatory Negotiations?
As with other rules, a negotiated rulemaking itself is not subject to the Peer Review Policy. If the
regulatory negotiation is supported by scientific and technical work product(s), however, that underlying
work product(s) should be peer reviewed if it does not meet exemption criteria outlined in Section 3.3.
This peer review should occur before the negotiation takes place, when possible.
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1.4.6. Should the Peer Review Be Discussed in the Preamble of a Regulation?
For proposed and final regulations that rely on ISI and HISAs, the peer review report should be
discussed in the preamble, as described in the OMB Peer Review Bulletin. The PRL should take steps to
ensure that the rule writer and the regulatory workgroup are aware of this provision of the OMB Peer
Review Bulletin. For peer review template language, see Appendix D, Sound Science and Peer Review
in Rulemaking.

1.4.7. How Is Peer Review Documented in the Action Memorandum for Regulations?
For all rules requiring the Administrator’s signature (proposed and final), the action memorandum
should indicate the kind of peer review that took place. The current format for action memoranda
accompanying regulatory packages is available at http://intranet.epa.gov/actiondp/adptemplates/index.htm#adp.
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2. Peer Review Roles and Responsibilities
2.1. Overview
The roles defined in this chapter provide descriptions of responsibilities of key personnel involved in or
conducting peer review at the Agency. These personnel are responsible for ensuring the scientific
quality of work products that inform decisions.
The EPA Deputy Administrator (DA) is the senior Agency official for peer review. The DA is
ultimately responsible for the performance of peer review for scientific and technical information that is
intended to inform and support the EPA’s environmental decisions.
The Science and Technology Policy Council (STPC), the Peer Review Advisory Group (PRAG) and the
Office of the Science Advisor (OSA) oversee implementation of the Agency’s Peer Review Policy. The
Office of Research and Development (ORD) is responsible for maintaining the Agency’s Peer Review
Agenda.10 EPA Assistant Administrators (AAs) and Regional Administrators (RAs) are responsible for
making peer review decisions that are specific to their EPA offices; they may delegate some
responsibilities, however, to other Decision Makers (DMs) within their organizations for planning and
managing the peer review process in accordance with the Handbook guidelines. The Office of General
Counsel (OGC) and Office of Regional Counsel (ORC) provide legal advice to assist Agency personnel
in carrying out their peer review-related responsibilities.
Specific roles and responsibilities of agency organizations
Employees should be familiar with
and personnel associated with peer review are discussed
their roles and responsibilities for
below. EPA employees with assigned peer review
peer review.
responsibilities should be familiar with the Agency’s Peer
Review policy and receive the appropriate peer review
training. The PRAG develops and provides training on the Handbook for all employees with designated
peer review responsibilities. See Section 1.2.6 for the roles and responsibilities of the peer reviewer.

2.2. Oversight Responsibilities for the EPA’s Peer Review Policy
2.2.1. What Is the Role of the Deputy Administrator?
The DA has the authority to establish Agency-wide peer review policies and guidelines that enhance the
credibility of EPA as a scientific agency. The DA is the final arbiter of conflicts and concerns about peer
reviews conducted by the Agency.

2.2.2. What Is the Role of the Science and Technology Policy Council?
The STPC (formerly known as the Science Policy Council) is a senior Agency council chaired by the
EPA Science Advisor. The STPC identifies critical science and technology policy issues and develops
approaches that help advance the Administrator’s environmental and public health priorities. The STPC
is responsible for overseeing the implementation of the Agency’s Peer Review Policy. The STPC meets
its peer review responsibilities through oversight of the PRAG.

10

EPA. 2015. Peer Review Agenda. http://cfpub.epa.gov/si/si_public_pr_agenda.cfm.
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2.2.3. What Is the Role of the Peer Review Advisory Group?
The PRAG assists the STPC in overseeing implementation of the Agency’s Peer Review Policy and
serves as a technical resource for the Agency. It is a workgroup of representatives from EPA program
and regional offices that was established to develop and interpret peer review guidelines, address peer
review issues and promote effective peer review practices across EPA. It also serves as a cross-Agency
coordination workgroup to increase the quality and consistency of peer reviews at the Agency. The
PRAG is charged to perform the following duties:
x

Ensure that the Peer Review Handbook is updated periodically.

x

Develop peer review training for the agency.

x

Provide expert advice to the STPC regarding peer review issues.

x

Develop products for internal and external release that advance peer review in the Agency.

x

Serve as a forum for discussing issues or questions relating to peer review.

2.2.4. What Is the Role of the Office of the Science Advisor?
OSA, with assistance and cooperation from all EPA program and regional offices, is responsible for
producing the Agency’s annual report to Office of Management and Budget (OMB) that summarizes the
peer reviews that were conducted during the previous fiscal year for Influential Scientific Information
(ISI), including Highly Influential Scientific Assessments (HISAs). OSA also provides support to the
STPC and PRAG on peer review activities.

2.2.5. What Is the Role of the Office of Research and Development?
ORD is responsible for maintaining the EPA Science Inventory (SI) database. In addition, ORD
maintains the EPA Peer Review Agenda website11 that meets the OMB Peer Review Bulletin guidelines
for a publicly available, “web-accessible listing of forthcoming influential scientific disseminations …
that is regularly updated by the agency” (see Appendix B). For information on the SI and Peer Review
Agenda, see Section 7.3.

2.3. Peer Review Roles and Responsibilities within EPA Offices
EPA program and regional offices are responsible for carrying out all aspects of peer review appropriate
for their work products. This includes categorizing their work products as ISI, HISAs or “other,” as well
as determining the nature, scope and timing of the peer review and following the procedures outlined in
this Handbook. For ensuring greater independence and transparency of peer reviews, it is important to
separate the responsibilities for developing work products from conducting the peer review (see Figure
2), whenever possible. The roles of individuals with specific responsibilities for peer review within their
organization are addressed in the following subsections.

11

EPA. Peer Review Agenda. http://cfpub.epa.gov/si/si_public_pr_agenda.cfm.
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2.3.1. What Is the Role of the Assistant and Regional Administrators?
The EPA’s AAs and RAs are responsible for all peer review actions in their organizations. In many
cases, the AA or RA may delegate these responsibilities to a DM (e.g., DAA, DRA, and Office/Division
Director) within their organization. When more than one EPA office or other agencies are involved in
the development of a work product, responsibility for conducting the peer review can be negotiated;
often, the degree of involvement by any of the organizations and agencies and their ability to fund peer
review will determine who assumes the lead for the peer review.
As part of the annual review process, AAs and RAs ensure that the peer review of influential scientific
and technical work products in their program or regional office has been conducted and documented
appropriately.

2.3.2. What Is the Role of the Decision Maker?
The DM should ensure that there are processes in place to determine—early in the planning stage of the
product—whether the product is (or is likely to be) influential, and if influential, whether it is (or is
likely to be) a HISA, and determine how the peer review is to be conducted. As noted in Section 2.3.1,
the AA/RA may delegate these responsibilities to a manager within the organization, such as the ORD
Laboratory or Center Director, Program Office Director, or Regional Division Director.
Specific responsibilities of the DM are the following:
x

Determine which type of work products need to be peer reviewed and the nature of the peer
review to be conducted for each type, and ensuring compliance with all applicable guidance
(including the OMB Peer Review Bulletin).

x

Identify the stages of product development for which peer review is appropriate and decide how
the peer review is to be conducted.

x

Document the categorization determination and other peer review planning decisions (see
Roadmap Exhibit 3, Example EPA Peer Review Decision Summary Documentation), especially
if the product is (or is likely to be) influential, and if influential, whether it is (or is likely to be) a
HISA.

x

Designate a Peer Review Coordinator (PRC) within the organization.

x

Designate a Peer Review Leader (PRL) to plan, conduct and complete the peer review. The
person in charge of producing the work product (Principal Investigator, Project Leader, or
Project Manager (PM) – see Section 2.4.4) may serve as the PRL; however, for ISI and HISAs,
the DM should consider the advantage of designating a different individual to serve as the PRL
to enhance the independence of the peer review process.

x

Ensure that sufficient funds are designated in the EPA office’s budget to conduct the peer review
and allocate adequate resources throughout the peer review process (e.g., contractor support for
peer review).

x

For HISAs, decide whether it is feasible and appropriate to make the draft scientific assessment
available to the public for comment before or at the same time it is submitted for peer review,
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and whether it is feasible and appropriate to sponsor a public meeting at which oral presentations
on scientific issues can be made to the peer reviewers by interested members of the public.
x

Ensure that all relevant issues and comments raised by the peer reviewer(s) are adequately
addressed and documented for the record and, when appropriate, incorporated into the final work
product.

2.3.3. What Is the Role of the Peer Review Coordinator?
The PRC is designated by the DM to coordinate and monitor all peer review activities related to EPA
scientific and technical work products in an organization. This individual has access to senior
management and all staff across the organization involved with peer review, and is the main contact
with the PRAG, OSA and ORD for information about peer review activities and submissions to the SI.
Although some of the following functions might be performed by other personnel, specific
responsibilities of the PRC are the following:
x

Work closely with the DM and PRL to plan the peer review of the work product and ensure that
peer review guidelines and procedures are appropriately applied.

x

Provide advice, guidance and support to the PRL and, as determined by management, serve as
the PRL for certain work products.

x

Establish procedures to ensure that the peer review process is adequately documented in a peer
review record (see Section 6.5) and that the record is filed and maintained in a manner consistent
with Agency retention policies.

x

For ISI and HISAs, ensure that information in the peer review record is consistent with OMB
reporting guidelines by making key pieces publicly available on the Agency’s Peer Review
Agenda12 via the SI.

x

Deliver peer review training to management and staff.

x

Function as the liaison with the PRAG, OSA and ORD by participating in PRAG workgroups as
needed.

x

Ensure that the list of work products and their associated peer review mechanisms are accurate
and updated during the annual reporting (and, when necessary, at other times).

x

Post or link other relevant peer review documents to the PRA from the SI.

2.3.4. What Is the Role of the Peer Review Leader for EPA-Managed Peer Reviews?
The PRL plans, conducts and completes the peer review for specific work products within an
organization. The PRL is selected by the DM. To enhance the independence of the peer review process,
the DM should consider the advantage of having separate individuals produce the work product and
manage the peer review (see Section 2.3.2). The PRL should follow the Agency’s peer review
12

EPA. Peer Review Agenda. http://cfpub.epa.gov/si/si_public_pr_agenda.cfm.
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procedures and guidelines and should receive training on the Handbook and other policies and
guidelines applicable to peer review. For peer reviews conducted by outside organizations such as the
National Academy of Sciences (NAS), the PRL should be thoroughly familiar with the ethics policies
and requirements of the organization conducting the review (see Section 5.3.1).
Specific responsibilities of the PRL include:
x

x

Plan the peer review: After considering the type of work product under development, the PRL
(in consultation with the DM and PRC) should do the following:
o

Determine and document the categorization of the product (ISI, HISA or other) and when
and how the peer review should occur.

o

Establish a plan for the peer review, including the peer review approach (e.g., letter,
panel, journal, EPA- or contractor-managed peer review); the scope and timing of the
peer review; and the approach to responding to peer review comments.

o

Obtain management approval of the plan, and ensure proper documentation of decisions
as part of the peer review record.

o

Develop the charge for the peer reviewers, soliciting input from the project team
developing the work product and the public, as appropriate. When the timing of panel
selection does not allow for prior finalization of the charge, develop a preliminary version
of the charge that provides enough detail about anticipated peer review scope and issue
areas that requisite areas of peer review panel expertise can be identified.

o

Select peer reviewers with expertise appropriate for the charge after considering and
resolving any ethics issues, including potential conflicts of interest (COIs).

o

Ensure that appropriate internal review, including clearance procedures, is completed
before releasing the product for external peer review.

Conduct the peer review: The PRL should:
o

Provide opportunities for public comment on the review materials, when applicable
(usually for ISI or a HISA).

o

Provide the peer reviewers with materials relevant to the work product, including
instructions; the charge questions; and significant scientific and technical comments, if
public comment was sought. Particularly for HISA, include information about key studies
or models used to support key findings or conclusions of the work product.

o

Advise peer reviewers of their responsibility to prepare their response to the charge,
usually in the form of a report documenting the results of the peer review.

o

Document any changes to the charge, profile of peer reviewers or ethical conflicts that
may develop, and keep the PRC informed throughout the process.
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x

Complete the Peer Review: To complete the peer review, the PRL should:
o

Ensure that peer review comments are incorporated, as appropriate, into the final work
product.

o

Document the resolution in a “response to comments” or a “reconciliation
memorandum,” clearly identifying comments that have not been addressed.

o

Obtain the DM’s approval on the resolution of peer review comments.

o

For ISI and HISAs, make the peer review report (see Table 1) and any Agency response
to comments publicly available on the Agency’s Peer Review Agenda.13

o

For ISI and HISAs, inform the PRC when the peer review is completed and available for
inclusion in the annual report to OMB (see note in Section 6.4).

o

Archive the peer review record in a manner consistent with the organization’s records
management procedures.

2.3.5. What Are the Roles of the Peer Review Leader and Contractor in the Case of
Contractor-Managed Peer Reviews?
Several responsibilities of the PRL will shift to a contractor when a contractor is managing the peer
review, but the PRL still ensures the peer review is conducted and completed for a specific work product
following Agency procedures. For example, consistent with the contract terms, the contractor is
responsible for selecting peer reviewers with due consideration of ethics issues (such as potential COIs
or an appearance of a loss of impartiality [see Section 4.6]) and the balance of expertise, providing
review materials and instructions to the peer reviewers and compiling the peer reviewer comments. The
PRL provides materials associated with the peer review to the Contracting Officer’s Representative
(COR), who is the technical point of contact for the contract. In some cases, the PRL and the COR may
be the same individual. The COR then provides the materials to the contractor, who distributes them to
the peer reviewers. After the peer review, the contractor ensures that the reviewers have fulfilled their
responsibilities under their agreement with the contractor. EPA should not alter the contractor’s peer
review report. The contractor may have additional responsibilities, depending on the complexity of the
peer review and public participation in the process. For more information on contractor-managed peer
reviews, see Section 4.6.

2.3.6. What Is the Role of the Designated Federal Officer (DFO) in the Case of Federal
Advisory Committee (FAC)-Conducted Peer Reviews?
When peer reviews are conducted through a FAC, some of the PRL responsibilities are assumed by the
DFO. The DFO is an EPA employee who is responsible for managing the FAC and ensuring that the
provisions of the Federal Advisory Committee Act (FACA) are met (see Section 4.7). Details of the
duties and responsibilities of DFOs are available in the Agency’s Federal Advisory Committee
Handbook.14 For example, when external peer review is conducted under the auspices of the Science
Advisory Board (SAB) or the Clean Air Scientific Advisory Committee (CASAC), the SAB Staff Office
13

EPA. 2015. Peer Review Agenda. http://cfpub.epa.gov/si/si_public_pr_agenda.cfm.

14

EPA. 2013. Federal Advisory Committee Handbook. BiblioGov.
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in the Office of the Administrator is responsible for selecting and vetting independent experts; planning,
budgeting for and conducting peer review meetings; and maintaining peer review committee records.
The SAB Staff Office selects peer reviewers after a public nomination and comment process and after
evaluating candidates for potential COIs or appearance of a loss of impartiality. The SAB Staff Office
also announces committee meetings in the Federal Register and on the committee website, prepares
detailed meeting minutes, transmits EPA charge and review materials to the committee and provides
support to the committee in preparation of the advisory report to the EPA Administrator. To maintain
the independence of the peer review process, the SAB Staff Office does not draft the EPA charge or
prepare the Agency response to the peer review. The SAB Staff Office also does not enter data into the
SI.

2.3.7. What Are the Roles and Responsibilities of EPA When Peer Reviews Are
Conducted by the National Academy of Sciences?
The NAS is a private, nonprofit society of distinguished scientists established by Congress to provide
independent, objective advice to the nation on science and technology matters. When agencies request
an NAS peer review or sponsor an NAS study, a contract mechanism is used. The Agency works with
NAS staff to develop a set of charge questions called a “statement of task” and also helps to define the
timing and cost of the review. NAS reviews usually are conducted through the National Research
Council (NRC). Once the statement of task and budget are approved by the NRC Governing Board,
responsibilities for the peer review and products lie with the NAS and not EPA. The EPA contact with
the NAS is a COR, and there can be more than one COR associated with an EPA-sponsored NAS
review.

2.3.8. What Are the Roles and Responsibilities of EPA Authors and Managers Associated
With Journal Peer Review?
The EPA considers peer review by a refereed scientific journal to be a satisfactory form of peer review
to determine the scientific credibility and validity of the scientific and technical information presented in
the article. Because journal peer review is an example of external review, the DM and PRL (typically
one of the authors) have responsibilities for this type of peer review. The EPA authors of the article are
responsible for complying with relevant organizational procedures associated with publications, such as
internal review and clearance prior to submission to a journal; complying with pre-dissemination
requirements, such as the use of an appropriate disclaimer; addressing peer review comments and
responding to the editor; and maintaining a record of the peer review process. Peer-reviewed journal
articles should be submitted to the SI as appropriate.

2.4. Other Agency Personnel Involved With Peer Review
2.4.1. What Are the Roles of the Offices of General and Regional Counsel?
OGC and ORC attorneys have specific areas of expertise, such as contracts and procurement, ethics and
the FACA. They are consulted as needed to assist EPA staff with their oversight responsibilities.
OGC/ORC attorney review and involvement helps ensure that Agency peer reviews meet legal
standards, including those for integrity, transparency and openness.
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2.4.2. What Are the Roles of the Quality Assurance Manager (QAM), Director of Quality
Assurance (DQA) and Quality Assurance (QA) Staff?
The QAM, DQA and QA staff oversee implementation of the organization’s Quality System pursuant to
the EPA’s Quality Policy for environmental data collection and use (see Section 1.3.4). QA processes
and procedures are essential for developing scientifically sound, transparent and credible information
supporting EPA’s products and decisions. Typically, the QA staff conducts technical review of data
quality and review of scientific and technical products for consistency, correctness, coherence, clarity
and conformance. In planning the peer review, the PRL is encouraged to consult with the organization
QA contact to determine documentation of QA requirements. If applicable, the PRL should ask the
QAM to review the QA statement or QA section included in the draft or final work product.

2.4.3. What Is the Role of the Information Quality Guidelines (IQG) Officer?
The IQG Officer (or Coordinator) assists the organization in establishing pre-dissemination review
procedures for the quality, objectivity, utility and integrity of the EPA’s information products
disseminated to the public. The PRL, PRC, QAM and DQA can collaborate with the IQG Officer to
ensure compliance with the organization’s established pre-dissemination procedures for the specific
work products disseminated by EPA.

2.4.4. What Is the Role of the Principal Investigator (PI), Project Leader (PL) or Project
Manager (PM)?
The PI, PL or PM is responsible for producing work products based on sound scientific principles and
practices, and is responsible for working with the PRL to get their work products peer reviewed. The
Agency’s peer review procedures and guidelines, Quality Policy requirements for use of defensible data,
the General Assessment Factors guidance and the Scientific Integrity Policy provide the framework for
assuring the integrity and utility of the EPA’s science. The PIs, PLs and PMs are expected to be familiar
with these policies. The PI, PL and PM should work collaboratively with the PRC and PRL throughout
the peer review process and should help develop charge questions specific to the work product. To
enhance the independence of the peer review process for ISI/HISAs, a separate PRL, rather than the PI,
PL or PM, should be considered to manage the peer review.

2.4.5. What Is the Role of the Contracting Officer’s Representative (COR)?
For some peer reviews, a contractor takes on some of the roles of the PRL. The Contracting Officer
(CO) can delegate some responsibilities to the COR. The COR is sometimes called the Project Officer,
Task Order Project Officer or Work Assignment Manager. The COR provides oversight of the peer
review process. In some instances, the PI, PL or PM can serve as the COR. When a contractor-managed
peer review approach is used, the PRL works with and through the COR for some activities. The COR,
together with the CO, is responsible for ensuring compliance with contracting requirements, developing
a Statement of Work (SOW), coordinating with the contractor regarding COI and other administrative
matters and overseeing contractor activities to ensure that the schedule and other contract requirements
are met. Unless they also are the COR, the PI, PL or PM cannot supply materials directly to the
contractor. Responsibilities of the CO also are described in Section 4.6, especially as they relate to the
inclusion of COI solicitation provisions and contract clauses. In accordance with the EPA’s peer review
process for contractor-managed panels of ISI and HISAs, when consultation about COI is needed
between the EPA Science Advisor and contractors, the CO and COR should participate in the
consultation.
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In some cases, the Agency may opt to obtain peer review services directly from individual peer
reviewers, rather than through a contractor-managed peer review process. In such cases, the Agency
generally would use a Purchase Order to compensate external peer reviewers, and the Agency contact
would be the Purchasing Agent or the COR, if one is designated.
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3. Categorize the Work Product and Determining
the Need for Peer Review
3.1. Overview
The EPA produces or uses a variety of scientific and technical work products. Before a peer review
approach can be selected, a determination first must be made and documented about whether the
scientific or technical work product is influential scientific information (ISI) as defined by the Office of
Management and Budget’s (OMB) Peer Review Bulletin.15 Although other scientific work products may
benefit from peer review, peer review should be conducted for those that are categorized as influential.
Influential scientific and technical work products generally receive internal peer review, followed by
external peer review. Other work products that do not meet the OMB definition of influential products
may undergo internal peer review, external peer review or both.

15

Develop Draft Product

Plan Peer Review

Conduct Peer Review

Complete Peer Review
Finalize Work Product

Opportunities for
Public Participation

The first step in determining which
work products should be peer
reviewed is to identify those that are
scientific or technical in nature. The
term “scientific and technical work
products” is generally consistent
with the term “scientific
information” in the OMB Peer
Review Bulletin. Scientific and
technical work products are used to
support a research agenda,

Categorize Work Product
and Determine Need for
Peer Review

ISI/HISA Considerations

3.1.1. What Are Scientific and
Technical Work
Products?

Conceptualize Work
Product

Peer Review Decisions

This chapter of the Handbook
describes products that might be
subject to peer review, how EPA
determines whether a scientific and
technical work product is
influential—including whether it is a
Highly Influential Scientific
Assessment (HISA), which is a
subset of ISI—and the critical role
of senior managers in that decision
(Figure 4). The distinction between
ISI and HISAs is important because
there are additional peer review
considerations for HISAs.

Disseminate Work Product

Figure 4. The Peer Review Process: Develop and Categorize
Work Product/ Plan Peer Review

OMB defines “scientific information” as “factual inputs, data, models, analyses, technical information, or scientific assessments based on
the behavioral and social sciences, public health and medical sciences, life and earth sciences, engineering, or physical sciences.” (OMB
Peer Review Bulletin, Section I.5).
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regulatory program, policy position, or other EPA position or action. Scientific and technical work
products include economic and social science work products. Categories of work products include, for
example, risk assessments, technical studies and guidance, analytical methods, scientific database
designs, technical models, technical protocols, statistical surveys/studies, technical background
materials, technical guidance (except for guidance providing policy decisions), research plans and
research strategies.
Products that would not be considered scientific or technical work products can include the following:
x

Products that address procedural matters (e.g., planning, reporting, coordination, notification).

x

Primarily policy statements (e.g., relocation policy).

x

Conference proceedings (unless the proceedings are used as the scientific basis for an Agency
action or decision).

x

Decision documents, such as an Environmental Impact Statement (EIS), Record of Decision
(ROD), or an Economic Analysis reviewed through an interagency review process under E.O.
12866.

x

Products that summarize a scientific and technical work product, including public affairs and
communication materials (e.g., press releases, press kits, brochures, fact sheets); scientific
abstracts, including posters and presentations at scientific meetings; or other summaries
(e.g., summaries on Web pages).

x

Strategic plans, Agency annual plans and budget documents, performance reports, analytical
blueprints, and goals documents.

For any of these examples, the document itself is not subject to the Peer Review Policy, but the
underlying scientific or technical models, data and/or work products upon which these documents are
based are candidates for peer review. Scientific and technical work products that are referenced to
provide context, history, or general background information and that do not materially influence or
educe an agency policy or action generally need not undergo peer review.

3.1.2. Who Develops Scientific and Technical Work Products?
Scientific and technical work products may be generated by one or more EPA offices or in collaboration
with external partners.16 Scientific and technical products also may be generated by third-party
organizations and used by EPA. In general, third-party scientific and technical products should be
evaluated for peer review if they will be used to support Agency decisions or actions.

16

Please note that generation of scientific or technical work products in collaboration with external partners may be subject to the Federal
Advisory Committee Act (FACA).
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3.1.3. What Scientific and Technical Work Products Need Peer Review?
According to the EPA’s Peer Review Policy, “[p]eer review of
When in doubt about whether a
all scientific and technical information that is intended to inform
work product merits peer
or support agency decisions is encouraged and expected.” The
review, decide to peer review it.
OMB Peer Review Bulletin stipulates that all of the agency’s
ISI and HISAs should be peer reviewed unless they meet
exemption criteria (see Section 3.3). Other scientific work products that do not rise to the level of
influential also may be peer reviewed. These work products will have greater standing in the scientific
community if an independent peer review is completed.
New applications or modifications of existing, adequately peer-reviewed methodologies or models that
significantly depart from the situations for which they were originally designed may require additional
peer review.

3.2. Assignment of Categories
3.2.1. What Is Influential Scientific Information (ISI)?
As defined by the OMB Peer Review Bulletin, the term “influential scientific information” means
scientific information the agency reasonably can determine will have or does have a clear and
substantial impact on important public policies or private-sector decisions. The interpretation of the term
“influential” is consistent with OMB’s government-wide information quality guidelines (IQG)17 and the
IQG of the Agency. (The Agency has linked its use of the term “influential” to the term “major” in its
IQG).
At EPA, scientific and technical work products that will have or do have a clear and substantial impact
on important public policies or private-sector decisions would be considered influential. Decision
Makers (DMs) should consider the following factors when determining whether a product is likely to be
influential:

17

x

Establishes a significant precedent, model or methodology.

x

Is likely to have an annual effect on the economy of $100 million or more, or adversely affect in
a material way the economy; a sector of the economy; productivity; competition; jobs; the
environment; public health or safety; or state, tribal or local governments or communities.

x

Addresses significant controversial issues.

x

Focuses on significant emerging issues.

x

Has significant cross-agency and/or interagency implications.

x

Involves a significant investment of agency resources.

OMB. 2002. Guidelines for Ensuring and Maximizing the Quality, Objectivity, Utility, and Integrity of Information Disseminated by
Federal Agencies; Republication. Federal Register 6: 8,452. February 22.
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x

Considers an innovative approach for a previously defined problem, process, or methodology.

x

Satisfies a statutory or other legal mandate for peer review.

3.2.2. How Are ISI Determinations Made and Documented?
The DM, in consultation with the Peer Review Leader (PRL), should make the judgment as to whether a
work product is ISI and document the decision. Generally, determination of whether a scientific and
technical work product is influential will occur on a case-by-case basis. The EPA’s work products
should be evaluated and assessed with respect to the factors defined in Section 3.2.1. The categorization
determination and other peer review planning decisions should be documented (see Roadmap Exhibit 3:
Example EPA Peer Review Decision Summary Documentation).

3.2.3. What Is a Highly Influential Scientific Assessment (HISA)?
HISAs are a subset of ISI for which the OMB Peer Review Bulletin specifies additional peer review
considerations, including that peer reviewers be external, non-EPA experts. OMB has defined a HISA as
ISI that “the agency or the Administrator determines to be a scientific assessment that:
(i) could have a potential impact of more than $500 million in any year, or
(ii) is novel, controversial, or precedent-setting or has significant interagency interest.”
OMB defines a scientific assessment as “an evaluation of a body of scientific or technical knowledge,
which typically synthesizes multiple factual inputs, data, models, assumptions, and/or applies best
professional judgment to bridge uncertainties in the available information.” 18 Examples given by OMB
of assessments that may be considered HISAs include: state-of-science reports; technology assessments;
weight-of-evidence analyses; meta-analyses; health, safety or ecological risk assessments;19
toxicological characterizations of substances; integrated assessment models; hazard determinations; or
exposure assessments.
The more far-reaching or significant the impacts of a scientific assessment, the more appropriate it is to
categorize the product as a HISA. If a work product is a scientific assessment that involves significant
issues that truly are “cutting-edge,” it might be appropriate to designate it as a HISA. For examples of
HISA products, see the Science Inventory or the Peer Review Agenda
(http://cfpub.epa.gov/si/si_public_pr_agenda.cfm).

3.2.4. How Are HISA Determinations Made and Documented?
Once a scientific or technical assessment has been determined to be influential, the DM should
determine whether the product meets OMB’s definition of a HISA. As with the categorization of a work
product as influential, the decision whether or not to elevate a scientific assessment to the highly
influential category occurs on a case-by-case basis after considering the criteria discussed in
Section 3.2.3. The DM should make the judgment as to whether an assessment is a HISA and the
18

OMB Peer Review Bulletin, Section I.7.

19

Influential scientific information regarding human health, safety or environmental risk assessments may be subject to quality principles
articulated in Section 6.4 of the Guidelines for Ensuring and Maximizing the Quality, Objectivity, Utility, and Integrity of Information
Disseminated by the Environmental Protection Agency (2002, EPA/260R-02-008).
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decision should be documented (see Roadmap Exhibit 3, Example EPA Peer Review Decision Summary
Documentation).

3.2.5. What Work Products Are Categorized as “Other”?
Any scientific and technical work product that does not meet the OMB guidelines’ criteria for influential
information is categorized as an “other” work product. Examples may include, but are not limited to,
journal articles and some reports. The OMB Peer Review Bulletin does not apply to journal articles
because such publications do not contain findings or conclusions that represent the official position of
the Agency.

3.2.6. Are Work Products Categorized as “Other” Candidates for Peer Review?
Yes, the Agency may decide to use peer review for work products categorized as “other” because of a
particular EPA office’s needs and goals. Peer review also may be warranted because it adds substantial
value to the work product or if the work product will be used in an Agency decision-making process.
Research papers submitted to peer-reviewed scientific journals are categorized as “other” yet still
undergo peer review by the journal.

3.2.7. Can the Categorization of a Work Product Be Revised After the Peer Review
Planning Phase?
Yes, the categorization can be revised after the peer review planning phase but before the product
undergoes peer review. The nature of the work product—or its intended use—may change, so reevaluation may be necessary to ensure an appropriate peer review is conducted.
Furthermore, the impact and interest in a peer-reviewed scientific product may change or may not be
anticipated fully by the PRL or the DM. Under such circumstances, additional peer review may be
necessary, including a change in the review mechanism. Any decision to modify the categorization of a
work product should be documented in the peer review record (see Section 6.5.2).

3.3. Influential Work Products That Are Not Peer Reviewed
3.3.1. Under What Circumstances Are Influential Work Products Exempt From the
Provisions of the OMB Peer Review Bulletin?
Per the OMB Peer Review Bulletin, the following information does not need to be peer reviewed, even
if it might be considered ISI or a HISA:
x

Information related to certain national security, foreign affairs or negotiations involving
international trade or treaties for which peer review would interfere with the need for secrecy or
promptness.

x

Information disseminated in the course of an individual adjudication or permit proceeding
(including a registration, approval, licensing or site-specific determination), unless the Agency
determines that peer review is practical and appropriate and the influential information is
scientifically or technically novel or likely to have precedent-setting influence on future
adjudications and/or permit proceedings.
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x

Information involving a health or safety issue where the Agency determines that the
dissemination is time-sensitive.

x

A regulatory impact analysis or regulatory flexibility analysis subject to interagency review
under Executive Order 12866, Regulatory Planning and Review,20 except for underlying data
and analytical models used.

x

Routine statistical information (e.g., periodic demographic and economic statistics) and analyses
of these data to compute standard indicators and trends.

x

Accounting, budget, actuarial and financial information.

x

Information disseminated in connection with routine rules that materially alter entitlements,
grants, user fees or loan programs, or the rights and obligations of recipients thereof.

3.3.2. Are There Other Circumstances When Peer Review of Influential Products Is Not
Necessary?
Yes, there are other circumstances when peer review of influential products may not be necessary. For
example, peer review generally is not conducted:
x

For work that has been reviewed previously in a manner consistent with the OMB Peer Review
Bulletin and this Handbook (e.g., a cancer risk assessment methodology or an exposure
modeling technique that was the subject of earlier peer review of appropriate technical merit
would not generally undergo additional peer review even if the product supported a significant
Agency decision).

x

If an application of an adequately peer-reviewed work product does not depart significantly
from its scientific or technical approach.

x

When the scientific or technical methodologies or information being used are commonly
accepted in the field of expertise and have the appropriate documentation to support the
commonly held view (e.g., many products supporting Control Techniques Guidelines and
Effluent Limitation Guidelines).

x

When the product was developed by the National Academy of Sciences (NAS).

3.3.3. For Influential Information That Is Not Exempt, Can the Peer Review Provisions
of the OMB Peer Review Bulletin Be Waived or Deferred?
The Administrator may waive or defer the peer review provisions of the OMB Peer Review Bulletin for
ISI (including HISAs) if there is a compelling rationale for the waiver or deferral. The use of waivers is
expected to be limited to unusual and compelling situations not otherwise covered by the exemptions,
such as situations in which unavoidable legal deadlines prevent full implementation of the OMB Peer
Review Bulletin’s peer review provisions. According to the Bulletin, deadlines found in consent decrees
ordinarily will not warrant waiver of the provisions because those deadlines should be negotiated to
20

Executive Order No. 12866. October 4, 1993. Federal Register, 51:735. http://www.archives.gov/federal-register/executiveorders/pdf/12866.pdf.
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permit time for conducting a peer review. Deferral of some or all of the peer review provisions may be
an appropriate way to accommodate immovable deadlines. If any of the OMB Peer Review Bulletin
provisions are deferred, peer review should be conducted as soon as practicable thereafter. Deferrals of
peer review of ISI and HISAs should be approved by the Administrator.
If peer review of an influential work product is not planned, an explanation should be included in the
product documentation and record for that work product in the Science Inventory (SI).

3.4. Work Products from Contracts, Grants and Agreements That May
Require Peer Review
The Agency should not use scientific and technical work products from contracts, grants or cooperative
agreements to support decision making unless the work products have undergone a peer review both for
scientific and technical rigor and for applicability to the specific use to be made of the product. Products
generated by contractors under the direct supervision of EPA and incorporated by the Agency in the
development of EPA scientific and technical work products are not necessarily peer reviewed separately
but as part of the final Agency product.
Contracts differ from grants and cooperative agreements and require special considerations when
considering peer review of these work products (see Section 3.4.2). There are important legal
restrictions on the direct use of work products developed under grants and cooperative agreements in the
agency’s decision-making process. See the EPA’s Grants and Debarment Web page
(http://www.epa.gov/ogd/ or http://intranet.epa.gov/OGD/policy/7.0-GPI-GPI-94-04.htm) for additional
information.

3.4.1. How Does the EPA’s Peer Review Process Apply to Products Generated through
EPA Contracts?
A work product generated through an EPA contract should undergo the same degree of peer review as if
the work product was developed by an EPA employee. The peer review should be conducted
independently from the contractor who developed the work product. EPA is responsible for arranging
the peer review (see Section 4.6.1).

3.4.2. How Does the EPA’s Peer Review Process Apply to Products Generated through
EPA Assistance Agreements (e.g., Grants or Cooperative Agreements)?
Special considerations apply to the peer review of scientific and technical work products generated
through EPA grants or cooperative agreements.
EPA provides financial assistance for research that is intended to stimulate or support development of
scientific knowledge that is not primarily for EPA’s direct use or benefit. The resulting work products
might be widely disseminated either through publication in scientific journals or through other means, as
opposed to a report tailored to the EPA’s specific needs and requirements. EPA can consider these work
products just as it does other published scientific works when formulating its programs and policies.
EPA may determine that the recipient’s work product is influential because (1) it will be used to support
an EPA program or policy position; and (2) it meets the criteria for influential information. EPA should
evaluate whether the peer review process undertaken by the assistance agreement recipient was
acceptable for the purposes for which EPA plans to use the work product. EPA may accept the peer
review if it determines that it is of appropriate quality and as defensible as if it were conducted by EPA
EPA Peer Review Handbook: Categorization of Scientific and Technical Work Products

46
00389

Case 1:18-cv-00613-WHP Document 26-4 Filed 05/23/18 Page 283 of 627
itself. The work product may require additional peer review, however, in the context of its use or
modification by the Agency.
The following are options for peer reviewing the product:
x

EPA can have the product peer reviewed with the participation of the assistance agreement
recipient/author(s). In this case, EPA could arrange for an independent peer review of the
product within the context of the way(s) in which the Agency plans to use it. EPA may ask the
recipient/author(s) to provide additional information or to revise the product in response to the
peer review.

x

EPA can have the product peer reviewed without the participation of the recipient/author. EPA
could arrange for the peer review of the product within the context of the Agency’s intended
use. EPA then would receive the comments and prepare a statement that documents the EPA’s
own response to the comments.

3.4.3. Can the Recipient of a Grant or Cooperative Agreement Use Agreement Funds to
Pay Peer Reviewers of Their Work Products?
Provided that EPA agrees that a peer review would further the public purpose of the assistance
agreement, EPA may include funds for the peer review in the agreement. This is generally in the form of
journal publication fees. If a work product is ISI or a HISA, the peer review of that product should
follow the guidelines set out in the Peer Review Handbook, consistent with Agency use and review of
the product.

3.4.4. How Should Peer Review Be Handled for Products Developed Under an
Interagency Agreement?
Under an Interagency Agreement, EPA provides funds to another agency to be used for a specific
purpose. The receiving agency’s guidance for peer review is likely to be different from the EPA’s Peer
Review Policy, although the OMB Peer Review Bulletin establishes some minimum common guidance
for the federal government. Regardless, if EPA plans to use any work products from that agreement, a
determination should be made as to whether the work products are ISI, including whether they are
HISAs, or do not qualify as influential (i.e., “other”). The EPA then should decide whether those
documents need review under the EPA’s Peer Review Policy and pursue the appropriate mechanism.

3.5. Other Types of Work Products That May Require Peer Review
3.5.1. Should Another Organization’s Work Products That Have Been Submitted to the
EPA for Use in Decision Making Be Peer Reviewed?
Any scientific or technical work product that is used in agency decision making and is considered
influential becomes a candidate for peer review, regardless of whether the work product is developed by
EPA or another organization. Therefore, all work products important to EPA decision making that are
independently generated by other organizations (e.g., other federal agencies, interagency groups, state
and tribal bodies, environmental groups, industry, educational institutions, international bodies) should
be considered as candidates for peer review. The DM in the EPA office planning to use the product is
responsible for the categorization and decision regarding peer review.
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If possible, when EPA knows that a work product being generated by another organization may be of
interest to EPA for future use, the appropriate EPA office(s) should work with that organization and
others, as appropriate (e.g., state agencies, international organizations), to promote the use of peer
review. Furthermore, when another agency’s product is being considered for EPA use, the EPA office(s)
planning to use the product should ascertainin collaboration with other EPA offices as
appropriatethe characteristics and sufficiency of any peer review process already conducted or
planned for the candidate product.
Reports produced by certain outside organizations—such as the NAS, the EPA’s Science Advisory
Board (SAB) and the International Agency for Research on Cancer—are products of independent peer
review by their nature. The OMB Peer Review Bulletin specifically notes that official NAS reports are
generally presumed not to require additional peer review. The Agency’s scientific work products which
use and interpret those products’ findings or results may be subject to peer review. Peer reviews
conducted by stakeholders of their own products may be considered peer input but not independent peer
review, unless principles and policies articulated in the EPA’s Peer Review Handbook can be applied.

3.5.2. Is Additional Peer Review Necessary If a Paper Is Published in a Refereed
Scientific Journal?
The extent to which additional peer review is needed for an article that has been peer reviewed by a
credible refereed scientific journal depends upon EPA’s use of the article. For example, EPA may
determine that an additional and more rigorous or transparent review process is needed if a particular
journal review process did not address questions that EPA determines should be addressed before using
or disseminating the information.

3.5.3. Does an Agency Work Product Become a Candidate for Peer Review When PeerReviewed Journal Articles Are Used in Support of That Work Product?
Agency work products are candidates for peer review even when supported by peer-reviewed journal
article(s). Although the use of articles that have been peer reviewed by a credible journal strengthens the
scientific and technical credibility of any work product in which the article(s) appears or is referenced, it
does not eliminate the need to consider whether the work product itself should be peer reviewed. In most
cases, journal peer review may not cover issues and concerns that the Agency may want peer reviewed
to support an EPA action. Under these circumstances, the scientific or technical work product in which
the article(s) appears or is referenced becomes a candidate for peer review. A journal article authored by
EPA employees should be used in the same manner as an article published by non-EPA authors in a
credible, well-recognized journal.
Decisions to peer review a work product should be documented in the peer review record (see Section
6.5.2).

3.5.4. Should Site-Specific Decisions Be Subject to Peer Review?
A site-specific decision (e.g., for a permit or hazardous waste cleanup) itself is not subject to peer review
under the EPA’s Peer Review Policy. However, if a site-specific decision is supported by ISI or a HISA
generated for that site-specific decision, then that work product should be peer reviewed. Generally
speaking, the PRL should examine closely the ways in which the underlying scientific or technical work
product is adapted to the site-specific circumstances.
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3.5.5. Should National Environmental Policy Act (NEPA) Products Be Subject to Peer
Review?
Although an EIS prepared under the requirements of the NEPA receives extensive review through the
“scoping” and interagency and public review processes that are part of the NEPA, this usually is not
considered peer review. If the underlying scientific or technical data, models, analyses or work products
are categorized as ISI or a HISA, then these should be peer reviewed.
If EPA is developing the NEPA document as part of an EPA action/decision (i.e., EPA is the lead
agency under NEPA), and supporting documents are ISI or HISAs, then the supporting documents
should receive independent peer review. If the document is not categorized as influential, then peer input
might be appropriate.
If EPA is reviewing an EIS from another agency (i.e., EPA is not the lead agency under NEPA), it is
likely that it is being reviewed for conflicts with EPA policy and general environmental concerns. In
such a case, EPA should ask whether the underlying scientific or technical work product that supports
the EIS has been peer reviewed to avoid concerns about the full credibility and soundness of the EIS
based on the science and technical support. The EPA should work with the other organization/agency to
ensure that scientific and technical work products receive peer review adequate for EPA purposes.

3.5.6. Do Voluntary Consensus Standards Undergo Peer Review?
In general, the answer is no. The National Technology Transfer and Advancement Act of 1995
(NTTAA) directs EPA to use available voluntary consensus standards in its regulatory activities, unless
to do so would be inconsistent with applicable laws or otherwise impractical. For purposes of the
NTTAA, voluntary consensus standards are defined as technical standards (e.g., materials specifications,
test methods, sampling procedures, business practices) that are developed or adopted by voluntary
consensus bodies (e.g., ASTM International). The general purpose of the NTTAA is to reduce private
and governmental costs by avoiding having the government “reinvent the wheel” in the development of
technical standards. Voluntary consensus standards normally would not undergo peer review because
the underlying process used by issuing organizations to develop and approve these standards generally is
considered adequate for purposes of the Agency’s Peer Review Policy.

3.5.7. What Economic Work Products Need Peer Review?
Economic work products are considered scientific and technical work products. As such, it may be
appropriate to peer review them, and an ISI/HISA/other determination should be made. If an economic
work product is determined to be influential, then it should be peer reviewed if it has not been subjected
already to adequate peer review according to the relevant sections of this Handbook or is otherwise
exempt (see Section 3.3).
Data and analytical models underlying an economic analysis, particularly those supporting economically
significant rules, are candidates for peer review if the models and corresponding use of the data have not
been subjected previously to adequate peer review. This also is true for work products that will serve as
a principal method or protocol used to conduct economic analyses within a program.
The following economic work products generally should be peer reviewed:
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x

Internal Agency guidance for conducting economic and financial analysis that meets the
definition of influential.

x

Economic and financial methodologies that will serve as a principal method or protocol used to
conduct economic analyses within a program.

x

Unique or novel applications of existing economic and financial methodologies, particularly
those that are recognized to be outside of mainstream economic practices.

x

Broad-scale economic analyses of regulatory programs, such as those required by Congressional
mandates (e.g., the Clean Air Act reports to Congress on benefits and costs).

x

Stated preference (e.g., contingent valuation) and revealed preference surveys (e.g., recreational
travel cost surveys) developed to assist in the economic analysis of a regulation or program.

x

National surveys of costs and expenditures for environmental protection (e.g., financial needs
surveys, pollution abatement expenditures surveys).

x

Economic multiyear research plans developed to assess and advance the state-of-science in
economic theory, methodologies or modeling (in particular, the technical feasibility of the plan’s
components).

x

Meta-analyses (i.e., re-analyses of existing published literature and supporting data on the
measurement of economic benefits, costs and impacts) developed to assist in the economic
analysis of a regulation or program.

Other economic work products also might benefit from peer review, even though they do not exhibit a
high degree of complexity or establish an innovative approach. For these, factors such as the potential
significance of the analysis for cross-agency or interagency practices or the significance of the issue
addressed may make peer review desirable. Examples include:
x

Analyses measuring the economic impacts and effectiveness of adopting market-based or
economic incentives as regulatory management instruments.

x

Technical analyses supporting economic policies established under other government
organizations (e.g., economic models used to study transportation, economic development and
international trade policies).

External peer reviews can be provided by the SAB’s Environmental Economics Advisory Committee,
other appropriate outside organizations, or individual, non-EPA reviewers who have expertise in the
technical economic issues raised in the economic work product.
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3.5.8. Should Economic Analyses Prepared in Support of “Major” or “Economically
Significant” Regulations Be Peer Reviewed?
If an Economic Analysis or Regulatory Impact Analysis21 uses accepted, previously peer-reviewed
methods in a straightforward manner, it would not undergo additional peer review. The OMB Peer
Review Bulletin specifically exempts Economic Analyses already reviewed through an interagency
review process that involves application of the principles and methods defined in OMB Circular A-4.22
Furthermore, Economic Analyses prepared to support “major” or “economically significant”
regulations23 typically do not utilize innovative or untried economic methods. It is unnecessary to
conduct peer reviews of straightforward applications or transfers of accepted, previously peer-reviewed
economic methods or analyses (including those published in peer-reviewed journals). Therefore,
Economic Analyses that are developed using these procedures do not normally undergo an additional
peer review, even those Economic Analyses prepared in support of “major” and “economically
significant” rules.
Even when peer review is not required, additional peer input can be beneficial in the development of
economic work products for “major” and “economically significant” rules, and this input is encouraged
by the OMB Peer Review Bulletin. At present, some peer input of these analyses already is likely to be
included as part of the regulatory development process, including input received from other EPA offices
represented on the workgroup for the rule, from the Agency’s Regulatory Steering Committee, and from
the public as part of the public comment process for the rule. There may be, however, added benefit to
employing additional peer input procedures, such as actively soliciting input from economists elsewhere
in the Agency (through the Economics Forum Steering Committee or the National Center for
Environmental Economics), as well as economists from other federal agencies, on the quality and
completeness of the Economic Analysis. It is unnecessary to conduct peer reviews of straightforward
applications or transfers of accepted, previously peer-reviewed economic methods or analyses,
(including those published in peer-reviewed journals).

3.5.9. What Other Social Science Work Products Need Peer Review?
Typically, a social science work product is one that includes empirical, logic-based approaches to
answer technical questions about human motivation, human behavior, social interactions and social
processes that are relevant to the environmental issues being addressed. The term “behavior” includes
overt actions; underlying psychological processes, such as cognition, emotion, temperament and
motivation; and bio-behavioral interactions. The term “social” includes socio-cultural, socio-economic
and socio-demographic status; bio-social interactions; and the various levels of social context, from
small groups to complex cultural systems. Examples of social science work products include analyses

21

The OMB Peer Review Bulletin refers to Economic Analyses as Regulatory Impact Analyses.

22

OMB. 2003. Circular A-4, Regulatory Analysis. http://www.whitehouse.gov/sites/default/files/omb/assets/omb/circulars/a004/a-4.pdf.
September 17.

23

Under Section 3(f)(1) of Executive Order 12866 (58 Fed. Reg. 51,735 [Oct. 4, 1993]), “significant regulatory actions” rules are those that
may have an annual effect on the economy of $100 million or more or adversely affect in a material way the economy; a sector of the
economy; productivity; competition; jobs; the environment; public health or safety; or state, local or tribal governments or communities.
The term “major,” as defined in the Congressional Review Act (5 U.S.C. § 804(2)), means a rule that has resulted in or is likely to result
in: an annual effect on the economy of $100 million or more; a major increase in costs or prices for consumers, individual industries,
federal, state or local government agencies, or geographic regions; or significant adverse effects on competition, employment,
investment, productivity, innovation or on the ability of U.S.-based enterprises to compete with foreign-based enterprises in domestic and
export markets.
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and/or evaluations related to such topics as pollution prevention, risk communication, environmental
information, environmental justice, quality of life, decision making and public participation.
The following social science work products normally should undergo external peer review:
x

Internal Agency guidance for conducting social impact assessments and other community
cultural assessments related to different environmental protection approaches, such as
community-based watershed protection (heretofore referred to as social assessments).

x

New social science methodologies that will serve as a principal method or protocol to conduct
social assessments.

x

Unique or novel applications of existing social science methods, such as surveys, focus groups,
interviews, network analyses, comparative analyses and content analyses.

x

New national surveys of values, perceptions and preferences related to environmental
protection.

x

Innovative research or analyses that address the human dimensions of environmental protection
or environmental change in terms of social trends, future predictions and/or behavioral
generalizations.

x

Social science multiyear research plans developed to assess and advance the state-of-science in
social science theory, methodologies or modeling (in particular, the technical feasibility of the
plan’s components).

3.5.10. Are Regulations Subject to Peer Review?
A regulation itself is not subject to the Peer Review Policy. However, all ISI and HISAs that support a
regulatory action should be peer reviewed. The administrative record for the action should include a
statement certifying how the peer review provisions have been met (see Appendix D). For discussion of
the role of peer review in regulatory development, see Section 1.4.

3.5.11. Should Environmental Regulatory Models Be Peer Reviewed?
In general, the answer is yes. Guidelines for the peer review of environmental regulatory models have
been published by the Agency. These can be found on the EPA website under
http://nepis.epa.gov/Exe/ZyPDF.cgi?Dockey=P1003E4R.PDF.

EPA Peer Review Handbook: Categorization of Scientific and Technical Work Products

52
00395

Case 1:18-cv-00613-WHP Document 26-4 Filed 05/23/18 Page 289 of 627

4. Peer Review Types and Mechanisms
4.1. Overview

The preamble to the Office of
Management and Budget’s (OMB)
Peer Review Bulletin24 notes that

Complete Peer Review
Finalize Work Product

Opportunities for
Public Participation

4.2. Choosing a Peer
Review Mechanism

ISI/HISA Considerations

Peer Review Decisions

After a planned work product has been categorized as Influential Scientific Information (ISI); a Highly
Influential Scientific Assessment (HISA), which is a subset of ISI; or “other,” the selection of a peer
review approach is needed and involves consideration of many aspects. This chapter outlines the steps
for a range of peer review options and discusses the processes and considerations relevant to each
(Figure 5). The EPA develops
various scientific work products that
Conceptualize Work
may be used to support its analyses
Product
and decisions. These products vary
widely in their complexity and
levels of influence. Although much
attention is given in this Handbook
Categorize Work Product
and Determine Need for
to influential information, selecting
Peer Review
the appropriate type of review
mechanism also is important for
work products categorized as
“other.” This chapter, therefore,
Develop Draft Product
applies to all products that warrant
peer review, not only work products
categorized as ISI or a HISA. In
Plan Peer Review:
addition, although the peer review
Peer Review Mechanisms
principles in this Handbook apply to
both internal and external peer
reviews, the emphasis of this
chapter is on options for obtaining
Conduct Peer Review
external reviews.

Disseminate Work Product

“… different types of peer
Figure 5. The Peer Review Process: Peer Review Mechanisms
review are appropriate for
different types of
information. Under this Bulletin, agencies are granted broad discretion to weigh the
benefits and costs of using a particular peer review mechanism for a specific
information product. The selection of an appropriate peer review mechanism for
scientific information is left to the agency’s discretion.”
24

OMB. Dec. 16, 2004. Memorandum for Heads of Departments and Agencies, Final Information Quality Bulletin for Peer Review.
http://www.whitehouse.gov/sites/default/files/omb/memoranda/fy2005/m05-03.pdf.
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4.2.1. How Is the Appropriate Peer Review Mechanism Determined?
During the planning of a peer review, the Decision Maker (DM), the Peer Review Coordinator (PRC)
and the Peer Review Leader (PRL) may consider several mechanisms for the peer review of a scientific
or technical work product. Options range from formal review by EPA colleagues not involved in
developing the product (internal peer review or Agency review) to a large and formal panel of subject
matter experts from outside EPA (external panel of independent peer reviewers) to a combination of
internal and external peer reviews. The peer review effort might be a focused one-time evaluation, or it
might encompass several examinations over the course of a product development. Peer review provides
the greatest credibility for the EPA’s scientific and technical work products when it involves qualified,
external independent reviewers; is intensive in its examination; and operates through a formal and
transparent process. Per the EPA’s Peer Review Policy, external peer review is the approach of choice
for all ISI and is the expected procedure for a HISA. Time and resource considerations, however, may
impose limitations on the type of peer review performed. If only an internal peer review is planned for
scientific and technical work product(s) categorized as ISI or HISAs, the rationale for doing this should
be documented and approved by the DM.
Arranging for the most appropriate and feasible peer review will involve a judgment regarding the
extent to which the peer review will improve the credibility of the product, as well as consideration of
substance, time, resources, priorities and capacity of peer review mechanisms. The PRL should develop
a peer review plan for early consideration by the DM (and PRC). For influential work products,
including HISAs, public comments on the peer review plan posted on the Science Inventory (SI) (see
Section 7.3.4) may lead the Agency to modify the peer review approach, for example, to employ a
public panel review process rather than letter reviews.
The approach best suited to a specific work product will
The mechanism of the peer review
depend on the nature of the topic and the intended use of
should match the importance and
the final product. Generally, the more novel or complex the
complexity of the work product.
science or technology, the greater the cost implications of
the impending decision or public policy, and the more
controversial the issue, the stronger the indication is for a more extensive and involved peer review and
for an external peer review in particular. Certain work products may lend themselves clearly to extensive
external peer review; generally, these will be products with large impacts. Other work products may not
need a large-scale external peer review and may utilize a less involved, less resource-intensive review.
It is important to make the choice of peer review mechanism at the time that the work is planned (for
products supporting rulemakings, at the analytic blueprint stage) so that peer review costs and time can
be budgeted into the work plan. Essentially, the level of peer review should match the impact and
complexity of the work product. For example, a Tier 1 or Tier 2 rule under development carries
considerable weight and deserves careful handling and attention; therefore, in cases where the Agency
has determined that a supporting work product should be peer reviewed, that peer review deserves a
commensurate level of care and attention.
Factors that should be considered in selecting a peer review approach include the categorization of the
work product (ISI, HISA or other), the availability of internal or external qualified reviewers with the
required expertise, whether individual or group advice is desired, and the provision for opportunities for
the appropriate level of public participation. Timing and budgetary considerations also may be factors.
No single peer review mechanism is likely to work best in all situations; the DM, PRC and PRL should
consider, however, the following general guidance:
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x

For ISI and HISAs intended to support the most important decisions, or for work products that
have special importance in their own right, the recommended approach is an internal review
followed by an external peer review. Generally, the more complex, novel and/or controversial
the product, or the higher impact it is likely to have, the more the DM should consider
implementing a peer review involving external experts and providing opportunities for public
participation.

x

HISAs (a subset of ISI) are expected to undergo rigorous external peer review with opportunities
for public participation. When time and resources allow, panels are preferable. External panels
usually will be managed by a contractor or conducted by a federal advisory committee (FAC).

x

Work products that are less complex, novel or controversial, or that have a lower impact, may be
subject to less extensive, less resource-intensive review processes.

x

Group discussion among peer reviewers (i.e., panel reviews) can be very helpful in the peer
review process because it allows interaction among peer reviewers with different perspectives
and expertise. Peer review panels to which the public is invited are more transparent than closed
discussions.

x

In general, more reviewers are necessary for complex projects (to ensure that expertise from
more disciplines is represented) and for controversial topics (to represent differences in
scientific perspective within a discipline).

x

Strict time constraints, such as a court-ordered deadline, can make a less involved or less formal
peer review mechanism imperative. DMs and PRLs should make maximum efforts to ensure
that such a process is systematic and objective.

x

Reviews of products from remediation and other programs may be tied to litigation; the Office
of General Counsel (OGC) or the Office of Regional Counsel (ORC) should be consulted
regarding any restrictions to be aware of before deciding what peer review mechanism to use.

4.2.2. What Are Some Examples of Internal Peer Review Mechanisms?
The following are examples of internal peer review mechanisms:
x

Individual letter review by independent EPA experts (e.g., a review by Office of Research and
Development [ORD] experts of a draft article on benchmark dose completed by a program
office).

x

Ad hoc panel of independent EPA experts (e.g., an independent internal workgroup convened to
review the science supporting the possible classification of a chemical as a carcinogen).

x

Technical review by scientists in an EPA laboratory, typically conducted by letter (e.g., an initial
review of the risk assessment for a regional incinerator by agency scientists), prior to submission
to a journal.
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4.2.3. What Are Some Examples of External Peer Review Mechanisms?
Examples of external peer review mechanisms include the following:
x

Review of a journal manuscript by a refereed scientific journal.

x

Letter review by individual independent experts from outside the Agency.

x

Ad hoc panel of independent non-EPA experts convened for review and discussion, with each
panelist submitting his/her comments separately.

x

Review by an established FAC (e.g., a review of an Integrated Scientific Assessment document
for a criteria air pollutant by the Clean Air Scientific Advisory Committee [CASAC]).

x

Agency-appointed special board or commission (e.g., a review of the risk assessment
methodology prepared by the Clean Air Act Commission on Risk Assessment). OGC should be
consulted to determine whether the Agency has specific statutory authority to establish and
finance the activities of a board or commission that would perform governmental functions and
whether the Federal Advisory Committee Act (FACA) would apply to the board or commission.

x

Review by the National Academy of Sciences (NAS) under a contract with EPA.

There are other bodies that may provide external commentary on Agency work products but are not
considered peer review mechanisms, such as the following:
x

Interagency committees (e.g., a review of prospective research plans by the Committee on the
Environment, Natural Resources, and Sustainability, coordinated by the White House).

x

Committees convened by another federal agency or government organization (e.g., a review of
the Dioxin Reassessment by the Health and Human Services Committee to Coordinate
Environmentally Related Programs).

x

Reviews initiated by nongovernmental groups (e.g., a Society for Risk Analysis review of cancer
guidelines).

4.3. Mechanism: Journal Peer Review
Peer review of journal articles performed by a credible, refereed scientific journal contributes to the
scientific and technical credibility of the reviewed product. Generally, EPA considers peer review by
such journals as adequate for reviewing the scientific credibility and validity of the findings (or data) in
that article and, therefore, a satisfactory form of peer review.
Prior to submitting an article to a journal for peer review, EPA employees are encouraged to have the
article internally peer reviewed. Articles also may need examination in accordance with any
organizational clearance procedures, especially when the author includes EPA as their affiliation. For
EPA employees, Conflict of Interest (COI) law and policy also will apply.
The OMB Peer Review Bulletin does not apply to journal articles because such publications do not
contain findings or conclusions that represent the official position of the Agency (i.e., they are
categorized by the Agency as “other”). Therefore journal articles must have the appropriate disclaimer
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that the work represents the views of the author(s) and not those of the Agency (e.g., “The views
expressed in this paper are those of the authors and do not necessarily reflect the views or policies of the
U.S. Environmental Protection Agency”).

4.4. Mechanism: Letter Reviews
Generally, letter reviews by several experts will be more expeditious and less expensive than convening
a panel. Letter reviews by individual experts are more appropriate when a work product is not
controversial, covers only a few disciplines, or when premature disclosure of a sensitive report to a
public panel could cause harm to government or private interests. The letter review process may include
a public comment period on the draft Agency document, with comments received from the public being
shared with the peer reviewers. There also are multistage processes in which letter reviews may be
conducted prior to the release of a work product for public notice and comment, followed by a formal
panel review. These multistage processes are particularly valuable for highly complex and
multidisciplinary products, especially those that are novel or precedent-setting.
Letter peer reviewers are selected primarily according to their areas of expertise, knowledge, skills and
experience. They are evaluated for independence, potential COI and appearance of a loss of impartiality
(see Chapter 5) before being selected for a letter review. If letter peer reviewers will be compensated
using a purchase order or contract mechanism, the PRL should work with the Contracting Officer (CO)
to develop an appropriate task statement or scope of work. Guidance is provided in Section 4.6. If letter
peer reviewers are not to be compensated, they will need to sign a Gratuitous Services Agreement for
Peer Review, as discussed in Section 4.6.7.

4.5. Mechanism: Panel Reviews
When time and resources permit, panels are preferable for influential products because they tend to be
more deliberative than individual letter reviews and the reviewers can help inform one another. Panels
are valuable when the work product is complex and multidisciplinary. Panel peer review meetings may
be open to the public, with opportunities for public comment. Peer review panels that include EPA
experts do not constitute external peer review.
The Agency may organize internal peer review panels composed of independent EPA experts or a mix
of EPA experts and experts from other federal agencies. If Agency-organized panels include nonfederal
experts, the provisions of the FACA may apply (see Section 4.7.5).
External peer review panels, in most cases, will be managed under a peer review contract (see
Section 4.6) or conducted by a chartered FAC (see Section 4.7). Another option for obtaining external
panel peer review is for the Agency to contract with the NAS (see Section 4.8).

4.6. Peer Review by Contractors
4.6.1. Can the Agency Use a Contractor to Obtain Peer Review Services?
Yes, the Agency can use a contractor to obtain peer review services.25 Peer review services are
“advisory and assistance services,” as defined in Federal Acquisition Regulation (FAR) 2.101. It should
be noted that these types of services require special approvals and management oversight. Approval
25

If EPA manages or controls a group convened by a contractor, the FACA may apply.
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levels for advisory and assistance services are located in the in Subsection 1.6.1 of the EPA Acquisition
Guide (EPAAG) available at http://oamintra.epa.gov/node/521.
Typically, peer review services would be available under a “mission contract,” that is, a contract with a
broad scope covering a variety of services. It also is possible to have a contract or purchase order solely
for peer reviews (see Section 3.4). A contractor assisting the Agency in the development of a work
product, however, should not be used to provide peer review services for that same work product.
The Agency may obtain peer review services through a contract or purchase order. Contracts or
purchase orders may be used to obtain both letter and panel review services, and this guidance applies to
both. A contract is awarded if the cost is more than the simplified acquisition threshold ($150,000 in
fiscal year 2015). If the cost is $150,000 or lower, then a purchase order typically is issued. For
assistance in preparing the necessary pre-award contract documents, Chapter 7 of the EPAAG and the
appropriate contracting office should be consulted.
For assistance in preparing simplified acquisition packages for purchase orders, the Office of
Acquisition Management has a guide called SAME: Simplified Acquisition Made Easy, which is
available on the intranet at http://oamintra.epa.gov/files/OAM/sapsEasy.pdf.

4.6.2. How Does the Peer Review Leader Write a Statement of Work (SOW) for Peer
Review Contracts?
The SOW should specify clearly that the contractor is
Contracts may be used to obtain
responsible for preparing peer review evaluations and should
both letter and panel review
set forth guidelines for the peer review of scientific or
services.
technical documents. The contractor may perform the peer
review with appropriate contractor staff, subcontractors or
consultants. Any guidelines needed to ensure the soundness and defensibility of peer reviews should be
developed by the EPA office and made part of the contract. The contractor then would ensure that the
peer reviews adhere to the guidelines.
If the charge questions are known prior to the issuance of a solicitation for a contract, or prior to the
issuance of a tasking document under an awarded contract, the CO can incorporate the charge questions
directly into the SOW for the contract or tasking document. Otherwise, the charge questions would be
provided to the contractor in a separate tasking document or technical directive.
The SOW must specify the full range of desired services. Unless the prime contractor is clearly tasked
with responsibility for performing peer reviews and delivering peer review comments or a peer review
report, individual peer reviewers’ fees and associated travel expenses are not payable under the contract.
If the SOW calls for the preparation and delivery of comments or an evaluation, as well as specifying a
meeting with the Agency and other peer reviewers as part of the peer review, payment is appropriate.
The peer reviewer’s attendance at the meeting then would be part of contract performance. The prime
contractor, rather than EPA, must select the peer reviewers, although the terms of the contract may
specify qualifications for peer reviewers and EPA may review the qualifications of peer reviewers the
contractor proposes to hire to ensure they meet the established qualifications. Example SOWs are
presented in Appendix E.
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4.6.3. Can the Agency Select Peer Reviewers When Using a Contractor-Managed Peer
Review?
When using a contractor-managed peer review, the Agency cannot select peer reviewers.26 When a
contractor is managing a peer review (either by panel or letter) for the Agency, the prime contractor is
responsible for selecting who will perform the peer review. Interfering in this process may be a violation
of federal and Agency acquisition regulations. Specifically, it may constitute directed subcontracting.
The EPA can establish qualifications for peer reviewers. The Agency should not be involved, however,
in the selection of individual peer reviewers and should avoid commenting on the contractor’s selection
of peer reviewers other than to determine whether the reviewers, once selected, meet the qualifications
established, including compliance with contract requirements pertaining to COI. The EPA may identify,
however, a pool of qualified peer reviewers for the prime contractor to consider. The candidates should
be listed in alphabetical order and, to avoid directed subcontracting issues, the list generally should
include more individuals than the number required for the review.
If a list is provided, it should be noted on the list that it is a suggested list and other qualified candidates
may exist who are not on the list. This is to prevent the impression that the prime contractor can choose
only someone on the list. The prime contractor is required to include several COI clauses substantially
similar to the COI clauses included in the primary contract in its subcontracts with the peer reviewers.

4.6.4. How Is the Panel Formed When a Contractor Manages a Panel Peer Review for ISI
or HISAs?
In March 2013, the Science and Technology Policy Council (STPC) approved a process to enhance the
transparency and the EPA’s oversight of panel peer reviews of ISI and HISAs when the reviews are
managed by contractors (see the EPA’s Conflicts of Interest Review Process for Contractor-Managed
Peer Reviews of EPA HISA and ISI Documents, http://www2.epa.gov/osa/conflicts-interest-reviewprocess-contractor-managed-peer-reviews-epa-highly-influential). Under this process, EPA will publish
a “Call for Experts” in the Federal Register to identify the types of expertise needed, announce the
availability of the document to be reviewed or provide a brief synopsis of the document, direct the
public and stakeholders to submit nominations of potential peer reviewers to the contractor, and allow a
minimum of 3 weeks for the public to nominate expert candidates. At the same time, the contractor will
use traditional techniques to identify additional qualified candidates in the disciplines identified by EPA.
The contractor will screen all nominees (including those submitted by the Agency and the public) for
expertise and potential COI. Based on the information collected by the contractor, the contractor will
develop a list of potential peer reviewers. This list of potential peer reviewers will be published for
public review and comment.
The process for contractor-managed panels also provides for more direct interaction between EPA and
the contractor in addressing actual or potential COIs. All prospective reviewers for contractor-managed
panel reviews are evaluated for independence, COI and an appearance of a loss of impartiality and are
required to complete COI disclosure forms. Among other things, these forms require prospective
reviewers to disclose to the contractor certain financial interests and answer questions regarding
connections to the work product being reviewed. An example COI Statement form is included in
Appendix J. In addition, the CO and the Contracting Officer’s Representative (COR), in consultation
26

If EPA were to select the reviewers for a contractor peer review involving group advice of the peer review panel, FACA may apply
because EPA would be exerting control over the panel.
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with the EPA Science Advisor (or his or her designee), will discuss with the contractor the process used
by the contractor to identify and address COI, ensure that the contractor and prospective reviewers are in
compliance with COI requirements in the contract, and provide input on any issues concerning potential
conflicts.

4.6.5. What Are Some Management Controls for Peer Review Contracts?
Contract management controls are designed to ensure the following:
(1) The contractor does not perform inherently governmental activities (IGA).
(2) The contractor and the contractor’s work is free from COIs or conflicts can be appropriately
avoided, neutralized or mitigated.
(3) If provided to the contractor, confidential business information (CBI) or other
confidential/sensitive information is appropriately safeguarded.
(4) Improper relationships with contractor employees and subcontractors are avoided.
Each of these concepts is discussed in the sections that follow.
4.6.5.1. What Are Inherently Governmental Activities and What Management Controls Prevent
Contractors from Performing Them?
Agency regulations and FAR prohibit contractors from performing IGA. OMB Policy Letter 11-01
(76 Fed. Reg. 56,227, Sept. 12, 2011) defines “inherently governmental activities” as activities that are
so intimately related to the public interest as to mandate performance by government personnel. These
activities require the exercise of substantial official discretion in the application of government authority
and/or in making decisions for the government.
With contracts for peer review services, the Agency is seeking only a contractor’s recommendations,
advice or analysis of a document, not a determination of whether the document is acceptable for the
EPA’s purposes or what the policy that the document supports should be. Determining Agency policy is
an IGA. EPA officials make the official Agency decision regarding acceptability and/or quality of the
document. To ensure that Agency officials are not influenced improperly by the recommendations in the
peer review, the contract should include management controls. One possible control would be to direct
the peer reviewers to submit with their evaluations or comments a description of the procedures used to
arrive at their recommendations, a summary of their findings, a list of sources relied upon and clear and
substantiated identification of the methods and considerations upon which their recommendations are
based. To the extent possible, the contract should set forth any guidelines or criteria for performance of
the peer review. Agency officials should document their evaluations of the quality and validity of the
peer review, including a clear record of their review of the contractor’s work and documentation that
Agency personnel made the final decisions. Such records of review could include notes from reviews of
draft and final documents by EPA personnel and minutes from progress meetings with contractors.
4.6.5.2. What Are Management Controls for Conflict of Interest?
To identify and avoid, neutralize or mitigate actual or potential COI, the contract should include
controls. Inclusion of Agency-developed personal and organizational COI clauses in the contract or
purchase order is critical when procuring peer review services. Usually, the CO will include COI
EPA Peer Review Handbook: Peer Review Types and Mechanisms

60
00403

Case 1:18-cv-00613-WHP Document 26-4 Filed 05/23/18 Page 297 of 627
solicitation provisions and contract clauses as a matter of course without involvement by the EPA
Project Officer. As a safeguard, the COR should:
x

Section 9.5 of the EPAAG, which provides guidance and procedures for addressing and
documenting organizational COI. Project Officers also should review the Office of Acquisition
Management’s News Flash Notice titled “Evaluating Conflict of Interest Issues Pre-Award”
(August 11, 2006) (available at http://oamintra.epa.gov/node/47?q=node/80).

x

Highlight the COI requirements in the SOW for the procurement of the peer review services. In
particular, the COR should ensure that the peer review “COI Evaluation for Task Orders/Work
Assignments” clause is included in the contract (see Appendix J for the text of the clause).
Responses to the questions included in the clause are considered confidential in accordance with
applicable laws and regulations, and they are used to identify any potential COI.

x

Review the solicitation/contract to ensure that other appropriate COI clauses have been
included, particularly EPA Acquisition Regulation clauses 1552.209-70, Organizational Conflict
of Interest Notification; 1552.209-71, Organizational Conflict of Interest; 1552.209-72,
Organizational Conflict of Interest Certification; and 1552.209-73, Notification of Conflicts of
Interest Regarding Personnel.

x

Work with the CO to develop contract-specific language regarding the peer review to assist the
contractor in identifying actual or potential COI that might impair the objectivity of peer
reviewers. For example, the peer review COI Evaluation clause advises contractors to consider
the questions and issues listed in Exhibit 4 when determining if a proposed peer reviewer may
have an actual or potential COI or bias.

Peer reviewers appointed through a contract mechanism, either by contracting directly with EPA or by
being selected by a peer review contractor, are not government employees. Accordingly, the COI
statutes and ethics regulations that apply to Regular Government Employees (RGEs) and Special
Government Employees (SGEs) do not apply to them. “Appearance” issues with respect to experts hired
through a contract mechanism, however, are addressed under the FAR definition of “organizational
conflict of interest” (FAR 2.101). Among other things, the definition includes situations in which
“because of other activities or relationships with other persons, a person is unable or potentially unable
to render impartial assistance or advice to the Government” (FAR 2.101).
In addition, FAR 3.101 advises that COs should strictly avoid even the appearance of a COI in
government-contractor relationships. When evaluating “appearance” issues with respect to experts hired
under a contract mechanism, the CO may consider facts and circumstances similar to those that a PRL
might consider when evaluating “appearance” issues for SGEs and RGEs. These include: the nature of
the relationships involved, financial considerations, prior statements, testimony, work related to the
subject matter of the peer review and other factors bearing on an expert’s impartiality (see Section
5.3.7).
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Exhibit 4. Questions and Issues Contractors Should Consider When Determining if a Proposed Peer
Reviewer May Have an Actual or Potential COI or Bias
o The sources and nature of any compensated and uncompensated employment of the panel
member and their spouse (obtained from a brief description of the work), including any
government service, for the preceding 2 years.
o The sources of research support and project funding, including from any government source, for
which the panel member served as the Principal Investigator (PI), Significant Collaborator,
Project Manager (PM) or Director during the preceding 2 years. For the panel member’s spouse,
a general description of research and project activities in the preceding 2 years.
o The compensated consulting activities of the panel member during the preceding 2 years,
including the names of clients if the compensation provided 15 percent or more of the member’s
annual compensation. For the panel member’s spouse, a general description of consulting
activities for the preceding 2 years.
o The sources of compensated expert witness activities of the panel member and a brief description
of the issue and testimony during the preceding 2 years. For the panel member’s spouse, a
general description of expert testimony provided in the preceding 2 years.
o The assets—including stocks, bonds, real estate, business, patents, trademarks and royalties—of
the panel member, their spouse and dependent children. Specifically, the financial holdings that
collectively had a fair market value greater than $15,000 at any time during the preceding 2-year
period (excluding, for example, well-diversified mutual funds, money market funds, treasury
bonds and personal residences).
o The liabilities more than $10,000 owed by the panel member, their spouse and dependent
children at any time in the preceding 1 year (excluding, for example, a mortgage on a personal
residence, home equity loans and automobile and consumer loans).
o A brief description of any public statements and/or positions of the panel member on, or closely
related to, the matter under review.
o A brief description of any previous involvement of the panel member with the development of
the document (or review materials) that the individual has been asked to review (including
previous peer reviews).
o A brief description of any other information that might reasonably raise a question about an
actual or potential personal COI or bias, including any financial benefit that might be gained by
the panel member (or anyone whose interests are imputed to the panel member) as a result of the
outcome of the review.

The CO, not the contractor, has the authority under the FAR and EPA Acquisition Regulations to
determine whether “appearance” or other COI issues exist. When evaluating “appearance” and other
COI issues, however, the CO may seek the advice or expertise of others, such as the Project Officer,
CORs, Agency technical and subject matter experts, the EPA Science Advisor or his/her designee and
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OGC. The CO also has the authority to determine whether “appearance” and other COI issues can be
appropriately avoided, neutralized or mitigated.
4.6.5.3. What Management Controls Protect Confidential Business Information/Privacy ActProtected Information and Other Privileged/Sensitive Information?
When peer reviewers are not employees or contractors/subcontractors of the U.S. Government, it is
unlikely that EPA will have authority to give reviewers access to CBI or other protected or sensitive
information in the absence of consent for such disclosure by the CBI submitter or other interested
parties. Therefore, all documents provided to nonfederal reviewers must be screened for information
claimed as CBI or other protected information.
Even where business information has not been explicitly claimed as CBI, if it is of a kind that the
submitter might be expected to object to its release, prior to release the submitter must be asked whether
it wants to assert a claim, unless the submitter previously has been informed that failure to assert a CBI
claim may result in disclosure without notice, as consistent with 40 C.F.R. § 2.203. If the contractor
should have access to CBI for the peer review, the CO must be notified so that the appropriate clauses
can be included in the contract or purchase order. These clauses will identify clearly any required
procedures or processes prior to release of any protected information, including any requirements for
confidentiality agreements, as well as limits on use and disclosure of the data by contractor personnel.
In general, materials provided by EPA to the contractor, or generated by the contractor or subcontractors
during performance of the contract, should be protected from release until EPA determines the
information is not entitled to confidential treatment. Appropriate contract clauses (e.g., EPA Acquisition
Regulation §1552.227-76, “Project Employee Confidentiality Agreement”; FAR 52.227-17, “Rights in
Data—Special Works”) should be included in the contract and subcontracts with individual reviewers to
ensure that such materials are not copied, shared or otherwise distributed or forwarded to others, except
as provided for in the contract or as authorized in writing by the CO. The contractor is free to consult with
colleagues (unless otherwise directed) on technical issues raised in the draft report but not to share the
draft report itself (see Section 6.2.5).
4.6.5.4. What Management Controls Prevent Improper Personal Services?
Contractor employees must not be treated as EPA employees unless statutory authority exists to engage
the contractor employee in personal services contracts. For additional information, program officials
should consult EPA Order 1901.1A, Use of Contractor Services to Avoid Improper Contracting
Relationships (http://intranet.epa.gov/ohr/rmpolicy/ads/orders/1900-1achg2.pdf).
To avoid these improper relationships, the SOW should be well-defined and should set forth a detailed
description of the work to be performed independently, including the manner in which it will be
evaluated. The SOW should state what work is to be performed, not how the work is to be performed.
Technical direction may be used to clarify ambiguous provisions to ensure efficient and effective
contractor performance and is not considered supervision or assignment of tasks.

4.6.6. How Is Peer Reviewer Travel Handled With Contracts or Purchase Orders?
Funds obligated on a contract or purchase order are available to pay for the costs of producing the peer
review, including the travel costs and fees of the peer reviewer, provided that the SOW contains
language that ensures that the agreement is for providing a service or product rather than simply paying
for peer reviews’ travel.
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The EPA may acquire peer review services through purchase orders issued directly to peer reviewers or
through contracts with companies that manage and provide the peer review services. By issuing a
purchase order or awarding a contract for peer review services, EPA may pay not only for the peer
review services/comments, but also for travel necessary for the peer reviewer’s participation in a
meeting with the Agency and other reviewers to discuss comments. The scope of work of the contract,
however, must require the contractor or individual peer reviewer, as appropriate, to perform the peer
reviews and produce peer review comments or a peer review report, and to discuss a specific peer
review work product with the Agency and/or with other peer reviewers in person. Participation in a
meeting to discuss a peer review work product then would be part of the contractor’s performance.
While EPA may use GSA’s per diem and meals and incidental allowances as a basis for negotiating
travel costs, the terms of the contract or purchase order should not imply that peer reviewers receive
travel reimbursement under the federal travel regulations. Under these circumstances, the contract may
serve as the mechanism to pay for peer review services and associated travel expenses to provide
comments to EPA.

4.6.7. What Are Gratuitous Services Agreements for Peer Review (GSAPR)?
A Gratuitous Services Agreement for Peer Review (GSAPR) is a written agreement between an
authorized EPA official (PRL) and a nonfederal peer reviewer under which the peer reviewer agrees to
provide EPA with a report, analysis or similar work product without charge to the Agency. GSAPRs are
used when EPA has not appointed a peer reviewer as an unpaid expert or consultant under 5 U.S.C.
§ 3109 and EPA Order 3110.4A4 “Employment of Experts and Consultants.”
The Antideficiency Act (31 U.S.C. § 1342) prohibits the Agency from accepting uncompensated
“voluntary” services unless specifically authorized by law.
Generally, improper voluntary services are those provided “for free” to the EPA either for work that
must be performed by a federal employee or another individual entitled to statutory compensation or
without a written agreement in advance that protects the EPA from future claims for compensation for
services rendered. In contrast, under appropriate circumstances, the Agency may accept “gratuitous”
services. Gratuitous services are services rendered without compensation under a formal written
agreement in which the service provider explicitly agrees that the services will be provided free of
charge to the government and that no future claim related to the services will be made. Such agreements
must be signed by the service provider before the services are performed. For situations concerning state
employees, see Section 5.2.9.
A proper GSAPR must be signed and include a compensation/claim waiver and appropriate terms and
conditions that address deliverables, schedules, COI, CBI and other issues relevant to the peer review
services provided. It must also include a statement that the peer reviewer understands that he or she will
not be considered an employee of the Government for any purpose. The PRL should consult OGC for
appropriate compensation/claim waiver language and to ensure that appropriate provisions are included
in the agreement to protect the agency’s interests.
GSAPRs also are subject to competition requirements, although if EPA’s estimate of the value of the
services is less than the prevailing micro purchase limit (e.g., $3,000 for Fiscal Year 2014), the
competition requirements are relaxed substantially. The PRL should consult a CO when the use of
GSAPRs is being considered.
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4.7. Peer Review by Federal Advisory Committees
4.7.1. What Is the Role of Federal Advisory Committees in Peer Review?
EPA has a number of scientific and technical advisory committees composed of non-EPA experts who
provide advice and peer review to the Agency. The FACA (5 U.S.C. § App. 2) requires that these groups
of advisors be fairly balanced in terms of points of view represented for the function to be performed by
the committee. Meetings are announced in advance and are open to the public except under limited
circumstances (i.e., if the meeting falls within exceptions under the Government in the Sunshine Act,
5 U.S.C. § 552b). All materials presented to and prepared for or by the committees are available to the
public, usually on committee Web pages on EPA website. In addition, the FACA requires that the public
have an opportunity to provide written comments, and in most cases, advisory committees schedule time
at meetings to hear oral public comments on the technical work at hand.
The EPA has more than 20 formally established FACs, but not all are set up to conduct scientific peer
review (e.g., some committees are established to provide policy advice to the Agency, rather than
scientific and technical review). The scope of work of each advisory committee is set out in its charter, a
formal document filed with Congress when the committee is established and renewed every 2 years.
Scientific and technical advisory committees are composed of members who are appointed because of
their expertise, rather than as a representative of an organization or interest group. Committee members
on scientific and technical FACs serve as SGEs or non-EPA RGEs and are subject to ethics laws and
regulations that apply to employees of the Executive Branch (see Section 5.3). If no existing FAC has
the appropriate expertise, a new FAC could be established to conduct the peer review.
Because of FACA requirements for open meetings, transparent deliberations, formal opportunities for
public participation and publicly available records, scientific FACs provide an external peer review
mechanism that meets the provisions in the OMB Peer Review Bulletin for peer review of HISAs.
The Science Advisory Board (SAB) Staff Office, in the
When external peer review is
Office of the Administrator, provides administrative and
conducted by the SAB or the
technical support to two scientific advisory committees: the
CASAC, the SAB Staff Office
EPA SAB and the CASAC. When either of these committees
performs many—but not all—of
is the mechanism for obtaining external peer review, the
the functions of the Peer Review
SAB Staff Office budgets for, plans and manages the peer
Leader.
review meetings. The SAB Staff Office selects peer
reviewers after a public nomination and comment process and after screening for ethics issues such as
potential COI or an appearance of a loss of impartiality. The SAB Staff Office also announces
committee meetings in the Federal Register and on EPA committee websites, prepares detailed meeting
minutes, transmits the EPA’s charge and review materials to the committee and provides support to the
committee in preparation of the advisory report to the EPA Administrator. To maintain the
independence of the peer review process, the SAB Staff Office does not draft the EPA charge or prepare
the Agency response to the peer review. The SAB Staff Office also does not enter data into the SI.

4.7.2. When Is It Appropriate to Seek Peer Review from EPA’s Science Advisory Board?
The EPA’s SAB is a statutorily established committee with a broad mandate to provide advice and
recommendations to the Agency on scientific and technical matters. The SAB considers requests for
advice and peer review from across the Agency as part of an annual process, initiated by a request from
the Deputy Administrator (DA) to the EPA’s senior leadership to identify requests for review by EPA
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FACs in the coming year. In a complementary semiannual process coordinated by the EPA Office of
Policy, the SAB also considers review of science supporting major planned Agency actions (Tier 1 and
Tier 2 actions) that are in the pre-proposal stage.
HISAs or other scientific work products associated with highly visible or controversial environmental
issues, or products that include novel scientific methods or approaches, are most suited to review by the
SAB.
Much of the SAB’s peer review work is done using ad hoc panels formed to review specific EPA draft
technical products. All SAB panels provide advice through the chartered SAB, which is composed of
approximately 50 nationally renowned scientists, engineers and economists. The SAB reports directly to
the EPA Administrator. For more information on the SAB, see http://www.epa.gov/sab. Information on
the process to request peer review and advice from the SAB is provided in Appendix F.

4.7.3. What Other Federal Advisory Committees Can Provide Peer Review?
In addition to the SAB, EPA has other scientific advisory committees that provide advice and peer
review for specific EPA offices. For example, the Board of Scientific Counselors advises ORD on the
operation and management of its research programs; the CASAC provides advice on the scientific and
technical aspects of air quality criteria and standards; and the Federal Insecticide, Fungicide and
Rodenticide Act Scientific Advisory Panel (SAP) provides advice on science issues associated with the
EPA’s pesticide-related regulatory actions. For a full list of EPA scientific and technical advisory
committees, see Appendix G.

4.7.4. How Is Travel Handled for Advisory Committee Members?
Members of the SAB, SAP and other scientific or technical FACs usually are appointed as SGEs. The
term “Special Government Employee” is defined in 18 U.S.C. § 202(a) as an officer or employee of an
agency who performs temporary duties, with or without compensation, for not more than 130 days in a
period of 365 days, either on a full-time or intermittent basis.
Travel and per diem expenses of experts hired as SGEs for peer review may be paid only through the
issuance of invitational travel orders (5 U.S.C. § 5703). These invitational travel and per diem expenses
should be charged to an appropriate EPA travel account. The Federal Travel Regulations govern the
invited traveler’s reimbursement. It is not appropriate to reimburse travel or per diem expenses of
advisory committee members (SGEs) through a contract.

4.7.5. When Does the Federal Advisory Committee Act Apply to Other Peer Review
Mechanisms?
In addition to formally established (chartered) FACs, other groups of peer reviewers may become
subject to FACA requirements if they meet all the following criteria:
x

Are established, controlled or managed by EPA;

x

Include one or more individuals who are not full-time or permanent part-time federal
employees; and

x

Are intended to, or do, provide group or collective, rather than individual, advice.
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EPA-run peer reviews that were not intended originally to be subject to FACA requirements may
become subject to them if they exhibit all of the above characteristics. Similarly, if EPA personnel begin
to manage or control a contractor-managed peer review, the process may become subject to FACA (see
Section 4.7.7). Questions concerning the applicability of the FACA to peer review meetings should be
addressed to FACA experts in the Cross-Cutting Issues Law Office of OGC or the appropriate ORC.

4.7.6. When Are EPA-Run Peer Reviews Not Subject to FACA Requirements?
If EPA conducts a peer review by obtaining advice from
As a general matter, letter reviews
individual peer reviewers and not for the purpose of
that seek individual views or
obtaining a peer review product from the group as a
comments are not subject to the
collective or consensus body, the peer review, in most
requirements of the FACA.
cases, would not be subject to FACA requirements. When
peer review participants provide only their own views or
recommendations and do not vote, develop consensus recommendations to EPA, or use any other means
of developing group advice, the FACA does not apply. When referring to the recommendations of the
individual reviewers, EPA should not characterize these recommendations using such phrases as “the
peer reviewers all agreed” or such terms as “collective” or “consensus.” As a general matter, letter
reviews that seek individual views or comments are not subject to FACA requirements.
In addition to ensuring that peer reviewers only provide comments as individuals, EPA officials can
lessen the potential for a challenge under the FACA by conducting the peer review in an open
transparent manner (e.g., by seeking a balance of points of view among the peer review participants,
allowing interested members of the public to attend peer review meetings, allowing public comment,
and ensuring that the public has access to all the peer review materials).
Non-FACA peer review meetings may be advertised publicly through the Federal Register and/or other
avenues (e.g., the Web, local newspapers and mailing lists). These notifications should provide the
public with useful information and a point of contact concerning the peer review. Notice of such
meetings, however, should make clear that the meeting is not subject to FACA requirements.

4.7.7. How Does the Agency Ensure That Contractor-Managed Peer Reviews Do Not
Inadvertently Invoke FACA Requirements?
Under the current case law, committees (or other peer review groups) established, controlled and
managed by an outside organization (such as by an EPA contractor) to provide that outside organization
with advice and recommendations (that will be submitted eventually to EPA as a contractor report) are
not subject to FACA requirements. Although the FACA should not apply to contractor-managed peer
reviews, EPA personnel can do things that might invoke the FACA inadvertently.
The following are considerations that EPA personnel should be aware of when a contractor manages a
peer review (e.g., letter review or panel) for EPA:
x

The outside party’s peer review may be subject to FACA requirements if EPA establishes,
manages or controls the peer review group (e.g., EPA selects or rejects peer reviewers, sets the
agenda, runs the meeting, or provides funds directly to the peer reviewers). The EPA can make
suggestions to the contractor but to avoid triggering the FACA, the contractor must be free to
accept or reject these suggestions.
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x

EPA should not provide contractors with a draft agenda or suggested format for meetings. EPA
contractors should manage and control the process, including running any meetings.

x

At the request of the EPA contractor, EPA may provide a briefing to the peer reviewers (e.g., in
a conference call with the contractor on the line) on the history or background of the
development of the document. EPA should provide only technical or background information
and not use the call to manage the contractor’s peer review group. Not only should the
contractor be on the line, but it should be very clear to all participants that the contractor is in
charge of the call. The contractor, not EPA, should invite individuals to participate, make all
administrative arrangements, conduct the meeting and control the agenda.

x

EPA employees may attend the peer review panel meetings, but they may not control the
meeting. The contractor may call on them to speak when appropriate, but EPA personnel should
limit their participation to answering questions to provide technical and/or background
information.

x

Because the FACA does not apply when a contractor establishes, controls and manages a peer
review, the contractor does not need to avoid terms such as “collective” or “consensus” when
reporting agreement among its peer reviewers.

x

EPA may provide comments to the contractor on the contractor’s peer review report only to the
extent that the Agency is verifying that the contractor has satisfactorily completed the report in
accordance with the work assignment. EPA should not attempt to make changes in the
contractor’s conclusions; this would compromise the independence of the peer review conducted
by the contractor.

4.8. Peer Review by the National Academy of Sciences
The NAS is a private, nonprofit society of distinguished scientists established by Congress to provide
independent, objective advice to the Nation on science and technology matters. NAS review of an
Agency work product may be most suitable for significantly controversial or high-visibility products or
when required by legislation.
When EPA wishes to obtain peer review services from the NAS, usually through the National Research
Council (NRC), the Agency works with NAS staff to develop a set of charge questions (the “statement
of task”) and to define the duration and cost of the study. Once the statement of task and budget are
approved by the NRC Governing Board, the Agency has no control over the conduct of the peer review.
Members of the peer review committee are selected by the NAS to provide the appropriate range of
expertise and a balance of perspectives. All members are screened for COI in keeping with the NAS
Policy on Committee Composition and Balance and COIs.27
Like FACs, NAS/NRC committees seek public nominations and comment on peer reviewers and seek to
ensure that committees are fairly balanced for the functions to be performed. Unlike FACs, however,
NAS/NRC committees conduct fact-finding in public, but deliberate in private.
Official reports from the NAS are generally presumed not to require additional peer review.
27

National Academy of Sciences. 2003. Policy on Committee Composition and Balance and Conflicts of Interest for Committees Used in
the Development of Reports. Washington, D.C.: The National Academies Press. http://www.nationalacademies.org/coi/bi-coi_form-0.pdf.
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5. Peer Reviewer Qualifications and Selection
5.1. Overview

Opportunities for
Public Participation

ISI/HISA Considerations

Peer Review Decisions

As part of the peer review process, the Agency (or the contractor managing the peer review) must select
peer reviewers who have technical expertise in the subject matter that is needed to answer specific
charge questions (Figure 6). For this
reason, it is important to have a draft
Conceptualize Work
or final charge before selecting peer
Product
reviewers. These reviewers must not
only be subject matter experts, but
also must be independent and free
Categorize Work Product
from ethics issues such as potential
and Determine Need for
conflicts of interest (COIs) or an
Peer Review
appearance of a loss of impartiality
(see Sections 5.3.4 and 5.3.7) so that
the integrity of the peer review is
Develop Draft Product
not brought into question. The rules
for evaluating ethics issues of peer
reviewers vary depending on the
peer review mechanism, but in all
Plan Peer Review:
cases, adherence to ethical standards
Peer Reviewer Selection
is important to ensure that the
Agency receives objective, informed
and relevant advice through peer
Conduct Peer Review
review of its work products.
Depending on the peer review
mechanism chosen, the peer
reviewers may be contractors,
Complete Peer Review
subcontractors or permanent or
Finalize Work Product
intermittent federal employees.
Internal peer reviews can be
conducted by independent experts
Disseminate Work Product
from within EPA, either individually
or as ad hoc peer review panels.
Figure 6. The Peer Review Process: Peer Reviewer Selection
External peer reviews can be
conducted by individual experts or panels of experts who are Regular Government Employees (RGEs) at
Executive Branch departments or agencies other than EPA, experts appointed to EPA as Special
Government Employees (SGEs) pursuant to 18 U.S.C. § 202(a), or experts hired through a contract
mechanism. External peer review panels can be convened through a contract mechanism under which
EPA uses a contractor who selects the peer reviewers or by a federal advisory committee (FAC)
organized pursuant to the Federal Advisory Committee Act (FACA). Lastly, peer reviews may be
conducted by outside organizations such as the National Academy of Sciences (NAS).
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5.2. Finding Peer Reviewers
5.2.1. What Are the Important Qualifications for Peer Reviewers?
The first consideration in selecting peer reviewers is expertise (i.e., whether the candidates have the
knowledge, skills and experience necessary to perform the review). Peer reviewers should be
independent, which is necessary for an objective and impartial evaluation of the work product. To be
independent, the peer reviewer should not be associated with the generation of the specific work
product, either directly by substantial contribution to its development or indirectly by significant
consultation during the development of the product. In addition to being independent, peer reviewers
should be impartial and free from financial COIs or other ethics issues. Disclosure of potential COIs or
other ethics issues such as an appearance of a loss of impartiality—and appropriate resolution of these
issues—is necessary to ensure a credible peer review.
Finally, the group of peer reviewers—whether serving on a panel or as a set of individual reviewers—
should be sufficiently broad and diverse to represent fairly the scientific and technical perspectives and
fields of knowledge relevant to the peer review charge. Naturally, experts whose understanding of the
specific technical area(s) being evaluated are necessary; nevertheless, it also is important to include a
broad enough spectrum of other related experts to consider wider dimensions of the issue(s). Although
individuals who are familiar with and have a substantial reputation in the field often are called upon
repeatedly to be reviewers, it is important to keep a balance by considering new individuals who bring
fresh perspectives to the review of a work product. The principle is to avoid the repeated use of the same
reviewer on multiple assessments unless his/her participation is essential and the expertise cannot be
obtained elsewhere.

5.2.2. How Are Potential Peer Reviewers Identified?
How potential reviewers are identified depends primarily upon the peer review mechanism.
Recommendations for potential peer reviewers for letter reviews or panels can be identified by a number
of organizations. These include external groups, such as affected parties, special interest groups, public
interest groups, environmental groups, professional societies, trade or business associations, state
organizations or agencies, Native American tribes, colleges and universities, the National Research
Council (NRC) and other federal agencies with an involvement in or familiarity with the issue.
Recommendations for peer reviewers also may come from Agency staff, including Designated Federal
Officers (DFOs) for scientific FACs—such as the Science Advisory Board (SAB), Scientific Advisory
Panel (SAP) or Board of Scientific Counselors—and relevant scientific and technical experts from EPA
offices.
Another method that might be used to find peer reviewers is public solicitation. The peer review plans
found on the EPA Peer Review Agenda website,28 for example, can indicate opportunities for the public
to nominate peer reviewers.
If the peer review will be conducted by a contractor-managed panel, the process for identifying peer
reviewers for Influential Scientific Information (ISI), including Highly Influential Scientific
Assessments (HISAs), includes opportunities for the public to nominate experts and to comment on the
list of candidates (See Section 4.6). In addition, the contractor may have its own pool of scientific and
28

EPA. 2015. Peer Review Agenda. http://cfpub.epa.gov/si/si_public_pr_agenda.cfm.
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technical experts for peer review. EPA may provide contractors with information on potential peer
reviewers for conducting a peer review, including names if such a listing is prepared in alphabetical
order. EPA should not require that the contractor select from a prepared list, nor require that the
contractor receive EPA approval before selecting any given peer reviewer (sometimes known as a
“subcontractor”). EPA should review the list of peer reviewers, however, for conformance to work
assignment specifications (including balance of expertise) and adherence to ethics requirements before
the peer reviewers are subcontracted (see Section 4.6.3). When the NAS is used to conduct a peer
review, additional procedures may need to be followed (see Section 4.8).
If the peer review will be conducted using an existing EPA FAC, the DFO for the committee will take
the lead for identifying peer reviewers, using a process that usually includes opportunities for public
nomination and comment on candidates. An EPA office that decides to use a FAC should coordinate
directly with the DFO for the FAC. For example, the SAB Staff Office publishes Federal Register
notices to solicit names for both ad hoc panels and standing advisory committees. Recommendations
from the EPA office requesting the peer review are considered along with public nominations and
experts individually identified by the DFO. The names of candidates, along with short biographical
sketches, also are posted so that the public may not only nominate, but also comment on potential
advisory committee members. More information is available in the report titled Advisory Committee
Meetings and Report Development: Process for Public Involvement, which is available from the SAB’s
website29 and in Appendix F, Guidance on Requesting a Review by the Science Advisory Board.
In rare instances, a member of the scientific community will offer his/her services for peer review during
an ongoing peer review. These offers may be at no cost or based on an expectation that reimbursement
will be made. Disposition of these unsolicited offers should be handled on a case-by-case basis by the
Peer Review Leader (PRL) and, as necessary, in consultation with the Peer Review Coordinator (PRC),
the Office of General Counsel (OGC), Office of Regional Counsel (ORC) and appropriate Decision
Makers (DMs).
For an internal peer review, the PRL will have a lead role in identifying potential EPA reviewers who
have the appropriate expertise and are independent from the development of the work product. Internal
reviewers should come from a different organizational unit than the one in which the work originates.

5.2.3. When Are External Peer Reviewers Preferred?
External peer reviewers are preferred for all ISI and are expected for HISAs. For some work products,
such as those reviewed at various stages of product development, both internal and external peer review
may be appropriate. Peer reviewers, whether external or internal, should have appropriate technical
expertise, available time, and should not have been involved in the development of the work product. It
should be noted that for work products categorized as HISAs, the use of internal peer reviewers is
inconsistent with the guidance provided by the Office of Management and Budget’s (OMB) Peer
Review Bulletin. External peer reviewers could include individuals from other federal and state
agencies, academic institutions and private research organizations, who possess unique or indispensable
expertise.

29

EPA. 2004. Advisory Committee Meetings and Report Development: Process for Public Involvement.
http://www.epa.gov/sab/pdf/sabso_04_001.pdf. September.
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5.2.4. What Should be Considered When Compiling a List of Peer Reviewers?
Usually, there is a continuum of scientific views on any issue. To the extent practicable, selected experts
should include a range of technically legitimate points of view that fall along the continuum. The list of
peer reviewers should include experts who are considered “mainstream” (nearer the center of the
continuum), as well as those further to either side of the continuum. This will help ensure that a broad
range of views will be expressed and discussed on the specific work product being reviewed, whether
the objective of the peer review is to reach consensus or to provide a spectrum of views for the Agency
to evaluate.
Scientific FACs are required to be balanced in terms of scientific points of view for the charge to be
addressed. For example, the SAB Staff Office considers a balanced list of peer reviewers to be one
characterized by inclusion of candidates who possess the necessary domains of knowledge, the relevant
scientific perspectives (which, among other factors, can be influenced by work history and affiliation)
and the collective breadth of experience to adequately address the charge to the peer reviewers.
For peer reviews conducted by nonfederal experts (e.g., contractors), the OMB Peer Review Bulletin
directs that the evaluation of peer reviewer composition and balance be guided by NAS policies.30

5.2.5. Can a Foreign National Be a Peer Reviewer?
In some cases, the foremost expert in a subject area may be a citizen of another country, and the Agency
may wish to obtain his or her peer review comments.
However, there are complicated legal restrictions on using foreign nationals as peer reviewers depending
on whether the peer reviewer will be compensated as a Special Government Employee or an expert or
consultant under 5 U.S.C. 3109, an uncompensated consultant or expert under that statute who only
receives invitational travel orders, a direct contractor under a purchase order or letter contract, or a
subcontractor to a prime contractor. If this issue comes up, EPA’s PRL should consult with OGC and
the Office of Human Resources (OHR).

5.2.6. Are There Other Constraints to Selecting Peer Reviewers?
5.2.6.1. Timing
Sometimes the schedule for a peer review is accelerated because of a court-ordered deadline or other
time-sensitive requirement. In these cases, there may be constraints in selecting peer reviewers and
conducting a peer review in a timely manner. Processes should be developed for identifying and using a
small number of peer reviewers to ensure that quick, effective peer review can be included for even the
most rapidly moving products.
5.2.6.2. Confidential Business Information (CBI)
Another possible constraint involves CBI. There are different definitions and types of CBI, depending
on the statute that governs the action. To evaluate certain Agency-generated studies properly, some peer
reviewers may need access to CBI. If the reviewers are federal employees or contractors/subcontractors
with CBI clearance, the Agency does release CBI to them. Therefore, whenever contemplating the use
30

National Academy of Sciences. 2003. Policy on Committee Composition and Balance and Conflicts of Interest for Committees Used in
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of outside peer reviewers, Agency staff should determine whether the reviewers will need access to CBI.
If they do not have CBI clearance, OGC should be consulted on whether it is practical to obtain the
consent of affected CBI submitters to disclose the information to peer reviewers.
5.2.6.3. Lobbyists
In accordance with a 2010 Presidential Memorandum and OMB revised guidance to implement the
policy (79 FR 47482, August 13, 2014), no RGE or SGE member of a FAC appointed to serve in an
individual, expert capacity may be a federally registered lobbyist. This prohibition does not apply to
FAC members who are appointed to serve in a representative capacity on behalf of an interest group or
constituency.

5.2.7. Can Someone Who Provided Peer Input Become an Independent Peer Reviewer for
the Same Work Product Later in the Process?
Generally, the answer is no, because that expert is no longer independent but rather is a contributor to
the work product. There may be special circumstances under which the expertise is so narrow that
another peer reviewer is not available. The PRL normally will be responsible for making this
determination and documenting the decision in the peer review record.

5.2.8. Can a Peer Reviewer Be Used to Review the Same Product More Than Once or to
Review Multiple Products?
There is no prohibition against using the same peer reviewer more than once on the same product or for
multiple products of the same EPA office. It is preferable, however, to use different individuals each
time the product is sent back for peer review to provide a broader perspective. It is particularly important
to rotate peer reviewers across the pool of qualified reviewers in the case of multiple HISAs. In the case
of sequential reviews of one product, it can be beneficial to seek review from the same individuals
where the review is focused on revisions made to address the peer reviewers’ comments. Even in such
cases, it may be helpful to include reviewers who were not involved in the previous review of the
product to ensure that the product gets a fresh look.
When using a contractor to provide peer review services, it should be considered that contractors may
have a “pool” of reviewers that they use regularly. If the same peer reviewers are used repeatedly, they
may lose their impartiality (or the appearance of impartiality) relative to the work product(s). In
addition, there may be competition or directed subcontracting issues when seeking subsequent reviews
of a work product by the same peer reviewers if they were appointed under a contract mechanism. If
there is a possibility that the same peer reviewers may be needed to conduct subsequent peer reviews of
work products, the Contracting Officer (CO) must be informed when the contract for the initial review is
being planned. In most cases, competition or other contracting issues that might complicate or preclude
the use of the same peer reviewers for subsequent reviews of the same work product can be addressed
with a properly drafted Statement of Work (SOW) and appropriate contract clauses.
When seeking the same peer reviewers for additional rounds of peer review, the peer reviewers should
be reevaluated for independence, COI and appearance of a loss of impartiality before they serve as a
repeat panel member. The appropriate peer review COI form should be used to identify any potential
COI that may have arisen since completion of the previous round of peer review (see Appendix J).
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5.2.9. If State or Tribal Employees Are Used as Peer Reviewers, Can EPA Pay Them for
This Service?
In some cases, this may be possible. However, the PRL should ensure that the state or tribal employee
has received the necessary approvals since providing a state or tribal employee with compensation as an
expert or consultant under 5 U.S.C. 3109 or as a direct EPA contractor may conflict with the state or
tribe’s ethics or personnel laws or policies. Similarly, the PRL should ensure that peer review prime
contractors verify that state and tribal employees may work as subcontracted consultants before hiring
them.
EPA would be able to pay travel expenses under a 5 U.S.C. 5703 invitational travel order since the
“consult with or otherwise provide a direct service to EPA” requirement would be met and most states
and tribes allow their employees to accept invitational travel orders. If the state or tribal employee will
not be paid for their peer review services, the letter or email inviting them to the peer review meeting
should make it clear that EPA is only providing travel support; the letter or email must also clearly
indicate that the state or tribal employee will provide peer review services to EPA without compensation
and that the state or tribal employee will make no future claim for compensation for the peer review
services.
Please note that because peer reviewers provide services for EPA’s direct use or benefit, states and tribes
may not charge federal grants/cooperative agreements for their employees’ time or travel while working
on a peer review due to the Federal Grant and Cooperative Agreement Act.
If the state or tribal expert is not being paid for his/her peer review services, or reimbursed for travel
expenses, he/she must sign an agreement stating that he/she does not expect payment. See Section 4.6.7
for information on gratuitous services agreements.

5.2.10. Can the Identity of Peer Reviewers Be Kept Anonymous by EPA?
No, the identity of peer reviewers cannot be kept anonymous by EPA. However, the attribution of
specific comments to any given peer reviewer is not necessary. Peer reviewers should be informed in
advance of EPA plans for releasing their names and credentials, as well as the extent of attribution of
comments to specific reviewers. If a peer reviewer requests anonymity at the outset of the peer review,
the PRL should inform the peer reviewer that there is no guarantee of anonymity. Although this may be
a deterrent to possible peer reviewers, EPA is committed to working with the fullest possible
transparency to the public (except where statutorily constrained, such as with CBI).
The reviewers’ names and affiliations may be made available to the public before the review begins
depending on the peer review process used. For all ISI and HISAs, the names and affiliations of peer
reviewers should be listed in the peer review reports. Release of any reviewer information retrieved by a
personal identifier must be performed in accordance with the Privacy Act of 1974 (5 U.S.C. § 552(a), as
amended), as interpreted in OMB implementing guidance, 40 Fed. Reg. 28,948 (Jul. 9, 1975).
For other types of peer reviews that do not qualify as ISI or HISA, such as the peer review of extramural
grant applications, reviewer names can be held in anonymity to the public, unless, in some
circumstances, they are requested under the Freedom of Information Act (FOIA). If a request for peer
review documents is received under the FOIA, the requestor may be able to view any comments
attributed to specific reviewers.
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5.3. Ensuring a Credible Peer Review Process – Ethics Considerations
5.3.1. What Are the Relevant Ethical Standards for Different Categories of Peer
Reviewers?
To ensure a credible peer review process, PRLs must ensure that the appropriate and relevant ethical
standards are applied to each of the peer review mechanisms. When a peer review panel is used, ethical
standards must be adhered to not only during the panel formation process, but also during and after the
peer review itself has been completed. These ethical standards are embodied in the various laws,
implementing regulations and other requirements that apply to peer reviewers who are RGEs, SGEs,
contractors and those who are selected by outside organizations (e.g., the NAS) (see Table 2). For peer
reviews conducted by outside organizations, the PRL should be thoroughly familiar with the ethics
Table 2. The Applicable Rules for Conflict of Interest and Impartiality of Peer Reviewers
Depends on the Status of the Peer Reviewers
Peer Review Approach
Internal

External: Publication in
Refereed Journal

Status of Peer
Reviewer
RGE

External: Contractor
Panel

Independent experts
selected by the
journal
Contractor,
Subcontractor
Gratuitous Services
Peer Reviewer
Contractor,
Subcontractor

External: FACA Panel

SGE, non-EPA RGE

External: NAS/NRC

Independent experts
selected by the
NAS/NRC

External: Letter
Reviews

Applicable Conflict of Interest/Ethics
Rules and Policies
18 U.S.C. § 201, 203, 205, 207, 208 and
209; Standards of Ethical Conduct in the
Executive Branch
COI/ethics rules of the journal

Handbook
Section
5.3.3,
5.3.6–5.3.9

FAR, EPA Acquisition Regulations, contract
terms and conditions
Gratuitous services agreement terms

4.6

EPA process on contractor-managed peer
review panels for review of ISI/HISAs,
FAR, EPA Acquisition Regulations, contract
terms and conditions
18 U.S.C. § 201, 203, 205, 207, 208 and
209; Standards of Ethical Conduct in the
Executive Branch; Presidential
Memorandum Lobbyists on Agency Boards
and Commissions (June 18, 2010)
NAS Policy on Committee Composition and
Balance and Conflicts of Interest31

4.6

n/a

4.6.7

5.2.6,
5.3.3–5.3.9

4.8

policies and requirements of the organization conducting the review. For example, if a peer review is to
be conducted by the NAS, the PRL would need to be familiar with the NAS Policy on Committee

31

National Academy of Sciences. 2003. Policy on Committee Composition and Balance and Conflicts of Interest for Committees Used in
the Development of Reports. Washington, D.C.: The National Academies Press, 2003. http://www.nationalacademies.org/coi/bicoi_form-0.pdf.
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Composition and Balance and Conflicts of Interest.32 For work products that are peer reviewed through
publication as journal articles, the ethics standards and processes are set by the specific journal.
Specific regulations have set forth ethics considerations for contractor personnel and government
employees. An overview of these requirements as they relate to peer review is provided in the sections
that follow. This chapter focuses primarily on ethics issues such as potential COIs or an appearance of a
loss of impartiality for government employees, including SGEs. See Chapter 4 for a discussion of COI
for peer reviews obtained by contract.

5.3.2. How Are Ethics Issues Evaluated for Peer Reviewers Under Contractor-Managed
Peer Reviews?
As noted in Section 4.6, contracts to obtain peer review services should include COI clauses, and COI
requirements should be included in the SOW. Information necessary to ensure that peer reviewers are
free from ethics issues such as potential COIs or an appearance of a loss of impartiality is collected by
the contractor managing the peer review using a confidential peer review COI questionnaire pursuant to
the peer review “Conflict of Interest Evaluation for Task Orders/Work Assignments” clause and other
COI requirements included in the contract. The PRL should work with the CO to assist the contractor
with identifying actual or potential COI that might impair the objectivity of peer reviewers. In the case
of a contractor-managed panel review of ISI or HISAs, oversight by the CO of the contractor’s
identification and proposed resolution of COI issues should include consultation with the EPA Science
Advisor or his or her designee.

5.3.3. How Are Ethics Issues Evaluated for Peer Reviewers Who Are Government
Employees?
The PRL (and appropriate EPA ethics officials) will typically consider five COI statutes: 18 U.S.C.
§§ 203, 205, 207, 208 and 209. In addition to these COI statutes, all government employees, including
SGEs, must adhere to the Standards of Ethical Conduct for Employees of the Executive Branch
(5 C.F.R. 2635). Although responsibility for compliance rests with the individual government employee,
PRLs and appropriate ethics officials must work together to ensure that all applicable ethics laws and
implementing regulations are followed when government employees are peer reviewers (e.g., internal
peer review by EPA experts, external peer review by SGE or non-EPA RGEs).

5.3.4. What Constitutes a Conflict of Interest for a Special Government Employee on a
Federal Advisory Committee?
SGEs typically have outside (i.e., non-EPA) employment as well as other financial interests, which may
potentially present COI issues under 18 U.S.C. § 208 (a criminal COI statute). According to this law,
government employees (including SGEs) are prohibited from participating personally and substantially
in any particular matter that has a direct and predictable effect on their own financial interests or the
financial interests of others whose interests are imputed to them. For a COI to be present, all of these
elements must be present. If an element is missing, there is no COI.

32
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For example, ownership of stock is not a COI absent personal and substantial participation by an SGE in
a particular matter that will have a direct and predictable effect on this interest.
To apply ethics regulations to FAC members properly, it is important to know whether the charge to a
committee is a “matter,” a “particular matter of general applicability” or a “particular matter concerning
specific parties.” A matter is something that is directed to the interests of a large and diverse group of
persons. A particular matter of general applicability is focused on the interests of a discrete and
identifiable class of persons (e.g., a certain industrial sector). A particular matter concerning specific
parties is focused on the legal rights of parties or transactions (e.g., grants, contracts, investigations,
litigation). When a charge is not a particular matter, then 18 U.S.C. § 208 does not apply, and a COI
cannot arise. Furthermore, particular matters of general applicability and particular matters concerning
specific parties are treated somewhat differently in the ethics regulations, as explained in Section 5.3.7.

5.3.5. Can a Recipient of EPA Contracts or Grants Be a Peer Reviewer?
EPA frequently issues contracts to develop scientific and technical work products for the direct benefit
of or use by the Agency. Contractors who help develop those work products are not independent of the
work product and cannot serve as peer reviewers of the same work product. Even if a contractor is not
involved in the development of a work product being reviewed, the nature and extent of his or her
contractual relationships with the Agency or with the EPA office sponsoring a peer review should be
considered when selecting reviewers to ensure that the contractor is sufficiently independent from the
Agency or EPA office as a general matter.
EPA also provides grant money through competitive processes to further the investigation of science
matters it believes would benefit its mission. As noted in the OMB Bulletin, when a scientist is awarded
an EPA research grant through an investigator-initiated, peer-reviewed competition, there generally
should be no question as to that scientist’s ability to offer independent scientific advice to the Agency on
other projects. Those grantees are independent of Agency direction, and can serve as peer reviewers for
scientific or technical work products (or portions thereof) that are not solely a product of their own
research conducted under the Agency grant. For example, a grantee may review a work product that
synthesizes a body of literature, such as an integrated science assessment, that happens to incorporate
agency funded work conducted by the grantee. The grantee must, however, still be free from financial
COI or the appearance of a loss of impartiality (see Sections 5.3.4 and 5.3.7).
PRLs may question whether experts who currently receive funding from EPA (e.g., grants, contracts,
assistance agreements) have, by definition, an inherent financial COI and therefore cannot be peer
reviewers. If an expert previously received funding, but does not currently, then there is no financial
COI. If an expert is currently receiving funding through an EPA grant, the PRL should examine how the
grant was awarded. If EPA awarded the grant through a competitive, peer-reviewed process, then the
Agency’s ability or potential to influence the expert’s research is limited. Consequently, there is little
likelihood that the expert’s ability to offer scientific advice is subject to any financial COI.
Alternately, if an expert has an existing consulting or contractual arrangement with the Agency, then the
expert is beholden directly to EPA on closely-related matters. Consequently, this situation presents a
greater concern about appearance of a financial COI.

EPA Peer Review Handbook: Peer Reviewer Qualifications and Selection

77
00420

Case 1:18-cv-00613-WHP Document 26-4 Filed 05/23/18 Page 314 of 627

5.3.6. Are There Any Exemptions or Remedies from a Conflict of Interest for Regular
and Special Government Employees?
5.3.6.1. Conflict of Interest Exemptions for Special Government Employees
SGEs serving on FACs specifically are exempted by regulation from certain provisions of the financial
COI statute (18 U.S.C. § 208). An exemption (5 C.F.R. 2640.203(g)) permits SGEs serving on FACs to
participate in particular matters of general applicability when the disqualifying interest arises from the
SGE’s nonfederal employment or prospective employment. Whenever there are questions about COIs,
the PRL should contact the appropriate Deputy Ethics Official (DEO) and/or OGC/Ethics, who in turn
may consult with the U.S. Office of Government Ethics (OGE) for assistance
(http://intranet.epa.gov/ogc/ethics/deos.htm).
It is important to note that the exemption does not extend to the SGE’s financial holdings or
consultancies. Furthermore, this exemption is subject to several limitations:
x

The matter cannot have a “special or distinct” effect on either the SGE or the SGE’s nonfederal
employer, other than as part of a class;

x

The exemption does not cover interest arising from ownership of stock in the employer; and

x

The nonfederal employment must involve an actual employer-employee relationship, as opposed
to an independent contractor relationship.

5.3.6.2. Conflict of Interest Remedies
COI may be remedied through nonparticipation in the matter (also known as “recusal” or
“disqualification”), divestiture from the disqualifying interest, or the granting of a waiver pursuant to
provisions under 18 U.S.C. § 208(b). Whenever there are questions about COIs, the PRL should contact
the appropriate DEO and/or OGC, who in turn may consult with the OGE for assistance
(http://intranet.epa.gov/ogc/ethics/deos.htm).
x

Nonparticipation. COI may be remedied by nonparticipation in a particular matter.
Nonparticipation means that the employee does not participate personally and substantially in
the particular matter. When a panel considers more than one particular matter, it is possible for
an employee to recuse himself/herself from only those particular matters for which he or she has
a COI.

x

Divestiture. COIs may be remedied by divestiture from the disqualifying interest to below
certain de minimis exemption levels. These exemption levels vary depending upon the type of
particular matter being considered (see 5 C.F.R. § 2640.201 for more information on exemptions
available for RGEs and SGEs). When divestiture from a disqualifying interest is sought as a
remedy for a potential COI, it should be noted that SGEs (as opposed to RGEs) are not eligible
for a “certificate of divestiture” that allows for deferral of capital gains in the divested asset.

x

Statutory Waivers from COI. An SGE who serves on a FAC may seek a waiver from OGC to
participate under the provisions of 18 U.S.C. § 208(b)(3). Only the EPA’s Designated Agency
Ethics Official (DAEO) can grant such a waiver, and only if he/she certifies in writing (in
consultation with OGE) that the need for the SGE’s services outweighs the potential for a COI
posed by the financial interest involved. SGEs not serving on FAC (and all RGEs) may be
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considered for waivers only in accordance with the more restrictive standard under
18 U.S.C. § 208(b)(1), which requires a determination by the DAEO that the financial interest is
not so substantial as to be deemed likely to affect the integrity of the employee’s services.
Further guidance on waivers may be found in OGE DO-07-006 (“Waivers under 18 U.S.C.
§ 208”).33

5.3.7. What Is an Appearance of a Loss of Impartiality for Regular and Special
Government Employees?
When forming peer review panels with RGEs/SGEs, another common ethics issue that may arise is an
“appearance of a loss of impartiality” as defined by 5 C.F.R. Part 2635, Subpart E. PRLs must be alert
not only to COI issues (which tend to be easier to recognize), but also to “appearance” issues, which can
be more subtle. Unlike COI issues, appearance issues do not violate any criminal statute. An appearance
of a loss of impartiality may occur when an employee’s participation in a particular matter involving
specific parties (e.g., a contract, an enforcement action) might cause a reasonable individual with
knowledge of the relevant facts to question that employee’s impartiality. Appearance issues arise if the
peer review activity is likely to have a direct and predictable effect on the financial interests of a
member of a peer reviewer’s household, or if the peer reviewer has a “covered relationship” (as defined
in 5 C.F.R. 2635.502(b)) with someone who is (or represents) a specific party or parties involved in the
matter.
For example, if a member of an employee’s household (e.g., a relative with whom the employee has a
close personal relationship) has a contract with a company to conduct all of the marketing for a pesticide
that has a pending registration before the Agency, and the Agency is convening a peer review panel to
evaluate a study that will be pivotal in determining whether to grant the registration (a specific party
matter), then a reasonable individual would question the employee’s ability to participate impartially in
the peer review.
If an employee’s participation in a peer review would cause a reasonable individual to question the
employee’s impartiality, the appropriate DEO in the organization conducting the peer review may
authorize the employee to participate in the review based on a determination, made in light of all
relevant circumstances, that the interest of the government in the employee’s participation outweighs the
concern that a reasonable individual might question the integrity of the Agency’s programs and
operations. For discussion of factors that should be considered when deciding whether to authorize
participation, see 5 C.F.R. 2635.502(d). After considering these factors, the appropriate DEO may
decide to authorize the employee’s participation or, conversely, to prohibit it. Regardless of the
outcome, OGC strongly recommends that the DEO issue a written determination that documents the
final decision.

5.3.8. How Should Peer Review Leaders Address Ethics Issues for Regular and Special
Government Employees during Peer Reviewer Selection?
The peer reviewer selection process is the step in the peer review process when the PRL is most likely to
initially encounter ethics issues such as potential COIs or an appearance of a loss of impartiality. To
evaluate potential issues, financial disclosure forms are obtained and evaluated by the appropriate ethics
33

Cusick, Robert I., Director, Office of Government Ethics. 2007. Memorandum to Designated Agency Ethics Officials. Waivers Under 18
U.S.C. § 208. DO-07-006. http://www.oge.gov/OGE-Advisories/Legal-Advisories/DO-07-006--Waivers-under-18-U-S-C-%C2%A7%C2%A7-208(b)(1)-and-(b)(3)/. February 23.
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official (usually the responsible DEO in the EPA office where the peer review takes place). For RGEs,
either OGE Form 450 (Confidential Financial Disclosure Form) or OGE Form 278 (Public Financial
Disclosure Form) is collected and evaluated. For SGEs, EPA Form 3110-48 (Confidential Financial
Disclosure Form for Special Government Employees Serving on Federal Advisory Committees at the
U.S. Environmental Protection Agency) is typically filed with the DFO’s own DEO. In rare instances,
however, an SGE or an RGE may be required to file the OGE-278 (Public Financial Disclosure Report).
This report is filed with OGC, along with any necessary OGE-278T (Periodic Financial Transaction)
forms. In all instances, financial disclosure forms are filed and reviewed, both annually (with some
exceptions) and prior to any new matter.
Before finalizing the selection of reviewers, the PRL should ascertain whether each potential peer
reviewer’s involvement in certain activities could pose an ethics issue such as potential COIs or an
appearance of a loss of impartiality. Each matter should be treated on a case-by-case basis and can
involve a number of factors. Employment and professional affiliations of the participants, as well as
their financial interests, should be considered. Some actions that should be taken in evaluating ethics
issues include, but are not limited to, the following:
x

Discussing ethics issues with each participant before the review process takes place.

x

Disclosing publicly at the beginning of meetings any previous involvement with the matter.

x

Obtaining appropriate and up-to-date financial disclosure forms.

x

Collecting additional information through public comment and other appropriate means.

5.3.9. What Other Ethics Issues Might Arise for Regular and Special Government
Employees During or After a Peer Review?
Peer reviewers who are government employees, including SGEs, are subject to ethics requirements in
addition to those regarding COI under 18 U.S.C. § 208 or an appearance of a loss of impartiality during
panel operation and even after a panel has completed its work. Therefore, it is prudent to inform SGEs
both prior to and during their service that ethics requirements such as postemployment restrictions may
apply to them, dependent on the type of particular matter they worked on as well as the level of
compensation they received during the time of service. These issues are discussed in-depth in EPA
Ethics Advisory 08-02; some of the more typical restrictions are summarized below:
x

Representational Activities Directed Toward the United States. Two companion ethics laws
(18 U.S.C. §§ 203, 205) prohibit an employee from representing outside organizations and
individuals on any particular matter in which the United States is a party or has a direct and
substantial interest, before any department, Agency or other specified entity, whether for
compensation or not. For SGEs, these statutes apply only with respect to particular matters
involving specific parties (e.g., contracts, grants, enforcement actions), and their application
depends on the number of days that the SGE worked for the federal government in the preceding
365-day period.

x

Compensation for Teaching, Speaking or Writing on Matters Related to Official Duties. In
certain cases, SGEs are prohibited from receiving outside compensation for teaching, speaking or
writing when the activity is undertaken as part of their official EPA duties. SGEs also are subject
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to the criminal bribery and illegal gratuity statute, which prohibits, under certain circumstances,
the receipt of anything of value in connection with official acts.
x

Hatch Act Political Activity Restrictions (5 U.S.C. §§ 7321 – 7328). The Hatch Act places
some restrictions on federal government employees, including SGEs, when they engage in
partisan political activity. During the time that SGEs are actually performing government
business, they are prohibited from any fundraising for any partisan political group, candidate or
campaign. They cannot engage in partisan political activity while on duty or while using a
government vehicle, or in any room or building used for government business, and cannot use
their SGA affiliation in connection with such political activity.

x

Seeking Other Employment (5 C.F.R. Part 2635, Subpart F). SGEs may be interested in
seeking other nonfederal employment while serving as government employees. SGEs may not
participate in any particular matter that directly and predictably affects the financial interest of
any individual or organization with whom/which they are seeking future employment, contracts
or consultancies unless authorized by the appropriate DEO (who is required to consult with
OGC) or, if the COI restriction at 18 U.S.C. § 208(a) applies, they have been granted a waiver
under 18 U.S.C. § 208(b)(1). Such waivers are rarely, if ever, granted by OGC. It also is noted
that under a provision of the Stop Trading on Congressional Knowledge Act, SGEs filing a
public financial disclosure form (OGE-278) must report any postemployment negotiations to
OGC within 3 business days. More information on Stop Trading on Congressional Knowledge
Act requirements (including periodic financial transaction reporting) is available from OGC.

x

Service as an Expert Witness (5 C.F.R. § 2635.805). On occasion, the PRL may find that an
SGE wants to serve as an expert witness for an outside organization. Government employees
cannot serve (other than on behalf of the United States) as an expert witness before a court or
agency of the United States in which the United States is a party or has a direct and substantial
interest, unless authorized by the agency’s DAEO. For SGEs, the number of days of service
affects the ban on serving as an expert witness.

x

Postemployment Restrictions. Former employees (including SGEs) are prohibited by federal
law (18 U.S.C. § 207) from making representations on behalf of another back to the federal
government with the intent to influence a federal official with respect to any particular matter
involving specific parties in which the United States is a party or has a direct and substantial
interest. Thus, for example, a former SGE who served on a FAC cannot represent an outside
individual or organization back to the federal government (not just this Agency) concerning the
same specific party matter that was the subject of the FAC. SGEs working more than 60 days in
any 365-day period who file an OGE-278 public financial disclosure report are subject to a
1-year “cooling off” period and cannot make representations on behalf of another back to EPA
with the intent to influence any official action regardless of whether the SGE participated in it
personally and substantially and regardless of whether the matter involves specific parties or not.
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6. Conducting and Completing the Peer Review
6.1. Overview

Plan Peer Review
Peer Review Materials

Conduct Peer Review

Opportunities for
Public Participation

6.2.1. What Is a Charge?

Develop Draft Product

ISI/HISA Considerations

6.2. The Peer Review
Charge and
Instructions to Peer
Reviewers

Peer Review Decisions

For a peer review to be successful, peer reviewers should receive several documents at the beginning of
the process (Figure 7). The specific documentation to be provided is based on the type and mechanism
of peer review to be conducted, as
discussed in Chapter 4. In each case,
Conceptualize Work
peer reviewers should be given what
Product
is necessary to complete their task;
however, they should not be
overburdened, with excess material.
Categorize Work Product
Needed documentation includes, but
and Determine Need for
is not limited to, the work product to
Peer Review
be reviewed, a clear charge and
logistical details.

A charge is a set of focused
questions that identifies the
scientific and technical issues on
Complete Peer Review
which the Agency would like
Finalize Work Product
feedback and invites suggestions for
improving the document as a whole.
The charge should be developed
prior to the selection of the peer
Disseminate Work Product
reviewers to ensure availability of
appropriate scientific and technical
Figure 7. The Peer Review Process: Conduct and Complete
expertise and skills for reviewing
Peer Review
the specific work product. Preparing
a good charge is time well-spent, as the charge is crucial for an effective peer review. A good charge
will direct the reviewers to give advice on issues relevant to the Agency and will lead to a greater
understanding of the reviewer’s reasoning, which is pivotal to the Agency’s ability to address the
reviewers’ concerns and to craft specific improvements to the work product (see Appendix H).
Generally, the charge to peer reviewers includes two types of questions. The first type identifies specific
technical and scientific issues about which the Agency would like feedback. These focused charge
questions should be explicit enough to encourage constructive comments, but not so narrow that they
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preclude or limit informative responses that the reviewer
Time is well-spent preparing a good
may consider important to provide. The second type of
charge, as the charge is crucial for
question typically invites a broad evaluation of the
an effective peer review.
overall work product. It is important to remember,
however, that the peer review is not conducted for the
purpose of evaluating a potential Agency action, decision or policy. Reviewers should not be asked to
advise the Agency on policy.

6.2.2. What Are the Essential Elements of a Charge?
A well-prepared charge includes:
x

A concise overview or introduction describing the work product, its development and its
intended use.

x

Issues to be addressed and areas of concern or specific advice sought (in the form of charge
questions), such as:
o

The soundness of the method(s) used or proposed.

o

The scientific support for the assumptions employed.

o

The identification of scientific uncertainties and the potential implications of those
uncertainties for the stated conclusions and for influential scientific information (ISI) and
highly influential scientific assessments (HISAs), that scientific uncertainties are clearly
identified and characterized.

o

Recommendations for research that would reduce key uncertainties.

o

The sensitivity of the results to alternative assumptions (i.e., sensitivity analysis).

o

The comprehensiveness and utility of the literature reviewed.

In addition, a request may be made for the reviewers to raise issues that might not have been considered
by the authors in their charge questions. Examples of peer review charges that have been used
successfully by the Agency and cover a variety of issues are provided in Appendix H.

6.2.3. Can the Public, Including Stakeholders, Provide Input to the Charge to the Peer
Reviewers?
Yes, depending on the type of peer review (e.g., letter review versus panel review), availability of a
public version of the draft work product, resources and other factors (e.g., timing), EPA may obtain
public input regarding the charge to the peer reviewers. (Note that this would require releasing the draft
work product.) The Agency makes the final determination, however, on what elements to include in the
charge to ensure that it meets the EPA’s needs for the peer review. The following considerations should
be taken into account:
x

The Agency can obtain public input regarding the charge via a notice on the EPA Web page or
through a Federal Register notice.
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x

If stakeholder input is sought, interested parties should be included to the extent feasible given
statutory, regulatory, budgetary and/or time constraints. Input should not be limited to a single
stakeholder or to one side of a controversial issue (e.g., a responsible party or environmental
group).

x

If a group is formed to help develop the charge, care should be taken to ensure that the group
does not become subject to the requirements of the Federal Advisory Committee Act (FACA).

x

If an annotated outline or draft of the work product can be shared with the public, this will
facilitate public input on the charge.

6.2.4. Who Writes the Charge When the Agency Hires a Contractor to Conduct the Peer
Review?
In general, if EPA uses a contractor to manage the peer review, EPA should allow the contractor
independence in conducting it. However, to ensure that the peer review meets the EPA’s needs, EPA
personnel are responsible for providing the list of charge questions to the contractor managing the peer
review for distribution to the peer reviewers. If the charge questions are known prior to the issuance of a
solicitation for a contract, or prior to the issuance of a tasking document under an awarded contract, the
Contracting Officer’s Representative (COR) can incorporate the charge questions directly into the
Statement of Work (SOW).
EPA may task the contractor with providing advice and assistance in developing some elements of the
charge, such as the overview or introduction. In such cases, however, EPA personnel are still
responsible for providing the contractor with the list of questions to be included. Whenever the
contractor assists EPA in developing the charge, EPA must review and comment on a draft of the charge
and approve any revisions to it.
The EPA cannot submit the charge or the charge questions directly to the peer reviewers when the
review is being managed by a contractor. Rather, the contractor is responsible for submitting the charge
to the reviewers along with other review materials.
For details on peer reviews conducted by the National Academy of Sciences (NAS), see Section 2.3.7.

6.2.5. What Additional Instructions and Information Does the Agency Give Peer
Reviewers, including Preparation of a Peer Review Report?
6.2.5.1. General Instructions
The Peer Review Leader (PRL), or contractor (in the case of a contractor-managed peer review),
provides the peer reviewers with a peer review package that includes the draft work product, charge and
other pertinent material. For HISAs, the peer reviewers should be given background information about
studies or models that support the key findings and conclusions of the Agency’s draft assessment.
The Agency (or the contractor managing the peer review) should instruct peer reviewers as follows:
x

Peer reviewers are to advise the Agency or contractor (in the case of a contractor-managed peer
review) of ethics issues, including actual or potential organizational or personal conflicts of
interest (COI) or other matters that would create the appearance of a loss of impartiality,
guidance on which is provided in Section 5.3.
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x

Peer reviewers are to provide written comments (if a letter review) or a peer review report (if a
panel review) (see Table 1) responsive to the charge in a specified format by a specified
deadline.

x

Peer reviewers are to comply with requests for confidentiality, if any, regarding the release of
draft Agency products, positions or other materials provided to the reviewer. Unless the peer
review is being conducted by a federal advisory committee (FAC), material provided as part of
the review should be kept confidential and should not be discussed outside the designated panel
discussion times or shared outside the panel.

x

From the time they accept the invitation to review the work product, peer reviewers should avoid
interactions—including with Agency representatives or members of the interested public—that
might create a perception of COI regarding the work product under review.

x

Members of peer review panels, either Agency-led or contractor-managed, should immediately
inform the PRL or contractor if they are contacted regarding the peer review or work product by
anyone other than another panel member. The contractor will immediately inform the COR of
any reports by panel members of pre-meeting contacts to guard against inappropriate influence
from outside the panel.

Finally, peer reviewers should receive logistical details regarding the review, such as:
x

The due date for comments (for a letter review) or peer review report (for a panel review).

x

Times and locations of meetings, if applicable.

x

The planned extent of disclosure of reviewers’ names and attribution of comments.

x

The point of contact. When reviewers are selected by a peer review contractor, the point of
contact should be an employee of the contractor, not an employee of the Agency.

x

Type of peer review report and mode of delivery.

6.2.5.2. Further Instructions to Peer Reviewers of ISI and HISAs
For work products categorized as ISI or a HISA, peer reviewers should be instructed to prepare
comments or a peer review report that describes the nature of their review, findings and conclusions.
The peer review report either should: (1) include a verbatim copy of the individual reviewers’ comments
(with or without specific attributions); or (2) represent the views of the group as a whole, including any
disparate and dissenting views, for contractor-managed panel peer reviews or FACs (although
attribution of comments to names is not necessary). The peer review report should include the names of
the reviewers and their organizational affiliations. For HISAs, the peer review report also should include
a copy of the charge to the reviewers and a short paragraph on the credentials and relevant experience of
each reviewer. The format and level of detail should be consistent across reviewers. Peer reviewers’
written comments may be made publicly available via the EPA website, and peer reviewers should be
informed of this possibility.
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6.2.6. How May EPA Interact With External Peer Reviewers During the Review?
6.2.6.1. When EPA Conducts an External Peer Review
The PRL normally has administrative contacts with the reviewers during the development and conduct
of the peer review. In some cases (e.g., a Science Advisory Board [SAB] peer review), peer reviewers
also may receive a briefing from Agency personnel on the product to be peer reviewed. For external peer
reviews conducted by FAC panels, the Designated Federal Officer (DFO) serves as the liaison between
the peer reviewers and the EPA office requesting the review, as well as between the peer reviewers and
members of the public. Otherwise, the PRL and other EPA office staff should not contact the reviewers
during the course of the review. Such contact can lead to perceived inappropriate direction that could
compromise the independence of the review.
6.2.6.2. When a Contractor Conducts an External Peer Review
If peer review is conducted via a contract under which the contractor manages the peer review(s), EPA
should limit direct contact to the prime contractor’s designated representative and should not have
general contact with, or provide direction to, the contractor’s staff or peer reviewers (subcontractors).
Contact with the contractor should only be through the Contracting Officer (CO) or COR.

6.2.7. When May the Public Provide Comment During the Peer Review?
Whenever feasible, EPA offices should make drafts of work products categorized as ISI and HISAs
available to the public for comment, as well as a draft peer review charge, at the same time they are
submitted for peer review. For work products that are not influential, a public comment period still may
be beneficial. Accepting public comments before peer review has two benefits: (1) the Agency can
consider public comments on the scope of the charge before the selection of peer reviewers so that
appropriate expertise is included to address all charge questions; and (2) the Agency’s public comment
process is kept distinct from the peer review panel’s comment process. When employing a public
comment process prior to the peer review, EPA offices should provide peer reviewers with access to
public comments that address significant scientific or technical issues whenever practical.
When peer review of a HISA is conducted by a panel (either contractor-managed or by a FAC), the
process should include a public meeting, whenever feasible and appropriate. During this public meeting,
interested members of the public can make oral presentations on scientific issues relevant to the topic
under review. To ensure that public participation does not delay activities unduly, EPA offices should
specify time limits for public participation throughout the peer review process. It is recommended that
the EPA Docket (available at http://www.regulations.gov) be used as the repository for public
comments. To establish a docket, see http://intranet.epa.gov/fdmsinfo.

6.3. Responding to Peer Review Comments
6.3.1. How Does the Agency Evaluate and Incorporate Peer Reviewers’ Comments?
Although the Agency is not obligated to take all recommendations provided by peer reviewers, all
reviewer comments should be considered and incorporated where relevant and appropriate. For letter
and panel peer reviews, the Agency evaluates the comments and prepares the response. The PRL and/or
Project Manager (PM) should evaluate and analyze all peer review comments and recommendations
carefully. As discussed earlier, a carefully crafted charge to the peer reviewers simplifies the
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organization and analysis of comments. The appropriateness and objectivity of the comments should be
evaluated. Analyses may include consultation with other personnel within EPA.
The PRL and/or PM should brief the Decision Maker (DM), as appropriate, as well as all appropriate
managers in the their chain of command, on the peer review comments, and should provide a proposal
on how to address the peer review comments. The PRL and/or PM should identify clearly for the DM
any key peer review comments, including significant comments that will not be accepted and why, as
well as any controversial comments that need resolving. Comments that may lead to allocation of
additional resources or a revised schedule for the completion of the work product are particularly
important and should be evaluated in consultation with management.
Adequate documentation is needed to show whether comments were accepted or rejected. The
documentation may be brief, but it should address all relevant and appropriate comments. The peer
review record should contain a document describing the Agency’s response to the peer review
comments.
When peer review is conducted through a journal, the individual authors of the article evaluate and
respond to the peer review comments.

6.3.2. How Does the Agency Address Comments from Peer Review Reports?
Reviewers of work products categorized as ISI and HISAs are asked to produce and submit the peer
review report describing the nature of their review, and their findings and conclusions. EPA offices are
expected to make these reports publicly available to implement the provisions of the Office of
Management and Budget’s (OMB) Peer Review Bulletin. The EPA posts or provides a link to the peer
review reports, along with all materials related to the peer review, on its publicly accessible EPA Peer
Review Agenda website (Science Inventory [SI] website [http://epa.gov/si/]).
The credibility of the final influential work product is likely to be enhanced if the public understands
how the Agency addressed the specific concerns raised by the peer reviewers. Therefore, for HISAs,
EPA offices should prepare a written response to comments in the peer review report explaining (1) the
Agency’s agreement or disagreement with the views expressed in the report; (2) the actions that have
been or will be taken to respond to the report; and (3) the reasons that the EPA office believes those
actions satisfy any key concerns or recommendations in the report. Any responses also should be posted
in the SI website database. When peer reviews are conducted by FACs, the peer review report and the
Agency’s response to the committee also are posted on the advisory committee’s website.
For products that are not considered “influential” (those categorized as “other”), the Agency may
disclose the peer review report and Agency’s response to the report (if prepared). Information on the
peer review of products not considered influential are not posted on EPA’s Peer Review Agenda
website.

6.3.3. How Might Peer Review Comments Impact the Work Product?
Peer review comments, when appropriate, enhance the quality of the information EPA disseminates by
ensuring that the information that the Agency uses to support and carry out its mission is reliable,
accurate and unbiased (i.e., is objective) and that it is appropriate for its intended use (i.e., has utility). A
variety of changes to a work product may result from the comments provided during peer review:
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x

Peer review comments and recommendations may entail significant impacts on the planned
project schedule, budget or other resource needs. Management decisions to adjust one or more of
these areas may be appropriate.

x

The substantive issues or concerns expressed by peer reviewers may suggest that wider scientific
and technical consultation is needed to ensure the adequacy of the work product relative to its
intended use. If the Agency agrees with the reviewers, additional resources and an extended
delivery schedule may be necessary.

x

Peer review comments may lead to a better or more thorough analysis, a different interpretation
of the results or a different perspective on a topic.

x

The peer review comments and recommendations on a draft final product may provide a basis
for bringing the associated project to closure.

6.3.4. What Should the Final Work Product Say About the Peer Review Process?
A final peer-reviewed work product may include a brief description of the peer review process (e.g., a
statement regarding public participation and names/affiliations of the peer reviewers). Frequently, this
will be part of a description of the process of developing the product, which can be included in an
introduction, preamble or appendix. For ISI and HISAs that support rulemaking, the peer review should
be discussed in the preamble of the rule.
When there are significant peer review comments, particularly if they are not accepted, a discussion of
the issues and reasons for the Agency’s choices should be included in the work product. The level of
detail provided is a matter of judgment and should reflect the significance and degree of controversy
surrounding the issue.
If ISI or a HISA has not been peer reviewed, this fact should be noted in the document, perhaps in an
introduction or description of its scope. This section should briefly indicate the reasons that peer review
was not conducted.

6.4. Finalizing the Work Product: When Is the Peer Review of a Work
Product Complete?
Performance of the formal peer review is not the final stage in the product’s development. Rather, it is
an important stage in its development, with the final version (addressing comments) representing the
true end of the peer review. The peer review process closes with three major activities:
1. Evaluating peer review comments and recommendations.
2. Utilizing peer review comments for completing the final document or conducting another
review, if appropriate.
3. Completing the peer review record (for ISI and HISAs, this includes completing the entry in the
SI).
Careful attention to all of these elements, singly and together, ensures a credible and transparent peer
review process. Conversely, inattention to detail can nullify the peer review effort. A well-planned peer
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review applied to a quality draft work product and followed by responsible employment of peer review
suggestions in the final product ensures a credible and defensible product for use in Agency decision
making. Sometimes the draft work product may not be finalized after the peer review. In these cases, the
Agency may decide not to disseminate the Peer Review Report and/or the EPA Response to the Peer
Review Report (if any).
Note: For the purposes of the EPA Annual Peer Review Report to OMB, peer review of an influential
work product (ISI or HISA) is considered complete when the Agency receives the peer reviewers’ final
comments (e.g., the peer review report) and the comments are publicly available through the SI.

6.5. The Peer Review Record
6.5.1. What Is the Peer Review Record?
The peer review record is the PRL’s formal record (file) of decision on the conduct of the peer review
(either internal or external). It includes sufficient documentation (electronic and/or paper) for an
uninvolved individual to understand the review process and the outcome. It is the responsibility of the
PRL to create a separate review record that may be kept within the overall file for the development of
the work product. Once the peer review is completed, it is the responsibility of the PRL to ensure that
the peer review record is maintained in accordance with the organization’s document retention
procedures.
If ISI or a HISA has not been peer reviewed, a record should be created explaining why the product was
not peer reviewed, including documentation signed by the DM during the peer review planning process
(see Exhibit 2). Some Agency documents, such as strategic plans or analytic blueprints, are not subject
to the EPA’s Peer Review Policy and do not require peer review; in these cases, no record explaining
why the product was not peer reviewed is necessary (see Section 3.3 to determine which work products
do not require peer review).
For ISI and HISAs, some of the information from the PRL’s official peer review record (e.g., the charge
and the draft work product) is entered into the SI database that serves as the primary public interface for
these records (see Sections 7.3.2 and 7.3.4). The resulting SI database entry is publicly accessible on the
Agency’s Peer Review Agenda website34 through a link to the SI. Since the record in the SI does not
contain all the information regarding the peer review, it is not the official peer review record.

6.5.2. What Should Be in the Peer Review Record?
Contents of the peer review record may vary, depending on the type of review undertaken.
Documentation should be commensurate with the type of work product and its intended use. Such
materials typically include:

34

x

An approved plan specifying the type of peer review;

x

Peer review documentation/checklist(s) that contain the rationale for the work product
categorization and the signature of the DM approving the categorization (see Exhibit 1);

EPA. 2015. Peer Review Agenda. http://cfpub.epa.gov/si/si_public_pr_agenda.cfm.

EPA Peer Review Handbook: Conducting and Completing the Peer Review

89
00432

Case 1:18-cv-00613-WHP Document 26-4 Filed 05/23/18 Page 326 of 627
x

The draft work product submitted for peer review;

x

The materials and information (including the charge) given to the peer reviewers;

x

Information about the peer reviewers (e.g., names, affiliations, signed COI forms for each
reviewer or a statement concerning potential COIs and their resolution, relevant
correspondence);

x

Logistical information about the conduct of the peer review (such as times and locations of
meetings, if applicable);

x

The peer review report, which include reviewers’ comments and responses to charge questions;

x

A memorandum or other written record, approved by the DM or DM designee, responding to the
peer review comments and specifying either acceptance or rebuttal and non-acceptance (when
prepared);

x

The final work product, including any revisions resulting from the peer review;

x

Documentation of any opportunities for public comment, including docket information, if
applicable; and

x

For ISI and HISAs, SI reference information (e.g., record number).

When deciding if particular materials should be included in the record, the PRL should consider whether
the materials would help reconstruct the peer review process and outcome at a later time. If the materials
might be helpful, they should be part of the peer review record.
The peer review record is considered complete when it contains a copy of the final work product (when
there is one) that addresses the peer review comments, as well as a copy of the Agency’s response to the
comments (when there is one), including any that were not incorporated.

6.5.3. When Should the Peer Review Record-Building Process Begin?
An early start to developing and maintaining a peer review record will help ensure that the record is
complete and helpful. Preferably, the record should begin at the start of the planning stage, once the
decision to peer review the work product is made and the product categorization (ISI, HISA or other) is
determined and documented.

6.5.4. What Types of Documentation Should Be Maintained When Categorizing Work
Products and Determining the Peer Review Mechanism?
When making the determination if a work product is influential and what type of peer review
mechanism should be used, these decisions should be documented and include the following: work
product peer review categorization, the rationale for the categorization, the peer review mechanism
selected and approval by the DM. The flowcharts and checklists found in the Roadmap at the front of
this Handbook are tools for assisting the PRLs in evaluating what decisions are needed and how they
should be documented. Other tools and products to enhance the transparency and reporting of peer
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reviews are summarized in Table 1. Individual EPA offices maintain decision documentation for their
scientific and technical work products categorized as influential.

6.5.5. How Can the Peer Review Record Improve the Peer Review Process?
A good peer review record supports the planning process and ensures that appropriate peer review is
conducted. Also, it permits a retrospective examination of the peer review, and it helps the Agency make
appropriate use of peer review comments. In addition, a good record helps ensure that the EPA’s Peer
Review Policy is implemented. The PRL is responsible for ensuring that the documentation for the peer
review record for individual work products is collected and maintained.

6.5.6. What Happens to a Peer Review Record That Pertains to a Rulemaking Action?
The PRL should coordinate with the Federal Docket Management System to ensure that proper
docketing procedures are followed for a peer review of a work product supporting a rule. If EPA relies
on ISI or a HISA to support a regulatory action, the preamble should include a discussion of how EPA
implemented the provisions of the OMB Peer Review Bulletin. See Appendix D, Sound Science and
Peer Review in Rulemaking Policy, for a template to use for this purpose.

6.5.7. Are there Differences in Record-Keeping between a Review by Individuals and One
by a Panel?
Generally, the content of the two peer review records would be similar. In the case of a review by
individuals, such as a letter review, the peer review record typically would contain each individual’s
comments. For a panel review, the record typically contains a summary or other synthesis of the panel’s
peer review comments and recommendations (i.e., their peer review report).

6.5.8. Are Internal Peer Review Comments Included in the Peer Review Record?
Comments from formally conducted internal EPA peer reviews should be documented and included in
the peer review record. This process does not substitute for Agency clearance. Informal input from EPA
colleagues and input from Agency personnel helping to develop the work product need not be included.
Note: An internal EPA peer review may be followed by a separate external peer review. In such a case,
the external peer review will stand as the official peer review record, because it is viewed as more
independent in nature, may have broader fields of available expertise which can be brought to bear on
the issues, and often includes greater depth for specific disciplines.

6.5.9. Where Should the Peer Review Record Be Kept and for How Long?
During the active conduct of the peer review, the PRL is responsible for maintaining the onsite record
until the peer review is complete. Once completed, the peer review record should be maintained onsite
by the PRL until at least 1 year after the completed peer review is reported in the next annual reporting
cycle. The location of the record should be readily identifiable so that interested parties can locate and
obtain materials easily and quickly. The peer review record may be kept with other records relating to
the overall project as long as it is easily and separately identifiable.
Establishment and maintenance of the archive where the peer review records ultimately reside are an
organization’s responsibility (i.e., not that of an individual PM or PRL). The PRL should collect the
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applicable materials and submit them for archiving in accordance with the applicable records-retention
schedule(s).
PRLs should consult with their EPA Records Liaison Officer or the EPA’s National Records
Management Program (http://www.epa.gov/records) to determine the appropriate retention schedule for
a peer review record, whether in electronic or paper form. A peer review record may be covered by one
or more of the EPA’s records-retention schedules. Some peer review records are permanent (e.g.,
records created by FACs, Integrated Risk Information System [IRIS] peer reviews and Health and
Environment Assessment Program Files).
The peer review of products that meet OMB’s definitions for ISI or HISAs must be reported and tracked
in the EPA’s SI (http://cfpub.epa.gov/si/). The SI database entry for such work products should be
completed and updated in accordance with the appropriate Agency procedures. When peer review is
provided by a FAC, such as the SAB, committee records are created and maintained by the EPA DFO
and made available to the public on advisory committee Web pages.35, 36
Public dockets serve as the repository for peer review information related to rulemaking (regulatory
dockets) or other non-rulemaking actions (general dockets). The appropriate peer review information,
however, also should be entered in the SI. There are specific procedures regarding the establishment and
use of public dockets for retaining records associated with federal rulemaking and other Agency actions.
If a peer review record is included in an EPA docket to support a rulemaking or other Agency action, the
Federal Records Act record-retention schedule for dockets must be followed. For details on the EPA’s
record-retention schedule for dockets, see http://www.epa.gov/records/policy/schedule/.

35

EPA. 2015. Science Advisory Board. www.epa.gov/sab.

36

EPA. 2015. EPA Clean Air Scientific Advisory Committee (CASAC). www.epa.gov/casac.
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7. Transparency in Peer Review: Public Participation
and Reporting
7.1. Overview

Opportunities for
Public Participation

ISI/HISA Considerations
Transparency and Reporting

Peer Review Decisions

The EPA is committed to the
Conceptualize Work
independent review of the
Product
Agency’s scientific products and
consistent implementation of its
Peer Review Policy across the
Agency. Transparency and
Categorize Work Product
and Determine Need for
openness are key objectives of its
Peer Review
peer review process (Figure 8).
To ensure transparency, the
Agency often provides
Develop Draft Product
opportunities for participation by
the general public, stakeholders
and the larger scientific
community in the peer review of
Plan Peer Review
influential scientific information
(ISI). In addition, EPA makes
peer review materials (e.g., the
peer review plan, the peer review
Conduct Peer Review
report) for Highly Influential
Scientific Assessments (HISAs)
and ISI publicly available at the
EPA Peer Review Agenda33
Complete Peer Review
Finalize Work Product
website. Through Federal
Register notices, website postings
and other means, EPA keeps the
public informed of its peer review
Disseminate Work Product
activities. The EPA also submits
annual reports on the peer review Figure 8. The Peer Review Process: Public Participation and
of influential work products to the Reporting
Office of Management and
Budget (OMB).

7.2. Opportunities for Public Participation
7.2.1. What Are the Opportunities for Public Participation in Peer Review?
The Agency provides opportunities for public participation in its peer review whenever feasible and
appropriate. Opportunities are communicated by several means, including the EPA Peer Review
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Agenda,37 relevant Agency websites and Federal Register notices. Public comments may be submitted
to the Agency in writing, as oral statements during public meetings when panels are convened, or both.
Peer review plans for work products categorized as ISI and HISAs are publicly available on the EPA
Peer Review Agenda, and the public may comment on the adequacy of those plans. The Agency
indicates in each plan whether the public will have the opportunity to comment on the work product
(and if so, how and when opportunities will be provided) and whether the public will be asked to
nominate peer reviewers. Sometimes the charge to the peer reviewers is posted for public comment, and
for HISAs, the draft work product is posted whenever feasible and appropriate.
For peer reviews conducted by panels selected and managed by an independent contractor, the public
may nominate experts and later provide feedback on potential panel members (see Section 4.6.4). These
opportunities are announced in the Federal Register and EPA may utilize a public docket (at
www.regulations.gov) for submission of the comments.

7.2.2. What Are the Opportunities for Public Participation for Peer Reviews Conducted
by Federal Advisory Committees (FACs)?
The Federal Advisory Committee Act (FACA) requires that the public have an opportunity to provide
written comments to FACs and, in most cases, FACs also provide opportunities for oral comments.38
Public comments provided to FACs have a different purpose than public comment provided to EPA
offices because they inform the deliberations of the FAC as it reviews the draft EPA work product.
Members of the public can submit relevant comments pertaining to the group providing advice, the
EPA’s charge questions, EPA review or background documents, and draft advisory reports prepared by
a FAC or its panels.

7.2.3. Is Information Regarding a Peer Review Subject to Release Under the Freedom of
Information Act (FOIA)?
Information regarding a peer review is subject to release if EPA receives a FOIA request unless the peer
review information meets the criteria for an exemption under the FOIA 5 U.S.C. § 552(b). It should be
noted, however, that many documents relating to Agency peer reviews are available to the public on the
EPA website.

7.3. Reporting on Peer Reviews
7.3.1. What Are the EPA’s Reporting Practices?
As part of the EPA’s systematic planning process, EPA publicly posts information on the peer review
activities of EPA’s forthcoming influential (HISA and ISI) scientific product disseminations on the
EPA’s Peer Review Agenda (PRA) website.39 Pursuant to the OMB Peer Review Bulletin, for each
entry on the PRA, the Agency provides a link to the peer review plan, the charge to the reviewers, the
peer review report, the names and affiliations of the peer reviewers (in the peer review report or as a

37

EPA. 2015. Peer Review Agenda. http://cfpub.epa.gov/si/si_public_pr_agenda.cfm.

38

5 U.S.C. App. 2 Section 10(a)(3) and § 102–3.140(c) and (d) of the U.S. General Services Administration FAC Management final rule.

39

EPA. 2015. Peer Review Agenda. http://cfpub.epa.gov/si/si_public_pr_agenda.cfm.
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separate file), any Agency response to comments, and, whenever feasible and appropriate, the draft work
product for HISAs.
The PRA is a component of the EPA Science Inventory (SI), a searchable database of scientific and
technical work products developed by EPA and accessible at www.epa.gov/si. Product metadata
including peer review information and related documents, are entered into the SI and then published to
the Agency PRA, which is also linked to the U.S. Government’s official web portal FirstGov at
http://www.FirstGov.gov.
In addition to reporting on peer review through the PRA, the Agency officially submits an annual report
on peer review to OMB that summarizes all the external peer reviews of HISA and ISI products that
were completed during the fiscal year. For the purposes of reporting to OMB, “completed” is defined as
having received the peer review report (see Sections 6.4.1 and 7.4). The Agency response to the peer
reviewer comments is also reported to OMB in the annual report, among other information.
EPA offices also communicate their peer review activities through press releases, website postings,
dockets and Federal Register notices (see Appendix I for example notices).

7.3.2. What Information Should Be Provided in the Science Inventory Peer Review Plan
Regarding ISI and HISAs?
Since EPA allows the public to view and comment on the Agency’s peer review plans for activities or
products categorized as ISI or HISAs, the following information should be provided for each activity or
product into the SI:
x

A paragraph including the title, subject and purpose of the activity or product.

x

An Agency contact to whom inquiries may be directed to learn the specifics of the peer
review plan.

x

The categorization of the work product (e.g., ISI, HISA).

x

The timing of the review (including any deferrals).

x

The process by which the review will be conducted (e.g., a panel or individual letter review, an
alternative procedure).

x

Opportunities for the public to comment on the work product to be peer reviewed, including
how and when these opportunities will be provided, if applicable.

x

Any significant and relevant public comments that EPA will provide to the peer
reviewers before they conduct their review.

x

A succinct description of the primary disciplines or expertise needed in the peer review.

x

The number of peer reviewers expected.

x

The organization that will select the reviewers (e.g., EPA, a designated outside organization).
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x

Opportunities for the public, including scientific or professional societies, to nominate peer
reviewers, if applicable.

After new or updated product and peer review information is entered into the SI, the SI Product
Coordinator or his/her designee generates (from within the SI) a public peer review plan and posts the
plan to the Peer Review Agenda website. The SI Product Coordinator should also post or link other
relevant peer review documents to the PRA from the SI.
EPA offices are expected to keep this information current by updating agenda entries of influential work
products at least every 6 months. Real-time updates occasionally may be necessary, for example, when
there is an imminent change in the timing for the peer review of a high-visibility work product or a
change in the timing of the public availability of a draft of a HISA.

7.3.3. Which Products Generated Under EPA Grants or Cooperative Agreements Should
Be Reported in the Science Inventory?
As a matter of practice, EPA organizations are encouraged, but not required, to include in the SI those
scientific and technical work products that are produced under grants and cooperative agreements so that
EPA staff and the public are aware of the ongoing work. If a grant or cooperative agreement product is
likely to be used in Agency decision making (assuming this use is incidental to the principal purpose of
the agreement), it generally should be considered a candidate for peer review and noted as such in the SI
by the Peer Review Coordinator (PRC).

7.3.4. Does the Agency Report on Peer Review of Scientific and Technical Work Products
That Are Not ISI or HISAs?
Each EPA office is responsible for reporting peer-reviewed work products categorized as “other” upon
request. For example, a list of these work products may be requested from each EPA office for inclusion
in annual reports (e.g., for the Agency’s Annual Report on Scientific Integrity) and for the purposes of
monitoring compliance with the EPA’s Peer Review Policy and this Handbook. Offices are encouraged
to include information in the SI on the peer review of these other work products not categorized as ISI or
HISAs but are not required to do so.

7.4. Annual Report to OMB on EPA Peer Reviews
The EPA submits an annual report to OMB that summarizes the peer reviews of all of the ISI and HISAs
that were conducted during the previous fiscal year. Release of any reviewer information retrieved by a
personal identifier will be performed in accordance with the Privacy Act of 1974 (5 U.S.C. § 552a, as
amended), as interpreted in OMB implementing guidance, 40 Fed. Reg. 28,948 (Jul. 9, 1975). The OMB
Peer Review Bulletin states that the annual report should include the following:
x

The number of peer reviews conducted subject to the OMB Peer Review Bulletin.

x

The number of times alternative procedures were invoked (see Section IV of the OMB Peer
Review Bulletin).

x

The number of times waivers or deferrals were invoked and, in the case of deferrals, the
length of time elapsed between the deferral and the peer review.
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x

Any decision to appoint a peer reviewer pursuant to any exception to the applicable
independence or conflict of interest (COI) standards of the OMB Peer Review Bulletin.

x

The number of peer review panels that were conducted in public and the number that
included public comment.

x

The number of public comments provided on the peer review plans.

x

The number of peer reviewers used who were recommended by professional societies.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

JAN 31 2006
THE ADMINISTRATOR
MEMORANDUM
SUBJECT: Peer Review Program
TO:

Assistant Administrators
General Counsel
Inspector General
Associate Administrators
Regional Administrators
Staff Office Directors

We have made tremendous strides in improving our peer review program at EPA
since the Agency’s Peer Review Policy was reaffirmed in 1994. Today I am updating the
Peer Review Policy to emphasize the critical role that peer review plays in our efforts to
ensure that EPA’s decisions rest on sound, credible science and data (see attached policy
statement).
Peer review at EPA takes several different forms, ranging from informal
consultations with Agency colleagues who were not involved in developing the product to
the formal, public processes of the Science Advisory Board (SAB) and the FIFRA
Scientific Advisory Panel (SAP). In any form, peer review assists EPA’s work by bringing
independent expert experience and judgment to bear on issues before the Agency to the
benefit of the final product.
In 1994 the Science Policy Council (SPC) and its Steering Committee were asked to
undertake an initiative to ensure that EPA has a comprehensive Agency-wide program for
implementing its Peer Review Policy. I commend the SPC for its diligence and success in
meeting this objective. The SPC has made substantial improvements in the Peer Review
Handbook, sponsored training of Agency managers and staff in peer review procedures,
identified scientific and technical work products that merit peer review, and developed a
publicly available data base of the peer review activities across the Agency. EPA has a
strong and well-recognized peer review program as a direct result of these efforts.
In 2004 the Office of Management and Budget (OMB) issued a “Final Information
Quality Bulletin for Peer Review” that contains provisions for peer review at all federal
agencies. The OMB Bulletin applies to influential scientific information and highly
influential scientific assessments. The SPC has updated the Agency’s Peer Review
Handbook, in part to incorporate the provisions of the OMB Bulletin, and to reflect the
experience gained from implementing the program over the last decade.
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I ask that you continue to implement fully the provisions of our Peer Review Policy,
and I expect the Science Policy Council to continue its role in overseeing and strengthening
EPA’s peer review program. We must ensure that our decisions are based on the highest
quality, peer-reviewed scientific and technical information.

Attachment
cc:

Science Policy Council
Science Policy Council Steering Committee
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PEER REVIEW AND PEER INVOLVEMENT
AT THE U.S.ENVIRONMENTAL PROTECTION AGENCY
This document establishes the policy of the United States Environmental Protection
Agency (EPA) for peer review of scientifically and technically based work products,
including economic and social science products, that are intended to inform Agency
decisions. Peer review, a form of peer involvement, is one process through which EPA staff
augment their capabilities by inviting independent subject-matter experts to provide
objective evaluation of the work product.
PEER REVIEW
EPA strives to ensure that the scientific and technical bases of its decisions meet
two important criteria: (1) they are based upon the best current knowledge from science,
engineering, and other domains of technical expertise; and (2) they are credible. Peer
review, a process based on the principles of obtaining the best technical and scientific
expertise with appropriate independence, is central to sound science and helps the Agency
meet these important criteria. Peer review occurs when scientifically and technically based
work products are evaluated by relevant experts who were not involved in creating the
product. Properly applied, peer review not only enriches the quality of work products but
also adds a degree of credibility that cannot be achieved in any other way. Furthermore,
peer review early in the development of work products in some cases may conserve future
resources by steering the development along the most efficacious course.
Peer review generally takes one of two approaches:
x

Internal, in which the reviewers are independent experts from inside EPA.

x

External, in which the reviewers are independent experts from outside EPA.

POLICY STATEMENT
Peer review of all scientific and technical information that is intended to inform or
support Agency decisions is encouraged and expected. Influential scientific information,
including highly influential scientific assessments, should be peer reviewed in accordance
with the Agency’s Peer Review Handbook. All Agency managers are accountable for
ensuring that Agency policy and guidance are appropriately applied in determining if their
work products are influential or highly influential, and for deciding the nature, scope, and
timing of their peer review. For highly influential scientific assessments, external peer
review is the expected procedure. For influential scientific information intended to support
important decisions, or for work products that have special importance in their own right,
external peer review is the approach of choice. Peer review is not restricted to the nearly
final version of work products; in fact, peer review at the planning stage can often be
extremely beneficial.

EPA Peer Review Handbook: EPA Peer Review Policy

A-4
00445

Case 1:18-cv-00613-WHP Document 26-4 Filed 05/23/18 Page 339 of 627

LEGAL EFFECT
This policy statement does not establish or affect legal rights or obligations. Rather,
it confirms the importance of peer review where appropriate, outlines relevant principles,
and identifies factors Agency staff should consider in implementing the policy. On a
continuing basis, Agency management is expected to evaluate the policy as well as the
results of its application throughout the Agency and undertake revisions as necessary.
Therefore, the policy does not stand alone; nor does it establish a binding norm that is
finally determinative of the issues addressed.
IMPLEMENTATION
The Science Policy Council is responsible for overseeing Agency-wide
implementation of this policy, including: promoting consistent interpretation; assessing
Agency-wide progress; developing recommendations for revisions of the policy as
necessary; and issuing the Peer Review Handbook, which provides additional information
and procedures on implementing this policy. Assistant Administrators, Regional
Administrators, and other senior managers remain ultimately responsible for ensuring the
appropriate application of Agency policy and guidance in identifying work products subject
to peer review, determining the type and timing of such review, documenting the process
and outcome of each peer review, ensuring that the Science Inventory is kept current, and
otherwise implementing the policy within their organizational units.
The policy is effective immediately.
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APPENDIX B. OMB INFORMATION QUALITY BULLETIN
FOR PEER REVIEW
This appendix contains the text of the OMB Information Quality Bulletin for Peer Review.

EPA Peer Review Handbook: OMB Information Quality Bulletin for Peer Review

B-1
00448

Case 1:18-cv-00613-WHP Document 26-4 Filed 05/23/18 Page 342 of 627
December 15, 2004
OFFICE OF MANAGEMENT AND BUDGET
Final Information Quality Bulletin for Peer Review
INTRODUCTION
This Bulletin establishes that important scientific information shall be peer reviewed by
qualified specialists before it is disseminated by the federal government. We published a
proposed Bulletin on September 15, 2003. Based on public comments, we published a revised
proposal for additional comment on April 28, 2004. We are now finalizing the April version,
with minor revisions responsive to the public’s comments.
The purpose of the Bulletin is to enhance the quality and credibility of the government’s
scientific information. We recognize that different types of peer review are appropriate for
different types of information. Under this Bulletin, agencies are granted broad discretion to
weigh the benefits and costs of using a particular peer review mechanism for a specific
information product. The selection of an appropriate peer review mechanism for scientific
information is left to the agency’s discretion. Various types of information are exempted from
the requirements of this Bulletin, including time-sensitive health and safety determinations, in
order to ensure that peer review does not unduly delay the release of urgent findings.
This Bulletin also applies stricter minimum requirements for the peer review of highly
influential scientific assessments, which are a subset of influential scientific information. A
scientific assessment is an evaluation of a body of scientific or technical knowledge that
typically synthesizes multiple factual inputs, data, models, assumptions, and/or applies best
professional judgment to bridge uncertainties in the available information. To ensure that the
Bulletin is not too costly or rigid, these requirements for more intensive peer review apply
only to the more important scientific assessments disseminated by the federal government.
Even for these highly influential scientific assessments, the Bulletin leaves significant
discretion to the agency formulating the peer review plan. In general, an agency
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conducting a peer review of a highly influential scientific assessment must ensure that the peer
review process is transparent by making available to the public the written charge to the peer
reviewers, the peer reviewers’ names, the peer reviewers’ report(s), and the agency’s response
to the peer reviewers’ report(s). The agency selecting peer reviewers must ensure that the
reviewers possess the necessary expertise. In addition, the agency must address reviewers’
potential conflicts of interest (including those stemming from ties to regulated businesses and
other stakeholders) and independence from the agency. This Bulletin requires agencies to
adopt or adapt the committee selection policies employed by the National Academy of
Sciences (NAS)1 when selecting peer reviewers who are not government employees. Those
that are government employees are subject to federal ethics requirements. The use of a
transparent process, coupled with the selection of qualified and independent peer reviewers,
should improve the quality of government science while promoting public confidence in the
integrity of the government’s scientific products.
PEER REVIEW
Peer review is one of the important procedures used to ensure that the quality of published
information meets the standards of the scientific and technical community. It is a form of
deliberation involving an exchange of judgments about the appropriateness of methods and
the strength of the author’s inferences.2 Peer review involves the review of a draft product for
quality by specialists in the field who were not involved in producing the draft.
The peer reviewer’s report is an evaluation or critique that is used by the authors of the
draft to improve the product. Peer review typically evaluates the clarity of hypotheses,
the validity of the research design, the quality of data collection procedures, the
robustness of the methods employed, the appropriateness of the methods for the
1

National Academy of Sciences, “Policy and Procedures on Committee Composition and Balance and Conflicts of Interest for
Committees Used in the Development of Reports.,” May 2003: Available at:
http://www.nationalacademies.org/coi/index.html.

2 Carnegie

Commission on Science, Technology, and Government, Risk and the Environment: Improving Regulatory Decision
Making, Carnegie Commission, New York, 1993: 75.
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hypotheses being tested, the extent to which the conclusions follow from the analysis, and the
strengths and limitations of the overall product.
Peer review has diverse purposes. Editors of scientific journals use reviewer comments to help
determine whether a draft scientific article is of sufficient quality, importance, and interest to a
field of study to justify publication. Research funding organizations often use peer review to
evaluate research proposals. In addition, some federal agencies make use of peer review to
obtain evaluations of draft information that contains important scientific determinations.
Peer review should not be confused with public comment and other stakeholder processes.
The selection of participants in a peer review is based on expertise, with due consideration of
independence and conflict of interest. Furthermore, notice-and- comment procedures for
agency rulemaking do not provide an adequate substitute for peer review, as some experts -especially those most knowledgeable in a field -- may not file public comments with federal
agencies.
The critique provided by a peer review often suggests ways to clarify assumptions, findings,
and conclusions. For instance, peer reviews can filter out biases and identify oversights,
omissions, and inconsistencies.3 Peer review also may encourage authors to more fully
acknowledge limitations and uncertainties. In some cases, reviewers might recommend major
changes to the draft, such as refinement of hypotheses, reconsideration of research design,
modifications of data collection or analysis methods, or alternative conclusions. However, peer
review does not always lead to specific modifications in the draft product. In some cases, a draft
is in excellent shape prior to being submitted for review. In others, the authors do not concur
with changes suggested by one or more reviewers.

3 William

W. Lowrance, Modern Science and Human Values., Oxford University Press, New York, NY 1985: 85.
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Peer review may take a variety of forms, depending upon the nature and importance of the
product. For example, the reviewers may represent one scientific discipline or a variety of
disciplines; the number of reviewers may range from a few to more than a dozen; the names
of each reviewer may be disclosed publicly or may remain anonymous (e.g., to encourage
candor); the reviewers may be blinded to the authors of the report or the names of the authors
may be disclosed to the reviewers; the reviewers may prepare individual reports or a panel of
reviewers may be constituted to produce a collaborative report; panels may do their work
electronically or they may meet together in person to discuss and prepare their evaluations;
and reviewers may be compensated for their work or they may donate their time as a
contribution to science or public service.
For large, complex reports, different reviewers may be assigned to different chapters or topics.
Such reports may be reviewed in stages, sometimes with confidential reviews that precede a
public process of panel review. As part of government-sponsored peer review, there may be
opportunity for written and/or oral public comments on the draft product.
The results of peer review are often only one of the criteria used to make decisions about
journal publication, grant funding, and information dissemination. For instance, the editors of
scientific journals (rather than the peer reviewers) make final decisions about a manuscript’s
appropriateness for publication based on a variety of considerations. In research-funding
decisions, the reports of peer reviewers often play an important role, but the final decisions
about funding are often made by accountable officials based on a variety of considerations.
Similarly, when a government agency sponsors peer review of its own draft documents, the
peer review reports are an important factor in information dissemination decisions but rarely
are the sole consideration. Agencies are not expected to cede their discretion with regard to
dissemination or use of information to peer reviewers; accountable agency officials must
make the final decisions.
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THE NEED FOR STRONGER PEER REVIEW POLICIES
There are a multiplicity of science advisory procedures used at federal agencies and across the
wide variety of scientific products prepared by agencies.4 In response to congressional inquiry,
the U.S. General Accounting Office (now the Government Accountability Office)
documented the variability in both the definition and implementation of peer review across
agencies.5 The Carnegie Commission on Science, Technology and Government6 has
highlighted the importance of “internal” scientific advice (within the agency) and “external”
advice (through scientific advisory boards and other mechanisms).
A wide variety of authorities have argued that peer review practices at federal agencies need to
be strengthened.7 Some arguments focus on specific types of scientific products (e.g.,
assessments of health, safety and environmental hazards).8 The Congressional/Presidential
Commission on Risk Assessment and Risk Management suggests that “peer review of
economic and social science information should have as high a priority as peer review of
health, ecological, and engineering information.”9
4

Sheila Jasanoff, The Fifth Branch: Science Advisors as Policy Makers, Harvard University Press, Boston, 1990.

5

U.S. General Accounting Office, Federal Research: Peer Review Practices at Federal Agencies Vary, GAO/RCED-99-99,
Washington, D.C., 1999.

6

Carnegie Commission on Science, Technology, and Government, Risk and the Environment: Improving Regulatory Decision
Making, Carnegie Commission, New York, 1993: 90.

7

National Academy of Sciences, Peer Review in the Department of Energy – Office of Science and Technology, Interim
Report, National Academy Press, Washington, D.C., 1997; National Academy of Sciences, Peer Review in Environmental
Technology Development: The Department of Energy – Office of Science and Technology, National Academy Press,
Washington, D.C., 1998; National Academy of Sciences, Strengthening Science at the U.S. Environmental Protection
Agency: Research-Management and Peer-Review Practices, National Academy Press, Washington, D.C. 2000; U.S. General
Accounting Office, EPA’s Science Advisory Board Panels: Improved Policies and Procedures Needed to Ensure
Independence and Balance, GAO-01-536, Washington, D.C., 2001; U. S. Environmental Protection Agency, Office of
Inspector General, Pilot Study: Science in Support of Rulemaking 2003-P-00003, Washington, D.C., 2002; Carnegie
Commission on Science, Technology, and Government, In the National Interest: The Federal Government in the Reform of
K-12 Math and Science Education, Carnegie Commission, New York, 1991; U.S. General Accounting Office, Endangered
Species Program: Information on How Funds Are Allocated and What Activities are Emphasized, GAO-02-581,
Washington, D.C. 2002.

8

National Research Council, Science and Judgment in Risk Assessment, National Academy Press, Washington, D.C., 1994.

9

Presidential/Congressional Commission on Risk Assessment and Risk Management, Risk Commission Report, Volume 2,
Risk Assessment and Risk Management in Regulatory Decision-Making, 1997:103.
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Some agencies have formal peer review policies, while others do not. Even agencies that have
such policies do not always follow them prior to the release of important scientific products.
Prior to the development of this Bulletin, there were no government-wide standards
concerning when peer review is required and, if required, what type of peer review processes
are appropriate. No formal interagency mechanism existed to foster cross- agency sharing of
experiences with peer review practices and policies. Despite the importance of peer review for
the credibility of agency scientific products, the public lacked a consistent way to determine
when an important scientific information product is being developed by an agency, the type of
peer review planned for that product, or whether there would be an opportunity to provide
comments and data to the reviewers.
This Bulletin establishes minimum standards for when peer review is required for scientific
information and the types of peer review that should be considered by agencies in different
circumstances. It also establishes a transparent process for public disclosure of peer review
planning, including a web-accessible description of the peer review plan that the agency has
developed for each of its forthcoming influential scientific disseminations.
LEGAL AUTHORITY FOR THE BULLETIN
This Bulletin is issued under the Information Quality Act and OMB’s general authorities
to oversee the quality of agency information, analyses, and regulatory actions. In the
Information Quality Act, Congress directed OMB to issue guidelines to “provide policy
and procedural guidance to Federal agencies for ensuring and maximizing the quality,
objectivity, utility and integrity of information” disseminated by Federal agencies. Pub.
L. No. 106-554, § 515(a). The Information Quality Act was developed as a supplement
to the Paperwork Reduction Act, 44 U.S.C. § 3501 et seq., which requires OMB, among
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other things, to “develop and oversee the implementation of policies, principles, standards,
and guidelines to apply to Federal agency dissemination of public information.” In addition,
Executive Order 12866, 58 Fed. Reg. 51,735 (Oct. 4, 1993), establishes that OIRA is “the
repository of expertise concerning regulatory issues,” and it directs OMB to provide guidance
to the agencies on regulatory planning. E.O. 12866, § 2(b). The Order also requires that
“[e]ach agency shall base its decisions on the best reasonably obtainable scientific, technical,
economic, or other information.” E.O. 12866, § 1(b)(7). Finally, OMB has authority in certain
circumstances to manage the agencies under the purview of the President’s Constitutional
authority to supervise the unitary Executive Branch. All of these authorities support this
Bulletin.
THE REQUIREMENTS OF THIS BULLETIN
This Bulletin addresses peer review of scientific information disseminations that contain
findings or conclusions that represent the official position of one or more agencies of the
federal government.
Section I: Definitions
Section I provides definitions that are central to this Bulletin. Several terms are identical to or
based on those used in OMB’s government-wide information quality guidelines, 67 Fed. Reg.
8452 (Feb. 22, 2002), and the Paperwork Reduction Act, 44 U.S.C. § 3501 et seq.
The term “Administrator” means the Administrator of the Office of Information and
Regulatory Affairs in the Office of Management and Budget (OIRA).
The term “agency” has the same meaning as in the Paperwork Reduction Act, 44 U.S.C.
§ 3502(1).
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The term “Information Quality Act” means Section 515 of Public Law 106-554 Pub. L.
No. 106-554, § 515, 114 Stat. 2763, 2763A-153-154 (2000)).
The term “dissemination” means agency initiated or sponsored distribution of information to
the public. Dissemination does not include distribution limited to government employees or
agency contractors or grantees; intra- or inter-agency use or sharing of government
information; or responses to requests for agency records under the Freedom of Information
Act, the Privacy Act, the Federal Advisory Committee Act, the Government Performance and
Results Act, or similar laws. This definition also excludes distribution limited to
correspondence with individuals or persons, press releases, archival records, public filings,
subpoenas and adjudicative processes. In the context of this Bulletin, the definition of
“dissemination” modifies the definition in OMB’s government-wide information quality
guidelines to address the need for peer review prior to official dissemination of the
information product. Accordingly, under this Bulletin, “dissemination” also excludes
information distributed for peer review in compliance with this Bulletin or shared
confidentially with scientific colleagues, provided that the distributing agency includes an
appropriate and clear disclaimer on the information, as explained more fully below. Finally,
the Bulletin does not directly cover information supplied to the government by third parties
(e.g., studies by private consultants, companies and private, non-profit organizations, or
research institutions such as universities). However, if an agency plans to disseminate
information supplied by a third party (e.g., using this information as the basis for an agency’s
factual determination that a particular behavior causes a disease), the requirements of the
Bulletin apply, if the dissemination is “influential”.
In cases where a draft report or other information is released by an agency solely for purposes
of peer review, a question may arise as to whether the draft report constitutes an official
“dissemination” under information-quality guidelines. Section I instructs agencies to make
this clear by presenting the following disclaimer in the report:
“THIS INFORMATION IS DISTRIBUTED SOLELY FOR THE PURPOSE OF
PRE- DISSEMINATION PEER REVIEW UNDER APPLICABLE INFORMATION
QUALITY GUIDELINES. IT HAS NOT BEEN FORMALLY DISSEMINATED BY
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[THE AGENCY]. IT DOES NOT REPRESENT AND SHOULD NOT BE
CONSTRUED TO REPRESENT ANY AGENCY DETERMINATION OR POLICY.”
In cases where the information is highly relevant to specific policy or regulatory deliberations,
this disclaimer shall appear on each page of a draft report. Agencies also shall discourage
state, local, international and private organizations from using information in draft reports that
are undergoing peer review. Draft influential scientific information presented at scientific
meetings or shared confidentially with colleagues for scientific input prior to peer review shall
include the disclaimer: “THE FINDINGS AND CONCLUSIONS IN THIS REPORT
(PRESENTATION) HAVE NOT BEEN FORMALLY DISSEMINATED BY [THE
AGENCY] AND SHOULD NOT BE CONSTRUED TO REPRESENT ANY AGENCY
DETERMINATION OR POLICY.”
An information product is not covered by the Bulletin unless it represents an official view of
one or more departments or agencies of the federal government. Accordingly, for the purposes
of this Bulletin, “dissemination” excludes research produced by government- funded scientists
(e.g., those supported extramurally or intramurally by federal agencies or those working in
state or local governments with federal support) if that information is not represented as the
views of a department or agency (i.e., they are not official government disseminations). For
influential scientific information that does not have the imprimatur of the federal government,
scientists employed by the federal government are required to include in their information
product a clear disclaimer that “the findings and conclusions in this report are those of the
author(s) and do not necessarily represent the views of the funding agency.” A similar
disclaimer is advised for non-government employees who publish government-funded
research.
For the purposes of the peer review Bulletin, the term “scientific information” means
factual inputs, data, models, analyses, technical information, or scientific assessments
related to such disciplines as the behavioral and social sciences, public health and
medical sciences, life and earth sciences, engineering, or physical sciences. This
includes any communication or representation of knowledge such as facts or data, in any
medium
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or form, including textual, numerical, graphic, cartographic, narrative, or audiovisual forms.
This definition includes information that an agency disseminates from a web page, but does
not include the provision of hyperlinks on a web page to information that others disseminate.
This definition excludes opinions, where the agency’s presentation makes clear that an
individual’s opinion, rather than a statement of fact or of the agency’s findings and
conclusions, is being offered.
The term “influential scientific information” means scientific information the agency
reasonably can determine will have or does have a clear and substantial impact on important
public policies or private sector decisions. In the term “influential scientific information,” the
term “influential” should be interpreted consistently with OMB’s government-wide
information quality guidelines and the information quality guidelines of the agency.
Information dissemination can have a significant economic impact even if it is not part of a
rulemaking. For instance, the economic viability of a technology can be influenced by the
government’s characterization of its attributes. Alternatively, the federal government’s
assessment of risk can directly or indirectly influence the response actions of state and local
agencies or international bodies.
One type of scientific information is a scientific assessment. For the purposes of this Bulletin,
the term “scientific assessment” means an evaluation of a body of scientific or technical
knowledge, which typically synthesizes multiple factual inputs, data, models, assumptions,
and/or applies best professional judgment to bridge uncertainties in the available information.
These assessments include, but are not limited to, state-of-science reports; technology
assessments; weight-of-evidence analyses; meta-analyses; health, safety, or ecological risk
assessments; toxicological characterizations of substances; integrated assessment models;
hazard determinations; or exposure assessments. Such assessments often draw upon
knowledge from multiple disciplines. Typically, the data and models used in scientific
assessments have already been subject to some form of peer review (e.g., refereed journal peer
review or peer review under Section II of this Bulletin).
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Section II: Peer Review of Influential Scientific Information
Section II requires each agency to subject “influential” scientific information to peer review
prior to dissemination. For dissemination of influential scientific information, Section II
provides agencies broad discretion in determining what type of peer review is appropriate and
what procedures should be employed to select appropriate reviewers. Agencies are directed to
chose a peer review mechanism that is adequate, giving due consideration to the novelty and
complexity of the science to be reviewed, the relevance of the information to decision making,
the extent of prior peer reviews, and the expected benefits and costs of additional review.
The National Academy of Public Administration suggests that the intensity of peer review
should be commensurate with the significance of the information being disseminated and the
likely implications for policy decisions.10 Furthermore, agencies need to consider tradeoffs
between depth of peer review and timeliness.11 More rigorous peer review is necessary for
information that is based on novel methods or presents complex challenges for interpretation.
Furthermore, the need for rigorous peer review is greater when the information contains
precedent-setting methods or models, presents conclusions that are likely to change prevailing
practices, or is likely to affect policy decisions that have a significant impact.
This tradeoff can be considered in a benefit-cost framework. The costs of peer review
include both the direct costs of the peer review activity and those stemming from
potential delay in government and private actions that can result from peer review.
The benefits of peer review are equally clear: the insights offered by peer reviewers
may lead to policy with more benefits and/or fewer costs. In addition to contributing to
strong science, peer review, if performed fairly and rigorously, can build consensus
among stakeholders and reduce the temptation for courts and legislators to secondguess or
10

National Academy of Public Administration, Setting Priorities, Getting Results: A New Direction for EPA, National
Academy Press, Washington, D.C., 1995:23.

11

Presidential/Congressional Commission on Risk Assessment and Risk Management, Risk Commission Report, 1997.
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overturn agency actions.12 While it will not always be easy for agencies to quantify the
benefits and costs of peer review, agencies are encouraged to approach peer review from a
benefit-cost perspective.
Regardless of the peer review mechanism chosen, agencies should strive to ensure that their
peer review practices are characterized by both scientific integrity and process integrity.
“Scientific integrity,” in the context of peer review, refers to such issues as “expertise and
balance of the panel members; the identification of the scientific issues and clarity of the
charge to the panel; the quality, focus and depth of the discussion of the issues by the panel;
the rationale and supportability of the panel’s findings; and the accuracy and clarity of the
panel report.” “Process integrity” includes such issues as “transparency and openness,
avoidance of real or perceived conflicts of interest, a workable process for public comment
and involvement,” and adherence to defined procedures.13
When deciding what type of peer review mechanism is appropriate for a specific information
product, agencies will need to consider at least the following issues: individual versus panel
review; timing; scope of the review; selection of reviewers; disclosure and attribution; public
participation; disposition of reviewer comments; and adequacy of prior peer review.
Individual versus Panel Review
Letter reviews by several experts generally will be more expeditious than convening a
panel of experts. Individual letter reviews are more appropriate when a draft document
covers only one discipline or when premature disclosure of a sensitive report to a public
panel could cause harm to government or private interests. When time and resources
12 Mark

R. Powell, Science at EPA: Information in the Regulatory Process, Resources for the Future, Washington, D.C., 1999:
148, 176; Sheila Jasanoff, The Fifth Branch: Science Advisors as Policy Makers, Harvard University Press, Boston, 1990:
242.

13

ILSI Risk Sciences Institute, “Policies and Procedures: Model Peer Review Center of Excellence,” 2002: Available at
http://rsi.ilsi.org/file/Policies&Procedures.pdf.
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warrant, panels are preferable, as they tend to be more deliberative than individual letter
reviews and the reviewers can learn from each other. There are also multi-stage processes in
which confidential letter reviews are conducted prior to release of a draft document for public
notice and comment, followed by a formal panel review. These more rigorous and expensive
processes are particularly valuable for highly complex, multidisciplinary, and more important
documents, especially those that are novel or precedent-setting.
Timing of Peer Review
As a general rule, it is most useful to consult with peers early in the process of producing
information. For example, in the context of risk assessments, it is valuable to have the choice
of input data and the specification of the model reviewed by peers before the agency invests
time and resources in implementing the model and interpreting the results. “Early” peer
review occurs in time to “focus attention on data inadequacies in time for corrections.
When an information product is a critical component of rule-making, it is important to obtain
peer review before the agency announces its regulatory options so that any technical
corrections can be made before the agency becomes invested in a specific approach or the
positions of interest groups have hardened. If review occurs too late, it is unlikely to contribute
to the course of a rulemaking. Furthermore, investing in a more rigorous peer review early in
the process “may provide net benefit by reducing the prospect of challenges to a regulation
that later may trigger time consuming and resource-draining litigation.”14
14

Fred Anderson, Mary Ann Chirba Martin, E Donald Elliott, Cynthia Farina, Ernest Gellhorn, John D. Graham, C. Boyden
Gray, Jeffrey Holmstead, Ronald M. Levin, Lars Noah, Katherine Rhyne, Jonathan Baert Wiener, “Regulatory Improvement
Legislation: Risk Assessment, Cost-Benefit Analysis, and Judicial Review,” Duke Environmental Law and Policy Forum,
Fall 2000, vol. XI (1): 132.
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Scope of the Review
The “charge” contains the instructions to the peer reviewers regarding the objective of the peer
review and the specific advice sought. The importance of the information, which shapes the
goal of the peer review, influences the charge. For instance, the goal of the review might be to
determine the utility of a body of literature for drawing certain conclusions about the
feasibility of a technology or the safety of a product. In this context, an agency might ask
reviewers to determine the relevance of conclusions drawn in one context for other contexts
(e.g., different exposure conditions or patient populations).
The charge to the reviewers should be determined in advance of the selection of the reviewers.
In drafting the charge, it is important to remember the strengths and limitations of peer review.
Peer review is most powerful when the charge is specific and steers the reviewers to specific
technical questions while also directing reviewers to offer a broad evaluation of the overall
product.
Uncertainty is inherent in science, and in many cases individual studies do not produce
conclusive evidence. Thus, when an agency generates a scientific assessment, it is presenting
its scientific judgment about the accumulated evidence rather than scientific fact.15 Specialists
attempt to reach a consensus by weighing the accumulated evidence. Peer reviewers can make
an important contribution by distinguishing scientific facts from professional judgments.
Furthermore, where appropriate, reviewers should be asked to provide advice on the
reasonableness of judgments made from the scientific evidence.
However, the charge should make clear that the reviewers are not to provide advice on the
policy (e.g., the amount of uncertainty that is acceptable or the amount of precaution that
should be embedded in an analysis). Such considerations are the purview of the government.16
15

Mark R. Powell, Science at EPA: Information in the Regulatory Process, Resources for the Future, Washington, D.C., 1999:
139. http://intranet.epa.gov/ocem/faca/guidance/2012_03_epa_faca_handbook.pdf.

16

. Ibid.
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The charge should ask that peer reviewers ensure that scientific uncertainties are clearly
identified and characterized. Since not all uncertainties have an equal effect on the conclusions
drawn, reviewers should be asked to ensure that the potential implications of the uncertainties
for the technical conclusions drawn are clear. In addition, peer reviewers might be asked to
consider value-of-information analyses that identify whether more research is likely to
decrease key uncertainties.17 Value-of-information analysis was suggested for this purpose in
the report of the Presidential/Congressional Commission on Risk Assessment and Risk
Management.18 A description of additional research that would appreciably influence the
conclusions of the assessment can help an agency assess and target subsequent efforts.
Selection of Reviewers
Expertise. The most important factor in selecting reviewers is expertise: ensuring that the
selected reviewer has the knowledge, experience, and skills necessary to perform the review.
Agencies shall ensure that, in cases where the document being reviewed spans a variety of
scientific disciplines or areas of technical expertise, reviewers who represent the necessary
spectrum of knowledge are chosen. For instance, expertise in applied mathematics and
statistics is essential in the review of models, thereby allowing an audit of calculations and
claims of significance and robustness based on the numeric data.19
For some reviews, evaluation of biological plausibility is as important as statistical modeling.
Agencies shall consider requesting that the public, including scientific and professional
societies, nominate potential reviewers.
17 Granger

Morgan and Max Henrion, “The Value of Knowing How Little You Know,” Uncertainty: A Guide to Dealing with
Uncertainty in Quantitative Risk and Policy Analysis, Cambridge University Press, 1990: 307.

18

Presidential/Congressional Commission on Risk Assessment and Risk Management, Risk Commission Report, 1997,
Volume 1: 39, Volume 2: 91.

19

William W. Lowrance, Modern Science and Human Values, Oxford University Press, New York, NY 1985: 86.
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Balance. While expertise is the primary consideration, reviewers should also be selected to
represent a diversity of scientific perspectives relevant to the subject. On most controversial
issues, there exists a range of respected scientific viewpoints regarding interpretation of the
available literature. Inviting reviewers with competing views on the science may lead to a
sharper, more focused peer review. Indeed, as a final layer of review, some organizations (e.g.,
the National Academy of Sciences) specifically recruit reviewers with strong opinions to test
the scientific strength and balance of their reports. The NAS policy on committee composition
and balance20 highlights important considerations associated with perspective, bias, and
objectivity.
Independence. In its narrowest sense, independence in a reviewer means that the reviewer was
not involved in producing the draft document to be reviewed. However, for peer review of
some documents, a broader view of independence is necessary to assure credibility of the
process. Reviewers are generally not employed by the agency or office producing the
document. As the National Academy of Sciences has stated, “external experts often can be
more open, frank, and challenging to the status quo than internal reviewers, who may feel
constrained by organizational concerns.”21 The Carnegie Commission on Science,
Technology, and Government notes that “external science advisory boards serve a critically
important function in providing regulatory agencies with expert advice on a range of issues.”22
However, the choice of reviewers requires a case-by-case analysis. Reviewers employed by
other federal and state agencies may possess unique or indispensable expertise.
A related issue is whether government-funded scientists in universities and consulting firms
have sufficient independence from the federal agencies that support their work to
20

National Academy of Sciences, “Policy and Procedures on Committee Composition and Balance and Conflicts of Interest
for Committees Used in the Development of Reports,” May 2003: Available at:
http://www.nationalacademies.org/coi/index.html.

21

National Research Council, Peer Review in Environmental Technology Development Programs: The Department of
Energy’s Office of Science and Technology, National Academy Press, Washington, D.C., 1998: 3.

22

Carnegie Commission on Science, Technology, and Government, Risk and the Environment: Improving Regulatory
Decision Making, Carnegie Commission, New York, 1993: 90.
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be appropriate peer reviewers for those agencies.23 This concern can be mitigated in situations
where the scientist initiates the hypothesis to be tested or the method to be developed, which
effectively creates a buffer between the scientist and the agency. When an agency awards
grants through a competitive process that includes peer review, the agency’s potential to
influence the scientist’s research is limited. As such, when a scientist is awarded a government
research grant through an investigator-initiated, peer- reviewed competition, there generally
should be no question as to that scientist’s ability to offer independent scientific advice to the
agency on other projects. This contrasts, for example, to a situation in which a scientist has a
consulting or contractual arrangement with the agency or office sponsoring a peer review.
Likewise, when the agency and a researcher work together (e.g., through a cooperative
agreement) to design or implement a study, there is less independence from the agency.
Furthermore, if a scientist has repeatedly served as a reviewer for the same agency, some may
question whether that scientist is sufficiently independent from the agency to be employed as a
peer reviewer on agency-sponsored projects.
As the foregoing suggests, independence poses a complex set of questions that must be
considered by agencies when peer reviewers are selected. In general, agencies shall make an
effort to rotate peer review responsibilities across the available pool of qualified reviewers,
recognizing that in some cases repeated service by the same reviewer is needed because of
essential expertise.
Some agencies have built entire organizations to provide independent scientific advice
while other agencies tend to employ ad hoc scientific panels on specific issues.
Respect for the independence of reviewers may be enhanced if an agency collects
names of potential reviewers (based on considerations of expertise and reputation for
objectivity) from the public, including scientific or professional societies. The
Department of Energy’s use of the American Society of Mechanical Engineers to
identify potential peer reviewers from a variety of different scientific societies
provides an example of how
23

Lars Noah, “Scientific ‘Republicanism’: Expert Peer Review and the Quest for Regulatory Deliberation, Emory Law
Journal, Atlanta, Fall 2000:1066.
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professional societies can assist in the development of an independent peer review panel.24
Conflict of Interest. The National Academy of Sciences defines “conflict of interest” as
any financial or other interest that conflicts with the service of an individual on the
review panel because it could impair the individual’s objectivity or could create an
unfair competitive advantage for a person or organization.25 This standard provides a
useful benchmark for agencies to consider in selecting peer reviewers. Agencies shall
make a special effort to examine prospective reviewers’ potential financial conflicts,
including significant investments, consulting arrangements, employer affiliations and
grants/contracts. Financial ties of potential reviewers to regulated entities (e.g.,
businesses), other stakeholders, and regulatory agencies shall be scrutinized when the
information being reviewed is likely to be relevant to regulatory policy. The inquiry
into potential conflicts goes beyond financial investments and business relationships
and includes work as an expert witness, consulting arrangements, honoraria and
sources of grants and contracts. To evaluate any real or perceived conflicts of interest
with potential reviewers and questions regarding the independence of reviewers,
agencies are referred to federal ethics requirements, applicable standards issued by the
Office of Government Ethics, and the prevailing practices of the National Academy of
Sciences. Specifically, peer reviewers who are federal employees (including special
government employees) are subject to federal requirements governing conflicts of
interest. See, e.g., 18 U.S.C. § 208; 5 C.F.R. Part 2635 (2004). With respect to
reviewers who are not federal employees, agencies shall adopt or adapt the NAS policy
for committee selection with respect to evaluating conflicts of interest.26 Both the NAS
and the federal government recognize that under certain circumstances some conflict
may be unavoidable in order to obtain the necessary expertise. See, e.g., 18 U.S.C. §
208(b)(3); 5 U.S.C. App. § 15 (governing NAS committees). To improve the
transparency of the process, when an agency
24

American Society for Mechanical Engineers, Assessment of Technologies Supported by the Office of Science and
Technology, Department of Energy: Results of the Peer Review for Fiscal Year 2002, ASME Technical Publishing, Danvers,
MA, 2003.

25 National

Academy of Sciences, “Policy and Procedures on Committee Composition and Balance and Conflicts of Interest for
Committees Used in the Development of Reports,” May 2003: Available at:
http://www.nationalacademies.org/coi/index.html.
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determines that it is necessary to use a reviewer with a real or perceived conflict of interest, the
agency should consider publicly disclosing those conflicts. In such situations, the agency shall
inform potential reviewers of such disclosure at the time they are recruited.
Disclosure and Attribution: Anonymous versus Identified
Peer reviewers must have a clear understanding of how their comments will be conveyed to
the authors of the document and to the public. When peer review of government reports is
considered, the case for transparency is stronger, particularly when the report addresses an
issue with significant ramifications for the public and private sectors. The public may not have
confidence in the peer review process when the names and affiliations of the peer reviewers
are unknown. Without access to the comments of reviewers, the public is incapable of
determining whether the government has seriously considered the comments of reviewers and
made appropriate revisions. Disclosure of the slate of reviewers and the substance of their
comments can strengthen public confidence in the peer review process. It is common at many
journals and research funding agencies to disclose annually the slate of reviewers. Moreover,
the National Academy of Sciences now discloses the names of its peer reviewers, without
disclosing the substance of their comments. The science advisory committees to regulatory
agencies typically disclose at least a summary of the comments of reviewers as well as their
names and affiliations.
For agency-sponsored peer review conducted under Sections II and III, this Bulletin
strikes a compromise by requiring disclosure of the identity of the reviewers, but not
public attribution of specific comments to specific reviewers. The agency has
considerable discretion in the implementation of this compromise (e.g., summarizing the
26

Ibid.

EPA Peer Review Handbook: OMB Information Quality Bulletin for Peer Review

B-20
00467

Case 1:18-cv-00613-WHP Document 26-4 Filed 05/23/18 Page 361 of 627
views of reviewers as a group or disclosing individual reviewer comments without
attribution). Whatever approach is employed, the agency must inform reviewers in advance of
how it intends to address this issue. Information about a reviewer retrieved from a record filed
by the reviewer’s name or other identifier may be disclosed only as permitted by the
conditions of disclosure enumerated in the Privacy Act, 5 U.S.C. § 552a as amended, and as
interpreted in OMB implementing guidance, 40 Fed. Reg. 28,948 (July 9, 1975).
Public Participation
Public comments can be important in shaping expert deliberations. Agencies may decide that
peer review should precede an opportunity for public comment to ensure that the public
receives the most scientifically strong product (rather than one that may change substantially
as a result of peer reviewer suggestions). However, there are situations in which public
participation in peer review is an important aspect of obtaining a high- quality product through
a credible process. Agencies, however, should avoid open- ended comment periods, which
may delay completion of peer reviews and complicate the completion of the final work
product.
Public participation can take a variety of forms, including opportunities to provide oral
comments before a peer review panel or requests to provide written comments to the peer
reviewers. Another option is for agencies to publish a “request for comment” or other notice in
which they solicit public comment before a panel of peer reviewers performs its work.
Disposition of Reviewer Comments
A peer review is considered completed once the agency considers and addresses the
reviewers’ comments. All reviewer comments should be given consideration and be
incorporated where relevant and valid. For instance, in the context of risk assessments,
the National Academy of Sciences recommends that peer review include a written
evaluation made available for public inspection.27 In cases where there is a public
panel,
27

National Research Council, Risk Assessment in the Federal Government: Managing the Process, National Academy Press,
Washington, D.C., 1983.
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the agency should plan publication of the peer review report(s) and the agency’s response to
peer reviewer comments.
In addition, the credibility of the final scientific report is likely to be enhanced if the public
understands how the agency addressed the specific concerns raised by the peer reviewers.
Accordingly, agencies should consider preparing a written response to the peer review report
explaining: the agency’s agreement or disagreement, the actions the agency has undertaken or
will undertake in response to the report, and (if applicable) the reasons the agency believes
those actions satisfy any key concerns or recommendations in the report.
Adequacy of Prior Peer Review
In light of the broad range of information covered by Section II, agencies are directed to
choose a peer review mechanism that is adequate, giving due consideration to the novelty and
complexity of the science to be reviewed, the relevance of the information to decision making,
the extent of prior peer reviews, and the expected benefits and costs of additional review.
Publication in a refereed scientific journal may mean that adequate peer review has been
performed. However, the intensity of peer review is highly variable across journals. There will
be cases in which an agency determines that a more rigorous or transparent review process is
necessary. For instance, an agency may determine a particular journal review process did not
address questions (e.g., the extent of uncertainty inherent in a finding) that the agency
determines should be addressed before disseminating that information. As such, prior peer
review and publication is not by itself sufficient grounds for determining that no further
review is necessary.
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Section III: Peer Review of Highly Influential Scientific Assessments
Whereas Section II leaves most of the considerations regarding the form of the peer review to
the agency’s discretion, Section III requires a more rigorous form of peer review for highly
influential scientific assessments. The requirements of Section II of this Bulletin apply to
Section III, but Section III has some additional requirements, which are discussed below. In
planning a peer review under Section III, agencies typically will have to devote greater
resources and attention to the issues discussed in Section II, i.e., individual versus panel
review; timing; scope of the review; selection of reviewers; disclosure and attribution; public
participation; and disposition of reviewer comments.
A scientific assessment is considered “highly influential” if the agency or the OIRA
Administrator determines that the dissemination could have a potential impact of more than
$500 million in any one year on either the public or private sector or that the dissemination is
novel, controversial, or precedent-setting, or has significant interagency interest. One of the
ways information can exert economic impact is through the costs or benefits of a regulation
based on the disseminated information. The qualitative aspect of this definition may be most
useful in cases where it is difficult for an agency to predict the potential economic effect of
dissemination. In the context of this Bulletin, it may be either the approach used in the
assessment or the interpretation of the information itself that is novel or precedent-setting.
Peer review can be valuable in establishing the bounds of the scientific debate when methods
or interpretations are a source of controversy among interested parties. If information is
covered by Section III, an agency is required to adhere to the peer review procedures specified
in Section III.
Section III (2) clarifies that the principal findings, conclusions and recommendations in
official reports of the National Academy of Sciences that fall under this Section are generally
presumed not to require additional peer review. All other highly influential scientific
assessments require a review that meets the requirements of Section III of this Bulletin.
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With regard to the selection of reviewers, Section III(3)(a) emphasizes consideration of
expertise and balance. As discussed in Section II, expertise refers to the required knowledge,
experience and skills required to perform the review whereas balance refers to the need for
diversity in scientific perspective and disciplines. We emphasize that the term “balance” here
refers not to balancing of stakeholder or political interests but rather to a broad and diverse
representation of respected perspectives and intellectual traditions within the scientific
community, as discussed in the NAS policy on committee composition and balance.28
Section III (3)(b) instructs agencies to consider barring participation by scientists with a
conflict of interest. The conflict of interest standards for Sections II and III of the Bulletin are
identical. As discussed under Section II, those peer reviewers who are federal employees,
including Special Government Employees, are subject to applicable statutory and regulatory
standards for federal employees. For non-government employees, agencies shall adopt or
adapt the NAS policy for committee member selection with respect to evaluating conflicts of
interest.
Section III (3)(c) instructs agencies to ensure that reviewers are independent of the agency
sponsoring the review. Scientists employed by the sponsoring agency are not permitted to
serve as reviewers for highly influential scientific assessments. This does not preclude Special
Government Employees, such as academics appointed to advisory committees, from serving
as peer reviewers. The only exception to this ban would be the rare situation in which a
scientist from a different agency of a Cabinet-level department than the agency that is
disseminating the scientific assessment has expertise, experience and skills that are essential
but cannot be obtained elsewhere. In evaluating the need for this exception, agencies shall use
the NAS criteria for assessing the appropriateness of using employees of sponsors (e.g., the
government scientist must not have had any part in the development or prior review of the
scientific information and must not hold a position of managerial or policy responsibility).
28

National Academy of Sciences, “Policy and Procedures on Committee Composition and Balance and Conflicts of Interest
for Committees Used in the Development of Reports,” May 2003: Available at:
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We also considered whether a reviewer can be independent of the agency if that reviewer
receives a substantial amount of research funding from the agency sponsoring the review.
Research grants that were awarded to the scientist based on investigator-initiated, competitive,
peer-reviewed proposals do not generally raise issues of independence. However, significant
consulting and contractual relationships with the agency may raise issues of independence or
conflict, depending upon the situation.
Section III (3)(d) addresses concerns regarding repeated use of the same reviewer in multiple
assessments. Such repeated use should be avoided unless a particular reviewer’s expertise is
essential. Agencies should rotate membership across the available pool of qualified reviewers.
Similarly, when using standing panels of scientific advisors, it is suggested that the agency
rotate membership among qualified scientists in order to obtain fresh perspectives and
reinforce the reality and perception of independence from the agency.
Section III (4) requires agencies to provide reviewers with sufficient background information,
including access to key studies, data and models, to perform their role as peer reviewers. In
this respect, the peer review envisioned in Section III is more rigorous than some forms of
journal peer review, where the reviewer is often not provided access to underlying data or
models. Reviewers shall be informed of applicable access, objectivity, reproducibility and
other quality standards under federal information quality laws.
Section III (5) addresses opportunity for public participation in peer review, and provides
that the agency shall, wherever possible, provide for public participation. In some cases,
an assessment may be so sensitive that it is critical that the agency’s assessment achieve a
high level of quality before it is publicized. In those situations, a rigorous yet confidential
peer review process may be appropriate, prior to public release of the assessment. If an
agency decides to make a draft assessment publicly available at the
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onset of a peer review process, the agency shall, whenever possible, provide a vehicle for the
public to provide written comments, make an oral presentation before the peer reviewers, or
both. When written public comments are received, the agency shall ensure that peer reviewers
receive copies of comments that address significant scientific issues with ample time to
consider them in their review. To avoid undue delay of agency activities, the agency shall
specify time limits for public participation throughout the peer review process.
Section III (6) requires that agencies instruct reviewers to prepare a peer review report that
describes the nature and scope of their review and their findings and conclusions. The report
shall disclose the name of each peer reviewer and a brief description of his or her
organizational affiliation, credentials and relevant experiences. The peer review report should
either summarize the views of the group as a whole (including any dissenting views) or
include a verbatim copy of the comments of the individual reviewers (with or without
attribution of specific views to specific names). The agency shall also prepare a written
response to the peer review report, indicating whether the agency agrees with the reviewers
and what actions the agency has taken or plans to take to address the points made by
reviewers. The agency is required to disseminate the peer review report and the agency’s
response to the report on the agency’s website, including all the materials related to the peer
review such as the charge statement, peer review report, and agency response to the review. If
the scientific information is used to support a final rule then, where practicable, the peer
review report shall be made available to the public with enough time for the public to consider
the implications of the peer review report for the rule being considered.
Section III (7) authorizes but does not require an agency to commission an entity independent
of the agency to select peer reviewers and/or manage the peer review process in accordance
with this Bulletin. The entity may be a scientific or professional society, a firm specializing in
peer review, or a non-profit organization with experience in peer review.
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Section IV: Alternative Procedures
Peer review as described in this Bulletin is only one of many procedures that agencies can
employ to ensure an appropriate degree of pre-dissemination quality of influential scientific
information. For example, Congress has assigned the NAS a special role in advising the
federal government on scientific and technical issues. The procedures of the NAS are
generally quite rigorous, and thus agencies should presume that major findings, conclusions,
and recommendations of NAS reports meet the performance standards of this Bulletin.
As an alternative to complying with Sections II and III of this Bulletin, an agency may instead
(1) rely on scientific information produced by the National Academy of Sciences, (2)
commission the National Academy of Sciences to peer review an agency draft scientific
information product, or (3) employ an alternative procedure or set of procedures, specifically
approved by the OIRA Administrator in consultation with the Office of Science and
Technology Policy (OSTP), that ensures that the scientific information product meets
applicable information-quality standards.
An example of an alternative procedure is to commission a respected third party other than
the NAS (e.g., the Health Effects Institute or the National Commission on Radiation
Protection and Measurement) to conduct an assessment or series of related assessments.
Another example of an alternative set of procedures is the three-part process used by the
National Institutes of Health (NIH) to generate scientific guidance. Under that process, a
scientific proposal or white paper is generated by a working group composed of external,
independent scientific experts; that paper is then forwarded to a separate external scientific
council, which then makes recommendations to the agency. The agency, in turn, decides
whether to adopt and/or modify the proposal. For large science agencies that have diverse
research portfolios and do not have significant regulatory responsibilities, such as NIH, an
acceptable alternative would be to allow scientists from one part of the agency (for example,
an NIH institute) to participate in the review of documents prepared by another part of the
agency, as long as the head of the agency
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confirms in writing that each of the reviewers meets the NAS criteria relating to the
appropriateness of using employees of sponsors (e.g., the government scientist must not have
had any part in the development or prior review of the scientific information and must not
hold a position of managerial or policy responsibility). The purpose of Section IV is to
encourage these types of innovation in the methods used to ensure pre- dissemination quality
control of influential scientific information.
The mere existence of a public comment process (e.g., notice-and-comment procedures under
the Administrative Procedure Act) does not constitute adequate peer review or an “alternative
process,” because it does not assure that qualified, impartial specialists in relevant fields have
performed a critical evaluation of the agency’s draft product.29
Section V: Peer Review Planning
Section V requires agencies to begin a systematic process of peer review planning for
influential scientific information (including highly influential scientific assessments) that the
agency plans to disseminate in the foreseeable future. A key feature of this planning process is
a web-accessible listing of forthcoming influential scientific disseminations (i.e., an agenda)
that is regularly updated by the agency. By making these plans publicly available, agencies
will be able to gauge the extent of public interest in the peer review process for influential
scientific information, including highly influential scientific assessments. These webaccessible agendas can also be used by the public to monitor agency compliance with this
Bulletin.
Each entry on the agenda shall include a preliminary title of the planned report, a short
paragraph describing the subject and purpose of the planned report, and an agency contact
person. The agency shall provide its prediction regarding whether the dissemination will be
“influential scientific information” or a “highly influential scientific assessment,” as the
designation can influence the type of peer review to be undertaken.

29
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The agency shall discuss the timing of the peer review, as well as the use of any deferrals.
Agencies shall include entries in the agenda for influential scientific information, including
highly influential scientific assessments, for which the Bulletin’s requirements have been
deferred or waived. If the agency, in consultation with the OIRA Administrator, has
determined that it is appropriate to use a Section IV “alternative procedure” for a specific
dissemination, a description of that alternative procedure shall be included in the agenda.
Furthermore, for each entry on the agenda, the agency shall describe the peer review plan.
Each peer review plan shall include: (i) a paragraph including the title, subject and purpose of
the planned report, as well as an agency contact to whom inquiries may be directed to learn
the specifics of the plan; (ii) whether the dissemination is likely to be influential scientific
information or a highly influential scientific assessment; (iii) the timing of the review
(including deferrals); (iv) whether the review will be conducted through a panel or individual
letters (or whether an alternative procedure will be exercised); (v) whether there will be
opportunities for the public to comment on the work product to be peer reviewed, and if so,
how and when these opportunities will be provided; (vi) whether the agency will provide
significant and relevant public comments to the peer reviewers before they conduct their
review; (vii) the anticipated number of reviewers (3 or fewer; 4-10; or more than 10); (viii) a
succinct description of the primary disciplines or expertise needed in the review; (ix) whether
reviewers will be selected by the agency or by a designated outside organization; and (x)
whether the public, including scientific or professional societies, will be asked to nominate
potential peer reviewers.
The agency shall provide a link from the agenda to each document made public pursuant to
this Bulletin. Agencies shall link their peer review agendas to the U.S. Government’s official
web portal: firstgov at http://www.FirstGov.gov
Agencies should update their peer review agendas at least every six months. However,
in some cases -- particularly for highly influential scientific assessments and other
particularly important information -- more frequent updates of existing entries on the
agenda, or the addition of new entries to the agenda, may be warranted. When new
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entries are added to the agenda of forthcoming reports and other information, the public
should be provided with sufficient time to comment on the agency’s peer review plan for that
report or product. Agencies shall consider public comments on the peer review plan. Agencies
are encouraged to offer a listserve or similar mechanism for members of the public who would
like to be notified by email each time an agency’s peer review agenda has been updated.
The peer review planning requirements of this Bulletin are designed to be implemented in
phases. Specifically, the planning requirements of the Bulletin will go into effect for
documents subject to Section III of the Bulletin (highly influential scientific assessments) six
months after publication. However, the planning requirements for documents subject to
Section II of the Bulletin do not go into effect until one year after publication. It is expected
that agency experience with the planning requirements of the Bulletin for the smaller scope of
documents encompassed in Section III will be used to inform implementation of these
planning requirements for the larger scope of documents covered under Section II.
Section VI: Annual Report
Each agency shall prepare an annual report that summarizes key decisions made pursuant to
this Bulletin. In particular, each agency should provide to OIRA the following: 1) the number
of peer reviews conducted subject to the Bulletin (i.e., for influential scientific information and
highly influential scientific assessments); 2) the number of times alternative procedures were
invoked; 3) the number of times waivers or deferrals were invoked (and in the case of deferrals,
the length of time elapsed between the deferral and the peer review); 4) any decision to appoint
a reviewer pursuant to any exception to the applicable independence or conflict of interest
standards of the Bulletin, including determinations by the Secretary or Deputy Secretary
pursuant to Section III (3) (c); 5) the number of peer review panels that were conducted in
public and the number that allowed public comment; 6) the number of public comments
provided on the agency’s peer
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review plans; and 7) the number of peer reviewers that the agency used that were
recommended by professional societies.
Section VII: Certification in the Administrative Record
If an agency relies on influential scientific information or a highly influential scientific
assessment subject to the requirements of this Bulletin in support of a regulatory action, the
agency shall include in the administrative record for that action a certification that explains
how the agency has complied with the requirements of this Bulletin and the Information
Quality Act. Relevant materials are to be placed in the administrative record.
Section VIII: Safeguards, Deferrals, and Waivers
Section VIII recognizes that individuals serving as peer reviewers have a privacy interest in
information about themselves that the government maintains and retrieves by name or
identifier from a system of records. To the extent information about a reviewer (name,
credential, affiliation) will be disclosed along with his/her comments or analysis, the agency
must comply with the requirements of the Privacy Act, 5 U.S.C. 552a, as amended, and OMB
Circular A-130, Appendix I, 61 Fed. Reg. 6428 (February 20, 1996) to establish appropriate
routine uses in a published System of Records Notice. Furthermore, the peer review must be
conducted in a manner that respects confidential business information as well as intellectual
property.
Section VIII also allows for a deferral or waiver of the requirements of the Bulletin
where necessary. Specifically, the agency head may waive or defer some or all of the
peer review requirements of Sections II or III of this Bulletin if there is a compelling
rationale for waiver or deferral. Waivers will seldom be warranted under this provision
because the Bulletin already provides significant safety valves, such as: the exemptions
provided in Section IX, including the exemption for time-sensitive health and safety
information;
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the authorization for alternative procedures in Section IV; and the overall flexibility provided
for peer reviews of influential scientific information under Section II. Nonetheless, we have
included this waiver and deferral provision to ensure needed flexibility in unusual and
compelling situations not otherwise covered by the exemptions to the Bulletin, such as
situations where unavoidable legal deadlines prevent full compliance with the Bulletin before
information is disseminated. Deadlines found in consent decrees agreed to by agencies after
the Bulletin is issued will not ordinarily warrant waiver of the Bulletin’s requirements because
those deadlines should be negotiated to permit time for all required procedures, including peer
review. In addition, when an agency is unavoidably up against a deadline, deferral of some or
all requirements of the Bulletin (as opposed to outright waiver of all of them) is the most
appropriate accommodation between the need to satisfy immovable deadlines and the need to
undertake proper peer review. If the agency head defers any of the peer review requirements
prior to dissemination, peer review should be conducted as soon as practicable thereafter.
Section IX: Exemptions
There are a variety of situations where agencies need not conduct peer review under this
Bulletin. These include, for example, disseminations of sensitive information related to certain
national security, foreign affairs, or negotiations involving international treaties and trade
where compliance with this Bulletin would interfere with the need for secrecy or promptness.
This Bulletin does not cover official disseminations that arise in adjudications and
permit proceedings, unless the agency determines that peer review is practical and
appropriate and that the influential dissemination is scientifically or technically novel
(i.e., a major change in accepted practice) or likely to have precedent-setting influence
on future adjudications or permit proceedings. This exclusion is intended to cover,
among other things, licensing, approval and registration processes for specific product
development activities as well as site-specific activities. The determination as to whether
peer review
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is practical and appropriate is left to the discretion of the agency. While this Bulletin is not
broadly applicable to adjudications, agencies are encouraged to hold peer reviews of scientific
assessments supporting adjudications to the same technical standards as peer reviews covered
by the Bulletin, including transparency and disclosure of the data and models underlying the
assessments. Protections apply to confidential business information.
The Bulletin does not cover time-sensitive health and safety disseminations, for example, a
dissemination based primarily on data from a recent clinical trial that was adequately peer
reviewed before the trial began. For this purpose, “health” includes public health, or plant or
animal infectious diseases.
This Bulletin covers original data and formal analytic models used by agencies in Regulatory
Impact Analyses (RIAs). However, the RIA documents themselves are already reviewed
through an interagency review process under E.O. 12866 that involves application of the
principles and methods defined in OMB Circular A-4. In that respect, RIAs are excluded from
coverage by this Bulletin, although agencies are encouraged to have RIAs reviewed by peers
within the government for adequacy and completeness.
The Bulletin does not cover accounting, budget, actuarial, and financial information including
that which is generated or used by agencies that focus on interest rates, banking, currency,
securities, commodities, futures, or taxes.
Routine statistical information released by federal statistical agencies (e.g., periodic
demographic and economic statistics) and analyses of these data to compute standard
indicators and trends (e.g., unemployment and poverty rates) is excluded from this Bulletin.
The Bulletin does not cover information disseminated in connection with routine rules that
materially alter entitlements, grants, user fees, or loan programs, or the rights and obligations
of recipients thereof.
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If information is disseminated pursuant to an exemption to this Bulletin, subsequent
disseminations are not automatically exempted. For example, if influential scientific
information is first disseminated in the course of an exempt agency adjudication, but is later
disseminated in the context of a non-exempt rulemaking, the subsequent dissemination will be
subject to the requirements of this Bulletin even though the first dissemination was not.
Section X: OIRA and OSTP Responsibilities
OIRA, in consultation with OSTP, is responsible for overseeing agency implementation of
this Bulletin. In order to foster learning about peer review practices across agencies, OIRA
and OSTP shall form an interagency workgroup on peer review that meets regularly, discusses
progress and challenges, and recommends improvements to peer review practices.
Section XI: Effective Date and Existing Law
The requirements of this Bulletin, with the exception of Section V, apply to information
disseminated on or after six months after publication of this Bulletin. However, the Bulletin
does not apply to information that is already being addressed by an agency- initiated peer
review process (e.g., a draft is already being reviewed by a formal scientific advisory
committee established by the agency). An existing peer review mechanism mandated by law
should be implemented by the agency in a manner as consistent as possible with the practices
and procedures outlined in this Bulletin. The requirements of Section V apply to “highly
influential scientific assessments,” as designated in Section III of the Bulletin, within six
months of publication of the final Bulletin. The requirements in Section V apply to documents
subject to Section II of the Bulletin one year after publication of the final Bulletin.
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Section XII: Judicial Review
This Bulletin is intended to improve the internal management of the Executive Branch and is
not intended to, and does not, create any right or benefit, substantive or procedural,
enforceable at law or in equity, against the United States, its agencies or other entities, its
officers or employees, or any other person.

Bulletin for Peer Review
I. Definitions.
For purposes of this Bulletin -1. the term “Administrator” means the Administrator of the Office of Information and
Regulatory Affairs in the Office of Management and Budget (OIRA);
2. the term “agency” has the same meaning as in the Paperwork Reduction Act, 44 U.S.C.
§ 3502(1);
3. the term “dissemination” means agency initiated or sponsored distribution of information
to the public (see 5 C.F.R. 1320.3(d) (definition of “Conduct or Sponsor”)).
Dissemination does not include distribution limited to government employees or agency
contractors or grantees; intra- or inter-agency use or sharing of government information;
or responses to requests for agency records under the Freedom of Information Act, the
Privacy Act, the Federal Advisory Committee Act, the Government Performance and
Results Act or similar law. This definition also excludes distribution limited to
correspondence with individuals or persons, press releases, archival records, public
filings, subpoenas and adjudicative processes. The term “dissemination” also excludes
information distributed for peer review in compliance with this Bulletin, provided that the
distributing agency includes a clear disclaimer on the information as follows: “THIS
INFORMATION IS DISTRIBUTED SOLELY FOR THE PURPOSE OF PREDISSEMINATION PEER REVIEW UNDER APPLICABLE INFORMATION
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QUALITY GUIDELINES. IT HAS NOT BEEN FORMALLY DISSEMINATED BY
[THE AGENCY]. IT DOES NOT REPRESENT AND SHOULD NOT BE
CONSTRUED TO REPRESENT ANY AGENCY DETERMINATION OR POLICY.”
For the purposes of this Bulletin, “dissemination” excludes research produced by
government-funded scientists (e.g., those supported extramurally or intramurally by
federal agencies or those working in state or local governments with federal support) if
that information does not represent the views of an agency. To qualify for this
exemption, the information should display a clear disclaimer that “the findings and
conclusions in this report are those of the author(s) and do not necessarily represent the
views of the funding agency”;
4. the term “Information Quality Act” means Section 515 of Public Law 106-554 (Pub. L.
No. 106-554, § 515, 114 Stat. 2763, 2763A-153-154 (2000));
5. the term “scientific information” means factual inputs, data, models, analyses,
technical information, or scientific assessments based on the behavioral and social
sciences, public health and medical sciences, life and earth sciences, engineering, or
physical sciences. This includes any communication or representation of knowledge
such as facts or data, in any medium or form, including textual, numerical, graphic,
cartographic, narrative, or audiovisual forms. This definition includes information
that an agency disseminates from a web page, but does not include the provision of
hyperlinks to information that others disseminate. This definition does not include
opinions, where the agency’s presentation makes clear that what is being offered is
someone’s opinion rather than fact or the agency’s views;
6. the term “influential scientific information” means scientific information the agency
reasonably can determine will have or does have a clear and substantial impact on
important public policies or private sector decisions; and
7. the term “scientific assessment” means an evaluation of a body of scientific or technical
knowledge, which typically synthesizes multiple factual inputs, data, models,
assumptions, and/or applies best professional judgment to bridge uncertainties in the
available information. These assessments include, but are not limited to, state-of-science
reports; technology assessments; weight-of-evidence analyses; meta-analyses; health,
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safety, or ecological risk assessments; toxicological characterizations of substances;
integrated assessment models; hazard determinations; or exposure assessments.
II. Peer Review of Influential Scientific Information.
1. In General: To the extent permitted by law, each agency shall conduct a peer review on all
influential scientific information that the agency intends to disseminate. Peer reviewers
shall be charged with reviewing scientific and technical matters, leaving policy
determinations for the agency. Reviewers shall be informed of applicable access,
objectivity, reproducibility and other quality standards under the federal laws governing
information access and quality.
2. Adequacy of Prior Peer Review: For information subject to this section of the Bulletin,
agencies need not have further peer review conducted on information that has already been
subjected to adequate peer review. In determining whether prior peer review is adequate,
agencies shall give due consideration to the novelty and complexity of the science to be
reviewed, the importance of the information to decision making, the extent of prior peer
reviews, and the expected benefits and costs of additional review. Principal findings,
conclusions and recommendations in official reports of the National Academy of Sciences
are generally presumed to have been adequately peer reviewed.
3. Selection of Reviewers:
(a) Expertise and Balance: Peer reviewers shall be selected based on expertise, experience
and skills, including specialists from multiple disciplines, as necessary. The group of
reviewers shall be sufficiently broad and diverse to fairly represent the relevant
scientific and technical perspectives and fields of knowledge. Agencies shall consider
requesting that the public, including scientific and professional societies, nominate
potential reviewers.
(b) Conflicts: The agency – or the entity selecting the peer reviewers – shall (i) ensure
that those reviewers serving as federal employees (including special government
employees) comply with applicable federal ethics requirements; (ii) in selecting peer
reviewers who are not government employees, adopt or adapt the National Academy
of Sciences policy for committee selection with respect to evaluating the potential for
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conflicts (e.g., those arising from investments; agency, employer, and business
affiliations; grants, contracts and consulting income). For scientific information
relevant to specific regulations, the agency shall examine a reviewer’s financial ties to
regulated entities (e.g., businesses), other stakeholders, and the agency.
(c) Independence: Peer reviewers shall not have participated in development of the work
product. Agencies are encouraged to rotate membership on standing panels across the
pool of qualified reviewers. Research grants that were awarded to scientists based on
investigator-initiated, competitive, peer-reviewed proposals generally do not raise
issues as to independence or conflicts.
4. Choice of Peer Review Mechanism: The choice of a peer review mechanism (for example,
letter reviews or ad hoc panels) for influential scientific information shall be based on the
novelty and complexity of the information to be reviewed, the importance of the
information to decision making, the extent of prior peer review, and the expected benefits
and costs of review, as well as the factors regarding transparency described in II(5).
5. Transparency: The agency -- or entity managing the peer review -- shall instruct peer
reviewers to prepare a report that describes the nature of their review and their findings and
conclusions. The peer review report shall either (a) include a verbatim copy of each
reviewer’s comments (either with or without specific attributions) or (b) represent the
views of the group as a whole, including any disparate and dissenting views. The agency
shall disclose the names of the reviewers and their organizational affiliations in the report.
Reviewers shall be notified in advance regarding the extent of disclosure and attribution
planned by the agency. The agency shall disseminate the final peer review report on the
agency’s website along with all materials related to the peer review (any charge statement,
the peer review report, and any agency response). The peer review report shall be discussed
in the preamble to any related rulemaking and included in the administrative record for any
related agency action.
6. Management of Peer Review Process and Reviewer Selection: The agency may
commission independent entities to manage the peer review process, including the selection
of peer reviewers, in accordance with this Bulletin.
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III. Additional Peer Review Requirements for Highly Influential Scientific Assessments.
1. Applicability: This section applies to influential scientific information that the agency or
the Administrator determines to be a scientific assessment that:
(i) could have a potential impact of more than $500 million in any year, or
(ii) is novel, controversial, or precedent-setting or has significant interagency interest.
2. In General: To the extent permitted by law, each agency shall conduct peer reviews on all
information subject to this section. The peer reviews shall satisfy the requirements of
Section II of this Bulletin, as well as the additional requirements found in this section.
Principal findings, conclusions and recommendations in official reports of the National
Academy of Sciences that fall under this section are generally presumed not to require
additional peer review.
3. Selection of Reviewers:
(a) Expertise and Balance: Peer reviewers shall be selected based on expertise, experience
and skills, including specialists from multiple disciplines, as necessary. The group of
reviewers shall be sufficiently broad and diverse to fairly represent the relevant
scientific and technical perspectives and fields of knowledge. Agencies shall consider
requesting that the public, including scientific and professional societies, nominate
potential reviewers.
(b) Conflicts: The agency – or the entity selecting the peer reviewers – shall (i) ensure that
those reviewers serving as federal employees (including special government employees)
comply with applicable federal ethics requirements; (ii) in selecting peer reviewers who
are not government employees, adopt or adapt the National Academy of Sciences’
policy for committee selection with respect to evaluating the potential for conflicts (e.g.,
those arising from investments; agency, employer, and business affiliations; grants,
contracts and consulting income). For scientific assessments relevant
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to specific regulations, a reviewer’s financial ties to regulated entities (e.g., businesses),
other stakeholders, and the agency shall be examined.
(c) Independence: In addition to the requirements of Section II (3)(c), which shall apply to
all reviews conducted under Section III, the agency -- or entity selecting the reviewers - shall bar participation of scientists employed by the sponsoring agency unless the
reviewer is employed only for the purpose of conducting the peer review (i.e., special
government employees). The only exception to this bar would be the rare case where
the agency determines, using the criteria developed by NAS for evaluating use of
“employees of sponsors,” that a premier government scientist is (a) not in a position of
management or policy responsibility and (b) possesses essential expertise that cannot be
obtained elsewhere. Furthermore, to be eligible for this exception, the scientist must be
employed by a different agency of the Cabinet-level department than the agency that is
disseminating the scientific information. The agency’s determination shall be
documented in writing and approved, on a non-delegable basis, by the Secretary or
Deputy Secretary of the department prior to the scientist’s appointment.
(d) Rotation: Agencies shall avoid repeated use of the same reviewer on multiple
assessments unless his or her participation is essential and cannot be obtained
elsewhere.
4. Information Access: The agency -- or entity managing the peer review -- shall provide the
reviewers with sufficient information -- including background information about key
studies or models -- to enable them to understand the data, analytic procedures, and
assumptions used to support the key findings or conclusions of the draft assessment.
5. Opportunity for Public Participation: Whenever feasible and appropriate, the agency
shall make the draft scientific assessment available to the public for comment at the
same time it is submitted for peer review (or during the peer review process) and
sponsor a public meeting where oral presentations on scientific issues can be made to
the peer reviewers by interested members of the public. When employing a public
comment process as part of the peer review, the agency shall, whenever practical,
provide peer reviewers with access to public comments that address significant
scientific or technical issues. To ensure that public participation does not unduly delay
agency activities, the agency shall clearly specify time limits for public participation
throughout the peer review process.
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6. Transparency: In addition to the requirements specified in II(5), which shall apply to all
reviews conducted under Section III, the peer review report shall include the charge to the
reviewers and a short paragraph on both the credentials and relevant experiences of each
peer reviewer. The agency shall prepare a written response to the peer review report
explaining (a) the agency’s agreement or disagreement with the views expressed in the
report, (b) the actions the agency has undertaken or will undertake in response to the report,
and (c) the reasons the agency believes those actions satisfy the key concerns stated in the
report (if applicable). The agency shall disseminate its response to the peer review report
on the agency’s website with the related material specified in Section II(5).
7. Management of Peer Review Process and Reviewer Selection: The agency may
commission independent entities to manage the peer review process, including the selection
of peer reviewers, in accordance with this Bulletin.
IV.

Alternative Procedures.

As an alternative to complying with Sections II and III of this Bulletin, an agency may instead:
(i) rely on the principal findings, conclusions and recommendations of a report produced by the
National Academy of Sciences; (ii) commission the National Academy of Sciences to peer
review an agency’s draft scientific information; or (iii) employ an alternative scientific
procedure or process, specifically approved by the Administrator in consultation with the
Office of Science and Technology Policy (OSTP), that ensures the agency’s scientific
information satisfies applicable information quality standards. The alternative procedure(s)
may be applied to a designated report or group of reports.
V. Peer Review Planning.
1. Peer Review Agenda: Each agency shall post on its website, and update at least every
six months, an agenda of peer review plans. The agenda shall describe all planned and
ongoing influential scientific information subject to this Bulletin. The agency shall
provide a link from the agenda to each document that has been made public pursuant to
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this Bulletin. Agencies are encouraged to offer a listserve or similar mechanism to alert
interested members of the public when entries are added or updated.
2. Peer Review Plans: For each entry on the agenda the agency shall describe the peer
review plan. Each peer review plan shall include: (i) a paragraph including the title,
subject and purpose of the planned report, as well as an agency contact to whom
inquiries may be directed to learn the specifics of the plan; (ii) whether the
dissemination is likely to be influential scientific information or a highly influential
scientific assessment; (iii) the timing of the review (including deferrals); (iv) whether
the review will be conducted through a panel or individual letters (or whether an
alternative procedure will be employed); (v) whether there will be opportunities for the
public to comment on the work product to be peer reviewed, and if so, how and when
these opportunities will be provided; (vi) whether the agency will provide significant
and relevant public comments to the peer reviewers before they conduct their review;
(vii) the anticipated number of reviewers (3 or fewer; 4-10; or more than 10); (viii) a
succinct description of the primary
disciplines or expertise needed in the review; (ix) whether reviewers will be selected by
the agency or by a designated outside organization; and (x) whether the public,
including scientific or professional societies, will be asked to nominate potential peer
reviewers.
3. Public Comment: Agencies shall establish a mechanism for allowing the public to
comment on the adequacy of the peer review plans. Agencies shall consider public
comments on peer review plans.
VI.

Annual Reports.

Each agency shall provide to OIRA, by December 15 of each year, a summary of the peer
reviews conducted by the agency during the fiscal year. The report should include the
following: 1) the number of peer reviews conducted subject to the Bulletin (i.e., for
influential scientific information and highly influential scientific assessments); 2) the
number of times alternative procedures were invoked; 3) the number of times waivers or
deferrals were invoked (and in the case of deferrals, the length of time elapsed between the
deferral and the peer review); 4) any decision to appoint a reviewer pursuant to any
exception to the applicable independence or conflict of interest standards of the Bulletin,

EPA Peer Review Handbook: OMB Information Quality Bulletin for Peer Review

B-42
00489

Case 1:18-cv-00613-WHP Document 26-4 Filed 05/23/18 Page 383 of 627
including determinations by the Secretary pursuant to Section III(3)(c); 5) the number of peer
review panels that were conducted in public and the number that allowed public comment; 6)
the number of public comments provided on the agency’s peer review plans; and 7) the number
of peer reviewers that the agency used that were recommended by professional societies.
VII. Certification in the Administrative Record.
If an agency relies on influential scientific information or a highly influential scientific
assessment subject to this Bulletin to support a regulatory action, it shall include in the
administrative record for that action a certification explaining how the agency has complied
with the requirements of this Bulletin and the applicable information quality guidelines.
Relevant materials shall be placed in the administrative record.
XIII. Safeguards, Deferrals, and Waivers.
1. Privacy: To the extent information about a reviewer (name, credentials, affiliation) will
be disclosed along with his/her comments or analysis, the agency shall comply with the
requirements of the Privacy Act, 5 U.S.C. § 522a as amended, and OMB Circular A130, Appendix I, 61 Fed. Reg. 6428 (February 20, 1996) to establish appropriate
routine uses in a published System of Records Notice.
2. Confidentiality: Peer review shall be conducted in a manner that respects (i)
confidential business information and (ii) intellectual property.
3. Deferral and Waiver: The agency head may waive or defer some or all of the peer
review requirements of Sections II and III of this Bulletin where warranted by a
compelling rationale. If the agency head defers the peer review requirements prior to
dissemination, peer review shall be conducted as soon as practicable.
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IX.

Exemptions.

Agencies need not have peer review conducted on information that is:
1. related to certain national security, foreign affairs, or negotiations involving
international trade or treaties where compliance with this Bulletin would interfere with
the need for secrecy or promptness;
2. disseminated in the course of an individual agency adjudication or permit proceeding
(including a registration, approval, licensing, site-specific determination), unless the
agency determines that peer review is practical and appropriate and that the influential
dissemination is scientifically or technically novel or likely to have precedent-setting
influence on future adjudications and/or permit proceedings;
3. a health or safety dissemination where the agency determines that the dissemination is
time-sensitive (e.g., findings based primarily on data from a recent clinical trial that
was adequately peer reviewed before the trial began);
4. an agency regulatory impact analysis or regulatory flexibility analysis subject to
interagency review under Executive Order 12866, except for underlying data and
analytical models used;
5. routine statistical information released by federal statistical agencies (e.g., periodic
demographic and economic statistics) and analyses of these data to compute standard
indicators and trends (e.g., unemployment and poverty rates);
6. accounting, budget, actuarial, and financial information, including that which is
generated or used by agencies that focus on interest rates, banking, currency, securities,
commodities, futures, or taxes; or
7. information disseminated in connection with routine rules that materially alter
entitlements, grants, user fees, or loan programs, or the rights and obligations of
recipients thereof.
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X. Responsibilities of OIRA and OSTP.
OIRA, in consultation with OSTP, shall be responsible for overseeing implementation of this
Bulletin. An interagency group, chaired by OSTP and OIRA, shall meet periodically to foster
better understanding about peer review practices and to assess progress in implementing this
Bulletin.
XI.

Effective Date and Existing Law.

The requirements of this Bulletin, with the exception of those in Section V (Peer Review
Planning), apply to information disseminated on or after six months following publication of
this Bulletin, except that they do not apply to information for which an agency has already
provided a draft report and an associated charge to peer reviewers. Any existing peer review
mechanisms mandated by law shall be employed in a manner as consistent as possible with the
practices and procedures laid out herein. The requirements in Section V apply to “highly
influential scientific assessments,” as designated in Section III of this Bulletin, within six
months of publication of this Bulletin. The requirements in Section V apply to documents
subject to Section II of this Bulletin one year after publication of this Bulletin.
XII. Judicial Review.
This Bulletin is intended to improve the internal management of the executive branch, and is
not intended to, and does not, create any right or benefit, substantive or procedural, enforceable
at law or in equity, against the United States, its agencies or other entities, its officers or
employees, or any other person.
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APPENDIX C. OVERVIEW OF THE AGENCY’S
GENERAL ASSESSMENT FACTORS
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In 2003, the Agency published, A Summary of General Assessment Factors for Evaluating the
Quality of Scientific and Technical Information, in an effort to enhance the transparency about
EPA’s quality expectations for information that is voluntarily submitted to, or gathered, or
generated, by the Agency for various purposes. The Assessment Factors document is intended
to inform information-generating scientists about quality issues that should appropriately be
taken into consideration at the time information is generated. It is also an additional resource
for Agency staff as they evaluate the quality and relevance of information, regardless of
source. The general assessment factors are drawn from the Agency’s existing information
quality systems, practices and guidelines that describe the types of considerations EPA takes
into account when evaluating the quality and relevance of scientific and technical information
used in support of Agency actions. The document is intended to raise the awareness of the
information-generating public about EPA’s ongoing interest in ensuring and enhancing the
quality of information available for Agency use.
When evaluating the quality and relevance of scientific and technical information, the
considerations that the Agency typically takes into account can be characterized by five
general assessment factors:
x

Soundness -The extent to which the scientific and technical procedures,
measures, methods or models employed to generate the information are
reasonable for, and consistent with, the intended application.

x

Applicability and Utility -The extent to which the information is relevant for the
Agency’s intended use.

x

Clarity and Completeness -The degree of clarity and completeness with which the
data, assumptions, methods, quality assurance, sponsoring organizations and analyses
employed to generate the information are documented.

x

Uncertainty and Variability -The extent to which the variability and uncertainty
(quantitative and qualitative) in the information or in the procedures, measures,
methods or models are evaluated and characterized.

x

Evaluation and Review -The extent of independent verification, validation and peer
review of the information or of the procedures, measures, methods or models.

These assessment factors reflect the most salient features of EPA’s existing information quality
policies and guidelines.
For further information, please visit http://www2.epa.gov/osa/summary-general-assessmentfactors-evaluating-quality-scientific-and-technical-information.
.
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APPENDIX D. SOUND SCIENCE AND PEER REVIEW IN RULEMAKING POLICY
In response to several provisions of the December 2004, OMB Bulletin Final Information Quality
Bulletin for Peer Review, the Office of Policy (formerly known as the Office of Policy, Economics, and
Innovation [OPEI]) created conditional peer review template language for the preambles to proposed
and final rules (Attachment A). This language should be used by rulewriters in the preamble of
regulations that rely on influential scientific information or a highly influential scientific assessment,
which are two categories of information defined in Section 3.2 of this Handbook.
For proposed and final regulations that rely on influential scientific information or a highly influential
scientific assessment, rulewriters should use the template as a model to discuss peer review in the
preamble where appropriate. In addition, peer review leaders should communicate with rulewriters and
workgroup chairs to ensure that all appropriate peer review material is included in the docket, and that
template language is included in the preamble.
The Office of Policy also revised the Action Memorandum Framework to include a discussion of peer
review for influential scientific information or a highly influential scientific assessment (Attachment B).
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ATTACHMENT A

Peer Review (Conditional Template)
Read this first (but DO NOT insert it in your preamble):
The OMB Final Information Quality Bulletin for Peer Review directs EPA to include a discussion of the
peer review report and how the Agency complied with the provisions of the Bulletin in the preamble of
rulemakings that are supported by influential scientific information or highly influential scientific
assessments. Peer review reports should either (a) include a verbatim copy of each reviewer’s comments
(either with or without specific attributions) or (b) represent the views of the group as a whole, including
any disparate and dissenting views. The Agency should disclose the names of the reviewers and their
organizational affiliations in the report and should notify the reviewers in advance regarding the extent
of the disclosure and attribution planned by the Agency. You should ensure that the peer review report is
placed in the docket to comply with the OMB Bulletin.
Use this template if your proposed or final rule is based on a work product containing influential
scientific information or a highly influential scientific assessment. This language should appear in the
Supplementary Information section of regulatory preambles under General Information. You may want
to include the language under the heading:
Did EPA conduct a peer review before issuing this notice?
Π
PROPOSED & FINAL ACTIONS: If you used a highly influential scientific assessment
or influential scientific information to support this rulemaking, insert this into the preamble
of your proposed or final rule, advanced notice of proposed rulemaking, or other substantive
action:
This regulatory action was supported by [influential scientific information or a highly
influential scientific assessment]. Therefore, EPA conducted a peer review in accordance with
OMB’s Final Information Quality Bulletin for Peer Review. [Insert a brief description of the
peer review process along with any other relevant information.] The peer review report is
located in the docket for this action. According to the report, [insert a brief discussion of the
peer review report. For more information about the peer review report, see the Peer
Review Handbook.]
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ATTACHMENT B

Guidelines and Template for
Action Memoranda Accompanying Regulatory Packages
(Updated 10/05/2011)

Background
This guidance and template focuses only on those action memoranda prepared for the Administrator.
You may or may not be asked by your program office to produce similar memos for actions signed by a
delegated official other than the Administrator, but this guidance and template do not cover such
instances. Speak with your program or regional office’s Regulatory Steering Committee (RSC) member
to learn what office-specific procedures may exist.
An action memorandum should be included with all regulatory packages brought to the Administrator
for signature. Also, a copy of the draft memorandum should be included as part of 1) the Final Agency
Review (FAR) package that is circulated to participating offices for final review and 2) the package that
is submitted to the Office of Policy (OP) to initiate review by the Office of Management and Budget
(OMB). The action memorandum provides a formal communication between the recommending official
and the Administrator. It also offers a succinct rationale for the action, and provides a plain English
explanation of the action in order to inform the Administrator’s decision and help in future
communications of the rule to the public and Congress. The memo should be signed by the
recommending official [usually the Assistant Administrator (AA)] and should receive the personal
attention of the recommending official.

Guidelines for Using This Template
Instructions for each section of an action memorandum are provided within the template below. The
template is already formatted according to the Correspondence Manual’s guidance, and you should be
able to copy and paste the entire template into a new Microsoft Word document to begin creating your
action memorandum. Please be aware that formatting may or may not be altered when you copy the
template into another document. Carefully read the tips below to understand how your memo should be
formatted.
As with other Action Development Process (ADP) guidance and templates, template text provided
herein that appears in regular font and black ink should be inserted into your document without
significant changes. Instructions on additional text to insert appear as bolded blue text in square brackets
[like this]. Text that appears within blue curly brackets {like this} is optional to include and may be
omitted without further consultation. Once you insert the appropriate text, please remove the brackets,
instructions, color and unnecessary formatting from your document.
As indicated by the use of non-mandatory language such as “should,” “recommend” and “may,” this
document provides recommendations and does not impose any legally binding requirements. Programs
may include information on additional topics if they are relevant to a given action (e.g., information
quality issues).
While preparing your action memorandum, you should follow these tips:
x

Keep your memo to 4 pages; use attachments if you need to include longer descriptions.
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x

Use plain English. Provide a clear understanding of the action being taken and its impact; you
should refrain from copying technical language from your action’s preamble or regulatory text.

x

In the header or footer of each page, insert this reminder: Internal, Deliberative Document – Do
Not Cite, Quote or Distribute.

x

Follow EPA’s Correspondence Manual (http://intranet.epa.gov/agcyintr/manual/) guidance on:
o Usage of “agency” and “EPA”: Use “U.S. Environmental Protection Agency” as the first
reference and “EPA” as the second reference. Use a lowercase “agency” in such
references when it is not used as part of the full formal name of the agency.
o Contractions: Do not use them.
o Printing: Double-sided.
o Ink: Print in black ink when printing. Signing officials may sign in blue or black ink. No
other colors for official correspondence, aside from whatever colors may be on your
letterhead.
o Typeface:


Font: 12 point, Times New Roman.



Spacing:
¾ Lines should be single spaced, but leave one blank line between each
paragraph. For headings, one blank line should be above the heading and
zero blank lines should be below the heading.
¾ One space between each sentence and all punctuation marks.



Indentation: Do not indent the first line of a paragraph.

o Margins:


0.75-inch on all four sides.



Align left for normal text. Do not center, justify or right-align. You may deviate
from left justification when formatting bulleted or numbered lists, quotes or other
special passages.



Seven or eight hard returns should align the first line of text on the first page of
the document, so that the first line is just below the office name that appears on
the right-hand side of standard letterhead.

o Page numbers:


Use them only for memos consisting of four or more pages, and then begin
numbering with page 3. For example, most action memos are likely to be four
pages long. You would place page numbers on pages 3 and 4.
¾ Note: You will need to use a “section break” rather than a “page break” in
Microsoft Word to accomplish this formatting. Also, you must remove the
“Link to Previous Section” feature for the section in which you are
inserting page 3, et seq. The way this guidance/template is formatted
should achieve this formatting for you, as long as you copy and paste the
template portion (the portion starting on pg. 4 of this document) into a new
Word document.
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Use the format “Page # of ##” (e.g., Page 3 of 4).



Center the page number in the footer.



Do not enclose in quotes, dashes or parentheses.

o Acronyms: Spell out acronyms or abbreviations in the Subject line, and wherever they are
first-used.
o Attachments:


Each document that accompanies your memo (e.g., a document that will be
published in the Federal Register, a regulatory impact analysis, an economic
analysis) is considered an attachment.



If attachments are referenced in the body of the text of your memo, type the word
“Attachment” or “Attachments (#)” three lines below the body of the memo. For
more than one attachment, indicate the number in parentheses.



If attachments are not identified in the text, type Attachment or Attachments three
lines below the last line of the memorandum body, flush with the left margin.
Number and list each attachment on a separate line. If more than one line is
needed for any listed attachment, continue the information on a succeeding line
aligned with the first character of the name of the attachment.
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MEMORANDUM
SUBJECT:

[Stage (e.g., Advance Notice of Proposed Rulemaking, Proposed Rule, or Final
Rule): Title of Action] (Tier [insert number]; SAN [insert number]; RIN
[insert number]) – ACTION MEMORANDUM
[Here is an example:
Proposed Rule: CERCLA/EPCRA Administrative Reporting Exemption for Air
Releases of Hazardous Substances from Animal Waste (Tier 2; SAN 5117; RIN
2050-AG37) – ACTION MEMORANDUM]

FROM:

[Insert the name of your Assistant or Regional Administrator]
[Insert “Assistant” or “Regional”] Administrator

THRU:

Office of Policy (1806A)
Office of Executive Secretariat (1105A)

TO:

[Insert the name of the Administrator]
EPA Administrator (1101A)

[This action memorandum should not exceed four pages, but you may use attachments to
provide longer descriptions if necessary. Use plain language throughout. Write this memo so
that the Administrator’s Office, as well as any future officials who refer to this action’s
record, can clearly understand the action being taken and its impact. Refrain from copying
technical language from your action’s preamble or regulatory text.]
PURPOSE
Attached for your signature is a [insert stage (e.g., Advance Notice of Proposed Rulemaking
(ANPRM), proposed rule, final rule)]. [In three to five sentences, explain the action and why
it was needed. This section should provide some context (i.e., how the rule fits into an overall
strategy, agency priority/initiative, or suite of related actions).]
DEADLINE
[Indicate whether any signature or publication deadlines apply. Include this section even if
your action does not have a deadline. If there is a deadline, indicate what it is and the type of
deadline. It may be a legal deadline (e.g., imposed by a court or by law), an Administration
deadline (e.g., identified as a priority action or fulfilling an external commitment), or an
internal management deadline (e.g., timed with an event or speech). If no deadline exists,
simply state: “No deadlines apply to this action.”]
OVERVIEW
[Briefly describe the action, the relevant statute that provides authority for the action and,
as appropriate, cover the following points:
x

Describe the specific environmental issue(s), public health problem(s) and/or
statutory requirements being addressed, and the goal of this action;
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x

Describe how the regulated community is affected (e.g., performance standards,
specific requirements);

x

Describe implementation flexibilities, particularly for states and regulated entities;

x

Describe key issues, such as any environmental justice concerns or Limited English
Proficiency (LEP) concerns related to this action, and how they were addressed;

x

Identify other actions underway that will affect this particular program or sector;

x

Identify whether the action amends the Code of Federal Regulations and, if so,
explain what kind of amendment (e.g., procedural); and

x

Briefly summarize the history of the action.]

{Many programs elect to use subheadings in this section (e.g., Authority, Background, Actions
Proposed, Key Issues).}
ANTICIPATED PUBLIC AND STAKEHOLDER RESPONSE
[Describe the type of response anticipated from the various audiences interested or
impacted by the action. Identify both the involved stakeholders and the nature of their
expected response. Characterize the likely reaction to the action by all interested parties
including industry; environmental groups; Congress; state, local and tribal governments;
and OMB. Explain what the agency has done to mitigate anticipated adverse reactions.]
INTERNAL DEVELOPMENT AND REVIEW PROCESS
[Identify whether the action was developed under Tier 1, 2 or 3. If the action was Tier 1 or
2, present, in an attachment if preferred, a brief chronology of the development and review
process, noting specifically when the workgroup was formed. Note at what stages and for
what specific objectives at each stage the workgroup was substantially engaged, including
prior to seeking Early Guidance. (The Office of Policy will attach the summary memo from
Final Agency Review (FAR).) Describe any noteworthy or innovative collaborative
development and review process(es) used internally, and identify those that would be
appropriate “best practices” to advance One EPA.]
[Identify program offices or Regions that participated in the development of the action,
along with any outstanding issues from the development process and why they cannot be
resolved or accommodated. Also, provide the basis for any decision made to not address an
identified cross-media impact.]
OMB TRANSACTION
[Identify the determination by the Office of Management and Budget (OMB) (e.g.,
significant, non-significant, waived) and whether the action went to OMB for review under
Executive Order (EO) 12866. If the action went to OMB for review, highlight significant
issues resulting from EO 12866 review, including any significant issues raised by other
agencies participating in the review. Explain any substantive changes made to the action as
a result of recommendations from OMB or the other agencies.]
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[If the action is subject to EO 12866 review but OMB waived review (e.g., OMB determined
the action was significant but decided not to review it), please indicate whether OMB was
otherwise involved with the action (e.g., was briefed) and describe the results of this
interaction.]
[If the action is not subject to EO 12866 review, please indicate if OMB was briefed or
otherwise involved. Describe the results of this interaction.]
[Note that you will not be able to complete this section until after OMB completes its review
of the action; therefore, this section generally will not be complete when you circulate the
draft Action Memorandum with the FAR package and the EO 12866 review package to
OMB. Do your best to provide what detail you can when circulating the draft memo,
however (e.g., it is likely that you can list the OMB determination in this section, even at the
draft stage.)]
IMPACTS
[Summarize the costs and benefits of the action – including a discussion of any nonmonetized benefits and/or non-quantified benefits – and the results of any economic
analyses. As appropriate under individual statutes, explain how cost-benefit analyses helped
to shape the approach chosen.]
{Use an attachment to provide any additional economic impact detail and to summarize, as
applicable, the regulatory flexibility analysis and Small Business Advocacy Review (SBAR)
Panel recommendations. Also, this attachment may describe impacts on affected entities, such as
other federal agencies, states, local governments, tribes, paperwork burdens, children’s health,
environmental justice populations, climate change, etc., that you are likely to discuss in the
“Statutory and Executive Order” section of your rule’s preamble or in other contexts. Consider
using a table to display estimates (i.e., use the Circular A-4 table for economically significant
rules.) Reference the attachment in the Impacts section and list the impacts described in the
attachment.}
{This attachment should be succinct and focused on salient issues that senior decision-makers in
the Office of the Administrator need to know. You may wish to use subheadings in this
attachment (e.g., Environmental Justice, Limited English Proficiency, Small Business Impacts,
Federalism Impacts). Guidance for describing the impacts related to applicable statutes and
executive orders can be found in the ADP Library (http://intranet.epa.gov/adplibrary/).}
STAKEHOLDER INVOLVEMENT
[Briefly discuss the role of state, local and tribal government entities and private sector
stakeholders (e.g., regulated entities, NGOs, academia) in the development of the action.
Summarize the concerns they have raised and what the agency has done to address them, or
explain why the agency cannot address them. If applicable, refer to the discussion above or
in the attachment on impacts related to EJ concerns, children’s health concerns, or other
issues described in the Impacts section.]
PEER REVIEW
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[If you did not use influential scientific information or a highly influential scientific
assessment as defined by the EPA’s Peer Review Handbook
(http://www.epa.gov/peerreview/pdfs/prhandbk.pdf) to support the action, include the
following statement in the Action Memorandum: There were no influential or highly
influential products supporting this action as defined by the agency’s Peer Review Handbook.]
[If you did use influential scientific information or a highly influential scientific assessment
to support the action, include the following statement: [Insert Name of AAship] has followed
the agency’s Peer Review Policy with respect to the underlying [influential scientific
information or highly influential scientific assessment] supporting this action.]
[You may add any details you think are important, but you generally should not modify
this compliance statement. If you used influential scientific information or a highly
influential scientific assessment, but were not fully able to meet the Peer Review Policy,
explain why.]
RECOMMENDATION
[Recommend an action the Administrator should take (i.e., sign the rule or other document).
Here is an example: I recommend that you sign the attached rulemaking.]
[Three lines below the body of the memo, indicate that you have attached a rule for
signature, and other documents as appropriate. If your attachment(s) are referenced in the
body of the memo, insert either the word “Attachment” or “Attachments (#),” indicating the
number of attachments in parentheses. If you have referenced the attachments in the body
of your memo, you need not list the names of them here. On the other hand, if attachments
are not identified in the body, type “Attachment” or “Attachments” three lines below the
last line of the memorandum body, flush with the left margin. Number and list each
attachment on a separate line. If more than one line is needed for any listed attachment,
continue the information on a succeeding line aligned with the first character of the name of
the attachment.]
[NOTE: Where an Action Memorandum accompanies another document (e.g., a rule or
Federal Register document) to be signed by the Administrator, you should not include a
concurrence line at the bottom of the Action Memorandum or anything else that might
cause the Action Memorandum to be misinterpreted to be a Decision Memo, which it is not.
After signature, the Federal Register notice (or other document such as an order) will
contain the agency’s decision or action (if any). The Action Memorandum is only a predecisional briefing document.]
{You may wish to add a “cc” line if you are sending a copy of the action memorandum to others.
Do not include a courtesy title such as Mr. or Mrs. The “cc” line should be flush left and two lines
below your text or the “Attachment/Attachments” line. Two spaces follow the colon after “cc.” If
a courtesy copy list is too long to fit in a single column at the bottom of the memorandum, a
separate distribution list is permitted and should be referenced in the Attachments.}
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APPENDIX E. EXAMPLES OF PEER REVIEW STATEMENTS OF WORK
Note: The examples are provided for reference purposes only. Development of new Statements of Work
should reflect current agency policies and procedures, including the “Conflict of Interest Review Process
for Contractor-Managed Peer Reviews of EPA HISA and ISI Documents.”
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Statement of Work: Letter Review
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External Peer Review of the EPA’s
Markov Chain Nest Productivity Model (MCnest)
STATEMENT OF WORK AND CHARGE TO REVIEWERS
Background
A challenge in the regulation of pesticides is to improve methods for quantifying ecological risk
projections in higher-tier risk assessments that can address the “so what” questions about potential
changes to wildlife populations. The United States Environmental Protection Agency’s (USEPA)
Office of Pesticide Programs (OPP) has developed a Terrestrial Investigation Model (TIM) for
quantifying the magnitude of acute mortality in birds exposed to a pesticide, but has not adopted a
method for quantifying effects to reproductive success. In the current pesticide risk assessment
process, results from a pair of laboratory avian reproduction tests are used in calculating risk quotients
(RQ) by comparing the reported no-observed-adverse-effect concentration (NOAEC) for the most
sensitive measured endpoint(s) with estimates of the maximum dietary exposure expected for a given
application rate. As a screening tool, RQs are compared to an established regulatory level-of-concern
to categorize the potential for unacceptable risk. Because of the high degree of uncertainty in these
simple tools for characterizing risk, RQs typically incorporate conservative or worse-case assumptions
about exposure and toxicity to reduce the chances of concluding a chemical has an acceptable level of
risk when in fact it does not (i.e., false negative conclusion). Consequently, risk quotients can be used
to identify the environmental concentration above which adverse effects to avian reproduction may
occur, but they cannot determine the probability or magnitude of potential reproductive effects.
An alternative conceptual framework for interpreting the results of avian reproduction tests was
proposed by Bennett et al. (2005). Briefly, it involves linking the types of effects that may occur
during each phase of a bird’s reproductive cycle (e.g., pair formation, egg laying, incubation, nestling
rearing) to selected surrogate endpoints from all three standard avian toxicity tests and relates those
effects to the estimated exposure during each phase under a given pesticide-use scenario. Because the
great majority of avian reproduction tests do not provide quantitative dose-response information for
surrogate endpoints, by necessity the alternative approach is based on a series of phase-specific
deterministic decision points – essentially RQs for specific surrogate endpoints at each breeding phase
– for determining whether the nest attempt fails or continues. If the estimated exposure during the
critical exposure period is less than the established toxicity threshold (e.g., the no-observed-adverseeffect level or NOAEL) for surrogate endpoints at each phase, the nest continues without disruption.
However, if exposure exceeds the toxicity threshold for a surrogate endpoint, the nest attempt is
assumed to have failed and the female may be able to renest if conditions permit and sufficient time
remains in the breeding season. Also, for those species that can produce multiple broods in a single
breeding season, females may renest after successful nesting attempts if conditions permit. The
simulated performance of a population of females in relation to the timing of pesticide applications is
modeled over the course of a full breeding season. Consequently, using this framework, the effects of a
pesticide on annual reproductive success are not only a function of the results of avian toxicity tests,
but also are quite sensitive to the timing of pesticide applications relative to a species’ breeding season
and to differences in life history characteristics among species.
A flexible mathematical model, known as the Markov chain nest productivity model or MCnest, has
been developed for implementing the conceptual framework of Bennett et al. (2005). It projects
estimates of pesticide effects on reproductive success for a broad range of species and can be modified
to incorporate either sparse or abundant life-history data. MCnest builds on over 40 years of avian
nest-survival modeling in the ornithological literature. This Markov chain model is equivalent to the
well-known Mayfield nest-survival model when similar assumptions are. Although the basic version of
MCnest was developed to use data from the standardized avian toxicity tests required by OPP, it could
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be applied to contaminant effects questions in other USEPA Program Offices, though at present the
model is not designed to adequately estimate the effects of bioaccumulative chemicals where effects
on hatchability and hatchling survival may result from chemical residues accumulated prior to the egg
formation period.
Most of the data used in MCnest are in the form of input parameters provided by the model user and
represent three categories of input parameters: toxicity threshold values for surrogate endpoints,
pesticide application scenarios, and species life history parameters. MCnest uses information for
parameterizing toxicity threshold values and application scenarios that is currently available in the risk
assessment process. The model user may use default life history parameters from a library of avian
species available to MCnest or create new or modified species parameter profiles.
The primary output of MCnest is an estimate of the potential magnitude of pesticide effects to annual
reproductive success by calculating the relative difference between scenarios with and without
pesticide exposure. It also provides information on which species are at greatest risk under a specific
pesticide-use scenario or which application dates have the greatest impact throughout a breeding
season. This quantitative estimate of pesticide effects on annual reproductive success is needed for use
in population modeling or probabilistic risk assessments.
Scope of Review/Objective Statement
The focus of this review is the MCnest model and its accompanying user’s and technical manuals with
the objective of providing a written, independent review of the MCnest model and commenting on its
ease of use and utility in estimating risk.
The enclosed CD contains a copy of:
x
x
x
x
x
x
x

the MCnest model
an Excel file named ‘SpeciesLibrary’
the MCR Installer
a User’s Manual
a Technical Manual
a Species Life History Profiles Manual
the Bennett et al. (2005) Ecotoxicology publication

The basic version of MCnest focuses on the pesticide risk assessment process of USEPA’s Office of
Pesticide Programs, though the model could be modified in future versions for application in other
USEPA program offices or other regulatory bodies. The document on avian life history profiles is
included for background purposes, but is not the focus of this review; once the MCnest model is
finalized, the species profiles will be expanded and peer-reviewed separately for use in MCnest. Also,
since the purpose of MCnest is to implement the conceptual approach first described by Bennett et al.
(2005), that paper is included for background.
Contacts
If you have questions regarding installation or operation of the model, please feel free to contact
[Name] at [Phone] or [Email].
If you have questions regarding the review or providing answers to the charge questions, please
contact [Name of Peer Review Coordinator] at [Phone] or [Email].
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Task Description
1. The contractor shall install the draft MCnest model (including the MCR Installer and the
“SpeciesLibrary” excel file) on their computer.
2. The contractor shall perform an independent review of MCnest model and the user’s and technical
manuals.
3. The contractor shall provide a written evaluation addressing the charge questions, with
recommendations, in a report submitted to [the Peer Review Coordinator] no later than [Date].
Government Responsibilities
1. Provide a Statement of Work outlining expectations.
2. Request a conflict of interest statement.
3. Provide a professional services fee (honorarium) if appropriate.
4. Provide a CD including all necessary files.
Milestones/Deliverables and Schedule
The reviewer shall review the MCnest model and the accompanying user’s and technical manuals and
provide written comments addressing the charge questions to [the Peer Review Coordinator] no later
than [Date].
Acceptance Criteria
An independent and unbiased professional review is provided in written form.
Charge Questions
In your written review, please address the following questions. Additional comments and
recommendations for improving the model and associated methodology are welcome.
1. The user’s manual is intended to introduce all of the currently available features of the MCnest
model and allow the model user to start running model simulations. Did you have problems or
questions during the installation or operation of the MCnest model? Did you encounter issues
that were not explained sufficiently in the user’s manual? Do you have any suggestions for
improving the user’s manual?

2. The technical manual provides background material on the details for how the model operates
and how calculations are performed; however, it does not provide guidance on policy-related
issues that will need to be addressed for use in a regulatory context. Does the technical manual
provide sufficient technical background information for how the model operates and how
decisions are made? Are there additional technical issues that should be discussed in the
technical manual?
3. The intent of the basic version of MCnest is to implement a breeding phase-specific
approach for quantifying pesticide effects on avian reproductive success that is general
enough to be applied to a broad range of species life history strategies. Does the technical
manual adequately explain the selection and use of surrogate endpoints? Do the manuals
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adequately explain how choices made for input parameters might affect the model results?
4. Despite the limitations of both toxicity test data and life history information, does the
model provide a basis for quantifying the magnitude of change to reproductive success
from pesticide exposure that adds value beyond the current use of risk quotients? Does the
model adequately implement the breeding phase-specific approach for quantifying
pesticide effects on reproductive success?
5. Beyond the basic model outputs provided, are there additional outputs (e.g., graphs, data
summaries) that would be useful for understanding the simulation results or interpreting
differences among simulations?
6. Work is underway to include more detailed exposure estimation and improved methods for
defining the length of a breeding season in future versions of MCnest. Are there additional
features or issues that you believe should be addressed in MCnest?
Reporting Requirements
Please provide your written comments to [the Peer Review Coordinator] by [Date], answering the
questions specified above. The review may be sent by regular mail to the address below, by email
to [Email] or by FAX to [Number].
We sincerely thank you for your input to our peer review process.
Peer Review Coordinator
Address
Phone
Email
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Statement of Work: Contractor-Managed Peer Review
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EPA-12-H-000466
STATEMENT OF WORK
U.S. EPA Environmental Economics Peer Review
BACKGROUND INFORMATION:
The National Center for Environmental Economics (NCEE) is located in the Office of Policy,
Economics and Innovation and serves as a center of expertise for cutting-edge research and
analysis in environmental economics. NCEE’s primary function is to assist the Environmental
Protection Agency’s (EPA’s) program and staff offices in applying sound economic science in
the development of analyses that support the Agency’s actions. NCEE conducts and supervises a
wide array of research and development on economic analytic methods, and provides guidance
and support for performing economic analyses throughout the Agency. NCEE serves as an
information resource for EPA, other government departments and agencies, and the public on
benefit-cost analyses, economic impact models and measurement, and economic incentive
measures.
Peer review is an important component of the scientific process. It provides a focused, objective
evaluation of work products, and the criticism, suggestions and new ideas provided by the peer
reviewers stimulate creative thought, strengthens the reviewed document and confer credibility
on the product. Comprehensive, objective peer reviews leads to good science and product
acceptance within the scientific community.
PURPOSE:
NCEE (and economists throughout the Agency) routinely create work products that require peer
review. The purpose of this contract is to procure peer review services from a contractor that is
able to perform peer review of a variety of environmental economic work products. The
economic work products for peer review required under this contract, as described in EPA’s Peer
Review Handbook, 3rd Edition
(http://www.epa.gov/peerreview/pdfs/peer_review_handbook_2006.pdf) are as follows:
1. Economic and financial methodologies that will serve as a principal method or
protocol used to conduct economic analyses within a program;
2. Unique or novel applications of existing economic and financial methodologies ,
particularly those that are recognized to be outside of mainstream economic practices;
3. Stated preference (e.g., contingent valuation) and revealed preference surveys (e.g.,
recreational travel cost surveys) developed to assist in the economic analysis of a
regulation or program ;
4. National surveys of costs and expenditures for environmental protection (e.g.,
financial needs surveys, pollution abatement expenditures surveys);
5. Meta-analyses (i.e., re-analyses of existing published literature and supporting data on
the measurement of economic benefits, costs and impacts);
6. Data and analytical models underlying economic analyses, particularly those
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supporting economically significant rules, if the models and corresponding use of the
data have not been previously subject to adequate peer review; and
7. Applications for research grants.
Note that the above list omits two (2) kinds of economic work products described in the Peer
Review Handbook that are typically peer reviewed: internal Agency guidance for conducting
economic and financial analysis; and broad-scale economic assessments of regulatory programs,
such as those required by Congressional mandates (e.g., the Clean Air Act reports to Congress on
benefits and costs). These major work products would usually be reviewed by EPA’s
Science Advisory Board Environmental Economics Advisory Committee or an equivalent body,
and are not in the scope of this Statement of Work (SOW).
Examples of current and/or previous work products produced by NCEE in need of peer review
are as follows:
1.
NCEE recently published the Handbook on the Benefits, Costs, and Impacts of Land
Cleanup and Reuse (http://yosemite.epa.gov/ee/epa/eed.nsf/pages/LandHandbook.html),
which is 126 pages and which was peer reviewed by a panel of seven (7) environmental
economists.
2.
NCEE is also leading a large effort to value the benefits of the Chesapeake Bay Total
Maximum Daily Load, including a stated preference survey, a hedonic analysis, commercial
and recreational fishing benefits, protecting drinking water in groundwater wells, other
ancillary benefits, and a benefit transfer exercise. NCEE expects that each component of this
analysis will result in a report of approximately 50 pages that would need to be peer reviewed
by three (3) outside economists.
3.
NCEE routinely issues proposals for research grant applications; these proposals are
usually 10-15 pages in length with some supporting information. All research grant proposals
must be externally peer-reviewed and NCEE prefers three (3) external reviewers per
proposal.
The purpose of this contract is to provide peer review for the whole variety of environmental
economics work products from NCEE and EPA. Several offices within EPA will utilize this
contract, for in-scope work, based upon NCEE projections and future requirements.
TECHNICAL SUPPORT REQUIREMENTS:
The contractor shall perform the following tasks in support of this contract:
A. Peer Review Services
The contractor shall perform scientific/technical peer reviews of documents and materials related
to the full breadth of Agency work products and grant/cooperative agreement proposals
pertaining to environmental economics. The peer reviews may occur by mail or email; via
telephone or video conferences; or during in-person meetings.
When conducting peer reviews, the contractor shall follow EPA’s Peer Review Handbook, 3rd
edition (EPA 1OO/B-06/002, January 2006, which is provided at the following website:
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http://www.epa.gov/peerreview/pdfs/peer_review_handbook_2006.pdf; and Addendum (2009) at
the following link: http://www.epa.gov/peerreview/pdfs/spc_peer_rvw_handbook_addendum.pdf
or the most recent rendition of that Handbook, to the extent that the subject of the review is
covered by EPA’s Peer Review Handbook, 3rd Edition and the Addendum.
1. Identify and Recruit Qualified Reviewers
The number of reviewers required and their qualifications will be determined during contract
performance and will be provided by the Contracting Officer’s Representative (COR); the
reviewer(s) qualifications may vary depending upon the technical nature of the work product.
The minimum qualifications for a peer reviewer of the products encompassed in this contract are
a Ph.D. in economics, environmental economics, agricultural economics, or a related field.
Interdisciplinary projects may, in some cases, require expertise (as demonstrated by a Ph.D.) in a
different field; any such cases will be indicated by the COR.
The appropriate expertise, knowledge, and experience necessary for individual peer reviewers
will be indicated by the COR according to the following:
Level 1 reviewers will have engaged in relevant research as evidenced by at least one
peer-reviewed journal publication in the subject of the review.
Level 2 reviewers will have engaged in relevant research as evidenced by at least three
peer-reviewed journal publications in the subject of the review; or by at least one peerreviewed journal publication in the subject of the review and by serving as the principal
investigator for a research project comparable to the product being reviewed.
Level 3 reviewers will have engaged in relevant research and achieved standing in the
field as evidenced by at least four peer-reviewed journal publications in the subject of the
review; by serving as the principal investigator for at least one research project
comparable to the product being reviewed; and by achieving recognition in the field as
reflected by awards, and other honors received from scientific and professional
organizations (e.g., an AERE or AAAS Fellow), distinguished or named professorships,
journal editorships, or appointment to high-level review committees (such as the National
Research Council or Science Advisory Board).
Prior to the performance of a peer review, the contractor shall submit to the COR and the CO a
Statement of Conflict of Interest for each reviewer in addition to a complete list of all
prospective reviewers within two (2) weeks of the contractors receipt of the number of reviewers
and their qualifications from the COR. For each prospective reviewer, the submission shall
include: (1) a short academic and professional biography, and a brief paragraph concerning the
reviewer’s technical expertise in support of the reviewer’s selection; and (2) information
concerning the reviewer’s availability and willingness to provide the review within the specified
time frame. The CO will verify that the list of reviewers conforms to the number and
qualifications of reviewers provided to the contractor and required for the review. The contractor
will be notified by the CO with a determination of consent with regard to the list of proposed
reviewers. NCEE will not be involved in the selection of individual peer reviewers.
Within three (3) working days of receiving the CO’s consent that the contractor’s proposed list
of reviewers conforms to the peer review’s specifications and Statement of Conflict of Interest,
the contractor shall select and enlist the services of reviewers.
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It is the responsibility of the contractor to ensure that all peer reviews are conducted in a manner
to avoid all actual or potential, substantial conflicts of interest, or the appearance of substantial
conflicts to the maximum extent possible. Prior to conducting a peer review, the contractor shall
ensure that each reviewer is free of any actual or potential conflict of interest (COI), or the
appearance of any substantial conflict that are direct and substantial enough as to rule out a
particular reviewer. Any particular COI, or appearance of loss of impartiality (see Chapter 5),
must be disclosed by the contractor with a description of the actions the contractor has taken, or
proposes to take, to avoid, mitigate, or neutralize the COI or appearance of loss of impartiality.
Assurance of impartiality of each reviewer must be provided by the contractor to EPA.
2. Submission of Written Comments
Each review will be directed by a charge (including general and specific questions, evaluation
criteria, or similar instructions to peer reviewers) that will be provided by the COR. (See Section
3.2 of the Peer Review Handbook for a description of charges.)
After completing the review, the contractor shall submit the peer review panel’s written
comments in final form, along with all supporting materials, such as additional references or
suggested approaches, to the appropriate EPA personnel. Review packages submitted by the
contractor to EPA shall include: (1) written general comments; (2) specific changes or revisions
required to improve clarity; (3) scientific changes or revisions required to improve the clarity
and/or the scientific accuracy of the documents or products; (4) any new data that might
contribute to the derivation of improved processes and procedures; (5) other scientific and
technical materials that may be pertinent; and (6) any other materials necessary to complete the
peer review record. The contractor shall also be readily available to clarify any peer review
comments and recommendations the EPA poses within a week of submission of the review
package.
The contractor shall submit these documents to the COR in final form. All final peer reviews
submitted shall include copies of the literature cited or make reference to the citations in the
document for the COR to verify and approve.
3. Submission of Panel Recommendations
For reports that include peer review panel recommendations, the contractor shall: (1) explain and
rank the policy or action alternatives; (2) describe the procedures used to arrive at the
recommendations; (3) summarize the substance of the peer review panel’s deliberations; (4)
summarize any peer review panel dissenting views; (5) list the sources relied upon; and (6)
provide any other information necessary clarify the methods and considerations upon which the
recommendations are based.
The contractor shall submit these documents to the COR in final form. All final peer reviews
submitted shall include copies of the literature cited or make reference to the citations in the
document for the COR to verify and approve.
B. Workshop and Meeting Support Requirements
The contractor shall perform the following activities relative to peer review meetings, meetings
that are not explicitly peer review, as well as for scientific workshop/workshop support, in
support of this contract:
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1. Pre-Workshop/Meeting Support
The contractor shall:
a) Identify attendees. Organize and provide support in arranging workshops, meetings, and
presentations by individuals to address issues and concerns raised by the peer review
and/or as requested;
b) Arrange for workshops and meetings to be held at EPA office locations or other
geographical sites, as specified during contract performance;
c) Arrange for facilities necessary to support required equipment, agenda development, and
other logistical support , including: tape recording, audiovisual, computer, photo-copying,
and operation of audiovisual equipment, microphones, and lighted pointers (all
photocopying shall adhere to the clause Printing, (EPAAR 1552.208-70) (DEC 2005));
d) Select hotel and arrange for rooms for workshop participants, as necessary;
e) Develop the registration process and the materials needed for pre- workshop/meeting and
onsite activities, e.g., registration and distribution of workshop/meeting materials,
agendas, literature, information pamphlets, etc. to participants;
f) Inspect meeting and workshop site with site personnel, checking all facilities, furniture,
equipment, and signs to ensure facilities are appropriate and sufficient to handle
meeting/workshop and attendees’ requirements; and
g) Provide identification badges for workshop and meeting attendees.
h) The contractor shall clearly identify itself as an EPA contractor. When in attendance at
meetings, contractor personnel shall wear identification that is different than the badges
used by seminar attendees or Agency personnel attending or speaking at the meeting.
Contractor personnel shall identify themselves as such when placing calls in conjunction
with the SOW.
i) Arrange teleconferences for planning purposes, peer review panels, or similar purposes.
2. Post-Workshop/Meeting Support
The contractor shall:
a) Obtain all post-meeting/workshop comments, collect and compile all comments and
suggested document revisions, transcribe meeting proceedings where required , and
obtain all new hard copy references with distribution of copies as specified during
contract performance; and
b) Distribute draft proceedings summaries to the peer reviewers and/or participants for
comment. Distribute revised proceedings summaries to the COR for review to ensure
completeness and clarity before development of final document(s).
DELIVERABLES AND SERVICES
1. The contractor shall deliver complete comments, as specified during contract
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performance, to assure rapid assimilation and timely action by EPA. Deliverables will be
used to improve the quality of planned and current research projects and to assess the
scientific and technical accuracy of completed and current work before dissemination
outside EPA. Specific deliverables will be specified during contract performance. In
providing deliverables , the contractor shall: provide high quality peer reviews and
workshops in the research areas specified during contract performance;
2. Maintain the capability to provide such peer reviews and workshops as needed ,
document qualifications of personnel, and ensure performance of the work in accordance
with EPA guidance;
3. Disseminate existing EPA supplied and specified documents, as referenced during
contract performance;
4. Arrive at firm conclusions and/or recommendations, and provide supporting
documentation and/or analyses to EPA;
5. Coordinate peer review findings with EPA and other selected individuals through
teleconferences, workshops , and/or meetings involving the COR and any other specified
EPA personnel, to clarify specific scientific points made by a peer review panel , and to
document views and scientific judgments made by peer reviewers;
6. Provide a full and accurate accounting of all work ordered, as required;
7. Document the procedures used to ensure that all specifications required for a given
review are met;
8. Maintain a record of ongoing and completed peer reviews, and devise a system for
documenting all peer reviews conducted; an electronic copy of a progress report shall be
sent to the COR and the CO.
9. Provide follow-up information to peer reviewers, to the COR and the CO;
10. Certify that, to the best of the contractor’s knowledge and belief, no actual or potential
conflicts of interest, or appearance of substantial conflicts exist, in accordance with
contract requirements; and
11. Provide pre-meeting, meeting, and post-meeting workshop support, including planning,
arranging, administering, and conducting required workshops and/or meetings.
Copies of all deliverables shall be sent to the COR in an electronic format (i.e., MS Word or MS
Excel, MS Office 97 or a later version), along with a portable document file (.pdf) copy. The
deliverable must include, but not be limited to, the peer review or workshop title. In all matters,
the contractor shall perform in a manner that will ensure consistency of procedure and practice in
support of the requirements of this SOW, and shall ensure consistent completion of all
deliverables in accordance with the contract.
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APPENDIX F. GUIDANCE ON REQUESTING A REVIEW
BY THE SCIENCE ADVISORY BOARD
Introduction
Each year, the Deputy Administrator invites the EPA’s senior leadership to identify requests for advice
and peer review from the agency’s independent Science Advisory Board (SAB), Clean Air Scientific
Advisory Committee (CASAC), and other advisory committees. Significant scientific and technical
issues related to the Administrator’s priorities are topics most appropriate for consideration by these
science advisory committees, which are supported by the SAB Staff Office in the Office of the
Administrator. This appendix provides guidance for identifying and nominating requests for SAB and
CASAC review. More detailed information about the functions and advisory process for the committees
is available at http://www.epa.gov/sab.
Background
The SAB and CASAC provide mechanisms for the EPA to receive external peer review and other advice
designed to make a positive difference in producing and using science at the agency.
The SAB has a broad congressional mandate to provide independent advice and peer review to the EPA
Administrator on the scientific and technical aspects of environmental issues. Section (c)(1) of the
Environmental Research, Development, and Demonstration Authorization Act ([ERDDAA], 42 U.S.C.
§ 4365] states that “at the time any proposed criteria document, standard, limitation, or regulation …
under any … authority of the Administrator, is provided to any other Federal agency for formal review
and comment, shall make available to the Board such proposed criteria document, standard, limitation,
or regulation, together with relevant scientific and technical information in the possession of the
Environmental Protection Agency on which the proposed action is based.”
The CASAC provides independent advice to the EPA Administrator on the technical bases for the
EPA’s national ambient air quality standards program, including peer review of Integrated Science
Assessments, Risk and Exposure Assessments, and Policy Assessments for criteria air pollutants.
These advisory committees generally provide advice on high-priority scientific and technical issues in
written form, either as peer reviews of final draft technical reports (e.g., guidelines, assessments,
research strategies) or work products (e.g., analytical methods, models, databases) or advisories (written
advice on works in progress). In some cases, where the EPA is committed to interact with the SAB
iteratively in developing a scientific product or activity, advisory members may provide an initial
consultation to provide advice at an early stage in a science activity. Such a consultation will be
followed at a later stage by an advisory or peer review report. The SAB also may provide oral rapid
consultative advice in the event of an emergency, such as a natural disaster, and may conduct de novo
studies on emerging science issues or overarching topics of importance to the EPA.
Because resources are always limiting, the SAB Staff Office uses several criteria for selecting project
proposals proposed by the agency. Advisory project proposals best suited for consideration by the SAB
and CASAC are those that meet several of the following criteria:
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x

General Criterion:
o

x

x

x

x

Provides an opportunity to make a difference in the science that supports the agency’s
mission.

Client-Related Criteria:
o

Supports major regulatory or risk management initiatives.

o

Serves leadership interests (e.g., the Administrator, Congress).

o

Supports EPA strategic priorities.

Science-Driven Criteria:
o

Involves scientific approaches that are new to the EPA.

o

Addresses areas of substantial uncertainties.

Problem-Driven Criteria:
o

Involves major environmental risks.

o

Relates to emerging environmental issues.

o

Exhibits a long-term outlook.

Organizational Criteria:
o

Serves as a model for future agency methods.

o

Requires the commitment of substantial resources to scientific or technological
development.

o

Transcends organizational boundaries, within or outside the EPA (includes international
boundaries).

o

Strengthens the agency’s basic capabilities.

In addition, the SAB Staff Office considers the overall mix of the nominated project proposals for a
specific fiscal year, as well as the time and available resources needed to take on the projects.
Process for Submitting Nominations
Any office desiring to take a product, activity or issue to the SAB for a peer review, advisory project
nomination or consultation is requested to complete the two-step process described below.
Step 1 – Project Identification and Nomination. Each year, the Assistant Administrators and Regional
Administrators are asked to send the SAB Staff Office Director a memorandum that lists all advisory
project nominations, with the highest priority nominations for the next fiscal year identified
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Step 2 – Electronic Project Sheet. Nominators are asked to submit an electronic project sheet for each
individual project to be considered for SAB or CASAC attention. The project sheets are created after
establishing or updating the related Peer Review Project or Science Activity in the agency’s Science
Inventory. The Science Inventory entries must be approved by their Peer Review Coordinator or Science
Activity Coordinator for the specific program or regional office. Project sheets should be filled out for
all desired projects, including previously submitted projects for which no project planning meeting has
occurred between the program or regional office and the SAB Staff Office Director. The electronic
Project sheet may be accessed and completed through the SAB Product Database; contact the SAB Staff
Office for information about how to access the database to create a project sheet. The information fields
required for the electronic project sheet are provided in Table E-1.
Process for Keeping Informed About the Decisions Made
After receiving project nominations, the SAB Staff Office will discuss project priorities with each EPA
program and regional office. The Staff Office also discusses project priorities with the chartered SAB,
which includes the chair of the CASAC. The SAB Staff Office will consult with the EPA Administrator,
Deputy Administrator and Science Advisor to the Administrator to develop an annual operating plan that
includes the highest priority projects. Additionally, projects may be added or deleted at any time during
the fiscal year, as requested by EPA senior management, Congress and the SAB.
The SAB Staff Office will identify a point of contact for each advisory request and keep requesting
offices informed about the status of advisory activities. The SAB website (www.epa.gov/sab) provides
current information about advisory activities once they are announced to the public. This information
includes the Federal Register notice announcing the advisory activity, information about panel
formation, public meetings, draft reports, quality review by the chartered SAB (which reviews and
approves all advisory reports), final reports to the Administrator, and the Administrator’s responses to
final reports.
The SAB and CASAC are federal advisory committees subject to the Federal Advisory Committee Act.
For more information about how these advisory committees operate and the roles of the public and the
agency in that process, please see Advisory Committee Meetings and Report Development: Process for
Public Involvement (EPA-SABSO-04-001).
EPA Staff with questions about the SAB Product Database or the process for submitting nominations to
the EPA SAB may contact the SAB Staff Office.
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Table F-1. Information Fields for Science Advisory Board (SAB) Project Sheet
1.
2.
3.
4.
5.
6.
7.
8.
9.
10.
11.
12.
13.
14.
15.
16.
17.
18.
19.
20.

Project Title
Project Short Title
Fiscal Year SAB Activity Desired to Begin
Quarter SAB Activity Desired to Begin
Requesting Assistant Administrator/Regional Administrator
Requesting Office
Requesting Official (Division Director or above)
Requesting Official’s Title
Program Contact
Program Contact’s Phone
Program Contact’s Mail Code
Background for This Advisory Activity
Tentative Charge
Applicable GPRA Goal and Objective
Description of and Citation for Any Legal Obligation/Directive for SAB Review:
Principal Interested and Affected Parties
Type of SAB Advice Requested
Why Should the SAB Advise on This Project?
Disciplinary Expertise
Budget:
• FY
• Extramural Budget
• FTE
21. Past Peer Reviews
22. Quality Management/Quality Assurance:
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APPENDIX G. EPA FEDERAL ADVISORY COMMITTEES THAT PERFORM
SCIENTIFIC PEER REVIEW
The Federal Advisory Committee Act (FACA; 5 U.S.C., App. 2) is a statute designed to ensure that the
Congress and the public are kept informed of the activities of advisory committees that report to the
executive branch of the federal government. Key provisions of the law are that committees must have
balanced membership in terms of points of view for the tasks to be performed, meetings are to be
announced ahead of time and open to interested members of the public, detailed meeting minutes are to
be kept, and all materials presented to or prepared by or for the committees are to be made available to
the public. In addition, all federal advisory committees must have a formal charter filed with the head of
the agency and the Congress. For more information on Federal Advisory Committees at the EPA, see
http://www.epa.gov/ocem/faca/.
The following scientific advisory committees have been established at the EPA to provide scientific
advice and peer review:
x

EPA Science Advisory Board (SAB): a statutory committee established under the
Environmental Research, Development, and Demonstration Authorization Act (ERDDAA,
codified at 42 U.S.C. § 4365) to provide independent advice and peer review to the EPA’s
Administrator on the scientific and technical aspects of environmental issues, including the
adequacy and scientific basis of any EPA proposed criteria document, standard, limitation or
regulation. The SAB reports directly to the EPA Administrator. For more information on the
SAB, see http://www.epa.gov/sab.

x

EPA Clean Air Scientific Advisory Committee (CASAC): a statutory committee established
under the Clean Air Act (42 U.S.C. § 7409(c)(2)) to provide independent advice on the
scientific and technical aspects of air quality criteria and standards, research related to air
quality, sources of air pollution, and strategies to attain and maintain air quality standards and
prevent significant deterioration of air quality. The CASAC reports directly to the EPA
Administrator. For more information on the CASAC, see http://www.epa.gov/casac.

x

FIFRA Scientific Advisory Panel (SAP): a statutory committee established under the Federal
Insecticide, Fungicide, and Rodenticide Act (FIFRA, 7 U.S.C. § 136w) that provides advice,
evaluations and recommendations on pesticides and pesticide-related issues relating to the
impact on health and the environment of the EPA’s pesticide-related regulatory actions. The
FIFRA SAP reports to the EPA Administrator through EPA’s Assistant Administrator for the
Office of Chemical Safety and Pollution Prevention (OCSPP). For more information on the
FIFRA SAP, see http://www.epa.gov/scipoly/sap.

x

EPA Board of Scientific Counselors (BOSC): a discretionary committee established by the
EPA to provide advice and recommendations on technical and management issues relating to
the Office of Research and Development’s (ORD) research program. As appropriate, the
BOSC coordinates its work with the SAB. The BOSC reports to the EPA Administrator
through the Assistant Administrator for the Office of Research and Development, in
consultation with the Administrator’s Science Advisor. For more information on the BOSC,
see http://www.epa.gov/OSP/bosc.
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x

Human Studies Review Board (HSRB): a statutory committee that provides scientific or policy
advice to the EPA on the scientific and ethical aspects of human subjects research. The HSRB
reports to the EPA Administrator through the EPA’s Science Advisor. For more information
about the HSRB, see http://www.epa.gov/osa/hsrb.
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APPENDIX H. EXAMPLES OF PEER REVIEW CHARGES
It should be noted that certain questions posed in charges can be responded to with a yes or no answer.
Clearly, this is not the type of response the agency generally wants; therefore, it is important to phrase
charge questions carefully to ensure a fully satisfactory and thoughtful response. Where a yes or no
answer might be expected, charge questions should ask for a full explanation supporting the yes or no
answer.
Charges can run the gamut from rather simplistic to highly complex, depending on the nature of the
review. The examples shown here cover a variety of types. Examples 1 through 3 have less complex
questions and are looking for the overall quality of the efforts. Examples 4 and 5 have numerous
technical questions that need to be addressed and are, therefore, more complex in their nature.
Other charges that have been used can be found on the Science Advisory Board (SAB) website at
http://www.epa.gov/sab and the Scientific Advisory Panel (SAP) website at
http://www.epa.gov/scipoly/sap/index.htm.
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Charge Example 1: HISA Example
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US ENVIRONMENTAL PROTECTION AGENCY
OFFICE OF RESEARCH AND DEVELOPMENT

National Coastal Condition Report IV
Charge to the Peer Reviewers
This document represents a collaborative effort among EPA’s Office of Water and Office of Research and
Development, NOAA, and US Fish and Wildlife Service. Our objective is to provide regional and national
assessments of the condition of coastal waters of the U.S.

Background:
The National Coastal Condition Reports represent collaboration among EPA (OW and ORD), NOAA, USFWS,
and coastal state agencies. The first National Coastal Condition Report (NCCR I), published in 2001, reported that
the nation’s coastal resources were in fair condition. The NCCR I used available data from 1990 to 1996 to
characterize approximately 70% of the nation’s coastal resources. The second National Coastal Condition Report
(NCCR II) was based on data from 1997 to 2000 representative of 100% of coastal area in the contiguous 48
states and Puerto Rico, and showed that the nation’s coastal waters continued to be in fair condition. The 3rd
National Coastal Condition Report (NCCR III) assessed condition of the nation’s coastal waters, including Alaska
and Hawaii, based primarily on NCA data collected in 2001 and 2002, and indicated that the condition remained
fair. For the first time, NCCR III also included comparison of changes in condition from 1990 to 2002, presented
for the nation’s coastal waters and by region.
The National Coastal Condition Report IV (NCCR IV) is the fourth in a series of environmental assessments of
U.S. coastal waters and the Great Lakes. The report includes assessments of all the nation’s coastal waters in the
contiguous 48 states and Puerto Rico, south-eastern Alaska, Hawaii, the U.S. Virgin Islands, Guam, and
American Samoa. The NCCR IV presents four main types of data: (1) coastal monitoring data, (2) coastal
ocean/offshore monitoring data, (3) offshore fisheries data, and (4) beach assessment and fish advisory data. The
NCCR IV relies heavily on coastal monitoring data from EPA’s National Coastal Assessment (NCA) to assess
coastal condition by evaluating five indices of condition—water quality, sediment quality, benthic community
condition, coastal habitat loss, and fish tissue contaminants. Coastal waters are valuable from both an
environmental and economic perspective. These waters are vulnerable to pollution from diverse sources. EPA
expects that this report on the condition of coastal waters will support more informed decisions concerning
protection of this resource and will increase public awareness about the extent and seriousness of pollution in
these waters.
The overall condition of the nation’s coastal waters is fair, using five key indices of ecological health [water
quality index (including dissolved oxygen, chlorophyll a, nitrogen, phosphorus, and water clarity), sediment
quality index (including sediment toxicity, sediment contaminants, and sediment total organic carbon), benthic
index, coastal habitat index, and a fish tissue contaminants index]. For each of these five key indices, a score of
good, fair, or poor was assigned to each coastal region of the U.S. These ratings were then averaged to create
overall regional and national scores illustrated using “traffic light” color scoring.

Purpose:
The purpose of this review is to obtain expert feedback and comments on the draft “National Coastal Condition
Report IV.” In your review, please provide written responses to the questions below. Additional comments and
recommendations for improving the report and associated methodology are also welcome.

Charge Questions:
1) Are the methods used to assess coastal condition supported by sound scientific principles?
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2) Selection and use of coastal monitoring indicators are described in Chapter 1 (the Introduction). Do the
coastal monitoring indicators used to assess coastal condition nationally and regionally and do the criteria
for ranking condition as good, fair, or poor reflect the primary environmental concerns of state, regional,
and national resource managers?
3) Are the report’s conclusions supported by the analyses and results?
4) Are the conclusions regarding changes in coastal condition over time supported by the data and analyses
presented?
5) Does this report represent an important contribution to the state of the science for assessment of coastal
waters?
6) Do the four approaches to assessing coastal condition (i.e., coastal monitoring data, coastal ocean/
offshore monitoring data, offshore fisheries, and assessment and advisory data) clearly represent aspects
of coastal condition that are informative and not redundant?
7) Are the shortcomings of available data and assessment approaches clearly articulated?
8) This report is quite lengthy. For those reviewing the entire document or individual chapters, do you have
any recommendations for omitting parts of this report to shorten the length?
9) Please discuss any controversies that may be raised by the conclusions presented in this report.
Please provide written comments to EPA’s Peer Review Coordinator, [name], by [date]. Your review may be sent
by regular mail to the address below, by e-mail to [email] or by fax to [fax number].

If you have any questions concerning the draft report or the charge, please contact me at [phone number]
or [email]. We sincerely thank you for your input to this important peer review.
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Charge Example 2: Charge for a Letter Review for an
Economic Analysis
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Letter Reviews of Chapter 10 of the EPA Economic Analysis Guidelines
Document: Chapter 10 entitled “Environmental Justice, Children’s Environmental Health, and Other
Distributional Considerations” -- approximately 37 pages total
Task: A letter peer review of this report by three (3) external economists with Level 3 expertise.
x

At least one (1) economist will have specific expertise with environmental justice analysis.

x

At least one (1) economist will have specific expertise with public health and distributional
analysis.

x

At least one (1) economist will have familiarity with environmental regulatory impact analysis
and how risk assessment information is used to inform regulatory impact analysis.

Deliverable: Written review comments from each reviewer
Deadline: 4 weeks from receipt of document for review
Charge Questions for External Peer Review of Chapter 10: Environmental Justice, Children’s
Environmental Health, and Other Distributional Considerations
1.

Please provide your overall impressions of the clarity and technical accuracy of the discussion in
the chapter for analyzing and presenting quantitative information about the distributional effects
of environmental regulations with regard to race and income.

2. A brief overview of the environmental justice literature from the economics field is provided.
Are there any pertinent citations that should be added to the discussion?
3. The chapter presents a suite of methods to describe the distributional effects of environmental
regulations. Please comment on the technical accuracy and clarity with which each method is
described. Are there any methods or relevant literature that should be added to the discussion or
deleted?
4. The chapter primarily describes the use of Census data for conducting analyses. Are there
additional data sources that should be included?
5. Does the text box on Social Welfare Functions and Inequality Indices provide a reasonable
discussion of the available literature and challenges in using these indices in the context of
measuring changes in the distribution of environmental quality? Are the conclusions regarding
the use of SWFs and inequality indices in this context technically accurate and scientifically
grounded?
6. The chapter recommends that all economically significant rules include summary statistics on
EJ, with supplemental methods for measuring and estimating EJ impacts as appropriate for the
action. Please comment on whether this is a reasonable approach for presenting the analytic
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results, and if there are other recommended ways to present the analytic results to inform
decision-making?
7. Please provide your overall impressions of the clarity and technical accuracy of the discussion of
elderly, children and intergenerational equity. Should other methods or considerations be added
to this discussion?
8. Are there additional equity dimensions that should be considered in this chapter?
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Charge Example 3: ISI (Panel Review)
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Charge to External Reviewers for the IRIS Toxicological Review of Biphenyl
September 2011
Introduction
The U.S. Environmental Protection Agency (EPA) is seeking an external peer review of the draft
Toxicological Review of Biphenyl that will appear on the Agency’s online database, the Integrated Risk
Information System (IRIS). IRIS is prepared and maintained by the EPA’s National Center for
Environmental Assessment (NCEA) within the Office of Research and Development (ORD). The
existing IRIS assessment for biphenyl includes a chronic reference dose (RfD) posted in 1989 and a
cancer weight-of-evidence descriptor posted in 1991. The external review draft Toxicological Review of
Biphenyl includes an RfD and a cancer assessment.
Charge Questions
Below is a set of charge questions that address scientific issues in the draft Toxicological Review of
Biphenyl. Please provide detailed explanations for responses to the charge questions. EPA will also
consider reviewer comments on other major scientific issues specific to the hazard identification and
dose-response assessment of biphenyl. Please identify and provide the rationale for approaches to
resolve the issues where possible. Please consider the accuracy, objectivity, and transparency of EPA’s
analyses and conclusions in your review.
General Charge Questions:
1. Is the Toxicological Review logical, clear and concise? Has EPA clearly presented and synthesized
the scientific evidence for noncancer and cancer health effects of biphenyl?
2. Please identify any additional peer-reviewed studies from the primary literature that should be
considered in the assessment of noncancer and cancer health effects of biphenyl.
Chemical-Specific Charge Questions:
(A) Oral reference dose (RfD) for biphenyl
1. A developmental toxicity study of biphenyl in Wistar rats (Khera et al., 1979) was selected as the
basis for the derivation of the RfD. Please comment on whether the selection of this study is
scientifically supported and clearly described. If a different study is recommended as the basis for
the RfD, please identify this study and provide scientific support for this choice.
2. A developmental effect in Wistar rats (i.e., fetal skeletal anomalies) was concluded by EPA to be an
adverse effect and was selected as the critical effect for the derivation of the RfD. Please comment
on whether the selection of this critical effect and its characterization is scientifically supported and
clearly described. If a different endpoint is recommended as the critical effect for deriving the RfD,
please identify this effect and provide scientific support for this choice.
3. Benchmark dose (BMD) modeling was conducted using the incidence of litters with fetal skeletal
anomalies to estimate the point of departure (POD) for derivation of the RfD. Has the modeling been
appropriately conducted and clearly described based on EPA’s draft Benchmark Dose Technical
Guidance Document (U.S. EPA, 2000)? Is the choice of the benchmark response (BMR) for use in
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deriving the POD (i.e., a BMR of 10% extra risk of the incidence of litters with any fetal skeletal
anomalies) supported and clearly described?
4. Please comment on the rationale for the selection of the uncertainty factors (UFs) applied to the POD
for the derivation of the RfD. Are the UFs appropriate based on the recommendations described in A
Review of the Reference Dose and Reference Concentration Processes (U.S. EPA, 2002; Section
4.4.5) and clearly described? If changes to the selected UFs are proposed, please identify and
provide scientific support for the proposed changes.
(B) Inhalation reference concentration (RfC) for biphenyl
1. The draft Toxicological Review of Biphenyl did not derive an RfC. Has the justification for not
deriving an RfC been clearly described in the document? Are there available data to support the
derivation of an RfC for biphenyl? If so, please identify these data.
(C) Carcinogenicity of biphenyl
1. Under EPA’s Guidelines for Carcinogen Risk Assessment (U.S. EPA, 2005;
www.epa.gov/iris/backgrd.html), the draft Toxicological Review of Biphenyl concludes that the
database for biphenyl provides “suggestive evidence of carcinogenic potential” by all routes of
exposure. Please comment on whether this characterization of the human cancer potential of
biphenyl is scientifically supported and clearly described.
2. EPA has concluded that biphenyl-induced urinary bladder tumors in male rats is a high-dose
phenomenon involving sustained occurrence of calculi in the urinary bladder leading to transitional
cell damage, sustained regenerative cell proliferation, and eventual promotion of spontaneously
initiated tumor cells in the urinary bladder epithelium. Please comment on whether this
determination is scientifically supported and clearly described. Please comment on data available
that may support an alternative mode of action for biphenyl-induced urinary bladder tumors.
3. EPA has concluded that there is insufficient information to identify the mode(s) of carcinogenic
action for biphenyl-induced liver tumors in mice. Please comment on whether this determination is
appropriate and clearly described. If it is judged that a mode of action can be established for
biphenyl-induced mouse liver tumors, please identify the mode of action and its scientific support
(i.e., studies that support the key events, and specific data available to inform the shape of the
exposure-response curve at low doses). Oral Slope Factor (OSF)
4. A two-year cancer bioassay of biphenyl in BDF1 mice (Umeda et al., 2005) was selected as
the basis for the derivation of the OSF. Please comment on whether the selection of this study is
scientifically supported and clearly described. If a different study is recommended as the basis for the
OSF, please identify this study and provide scientific support for this choice.
5. The incidence of liver tumors (i.e., adenomas or carcinomas) in female mice was selected to serve as the
basis for the derivation of the OSF. Please comment on whether this selection is scientifically supported
and clearly described. If a different cancer endpoint is recommended for deriving the OSF, please
identify this endpoint and provide scientific support for this choice.

6. Benchmark dose (BMD) modeling was conducted using the incidence of liver tumors in female mice
in conjunction with dosimetric adjustments for calculating the human equivalent dose (HED) to
estimate the point of departure (POD). A linear low-dose extrapolation from this POD was
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performed to derive the OSF. Has the modeling been appropriately conducted and clearly described
based on EPA’s draft Benchmark Dose Technical Guidance Document (U.S. EPA, 2000)? Has the
choice of the benchmark response (BMR) for use in deriving the POD (i.e., a BMR of 10% extra risk
of the incidence of liver tumors in female mice) been supported and clearly described?
7. EPA has concluded that a nonlinear approach is appropriate for extrapolating cancer risk from male
rats to humans because the mode of action analysis suggests that rat bladder tumors occur only after
a series of events that begin with calculi formation. At exposure levels below the RfD (i.e., below
exposure levels needed to form calculi), no increased risk of cancer is expected. Please comment on
whether this approach is scientifically supported and clearly described. Please identify and provide
the rationale for any other extrapolation approaches that should be selected.
Inhalation Unit Risk (IUR)
8. The draft Toxicological Review of Biphenyl did not derive an IUR due to the lack of available studies.
Are there available data to support the derivation of an IUR for biphenyl? If so, please identify these
data.
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Charge Example 4: Integrated Science Assessment
for a National Ambient Air Quality Standards HISA
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
NATIONAL CENTER FOR ENVIRONMENTAL ASSESSMENT
WASHINGTON, DC 20460
December 6, 2013
MEMORANDUM

OFFICE OF
RESEARCH AND DEVELOPMENT

SUBJECT:

CASAC Review of First External Review Draft Integrated Science Assessment for Oxides of
Nitrogen - Health Criteria

FROM:

John Vandenberg, Ph.D.
Director
National Center for Environmental Assessment
Research Triangle Park Division (B243-01)

TO:

Aaron Yeow, M.P.H.
Designated Federal Officer
Clean Air Scientific Advisory Committee
EPA Science Advisory Board Staff Office (1400R)

The First External Review Draft Integrated Science Assessment (ISA) for Oxides of Nitrogen – Health Criteria
prepared by the Environmental Protection Agency’s (EPA) National Center for Environmental Assessment Research Triangle Park Division (NCEA-RTP) as part of EPA’s ongoing review of the primary (health-based)
national ambient air quality standards (NAAQS) for nitrogen dioxide (N02) was released on November 22, 2013.
Electronic copies are available for download at http://www.epa.gov/ncea. The draft ISA will be reviewed by the
Clean Air Scientific Advisory Committee (CASAC) 02 Primary NAAQS Review Panel at a public meeting to be
held March 12-13, 2014. We are in the process of distributing the draft ISA for Oxides of Nitrogen to the CA
SAC Oxides of Nitrogen Panel. I am requesting that you forward our charge to the CASAC Oxides of Nitrogen
Panel.
The purpose of the draft ISA is to identify, evaluate, and summarize scientific information on the health effects
associated with gaseous oxides of nitrogen. The ISA is intended to “accurately reflect the latest scientific
knowledge useful in indicating the kind and extent of identifiable effect s on public health which may be expected
from the presence of [a] pollutant in ambient air” (Clean Air Act, Section 108; 42 U.S.C. 7408). This first external
review draft ISA integrates the scientific evidence for review of the primary (health-based) NAAQ S for N02 and
pro vides draft findings, conclusions, and judgment s on the strength, coherence, and plausibility of the evidence.
The Preamble presents the process for ISA development, including aspects considered in judging the overall
weight of evidence and framework for causal determination. Criteria used to identify relevant studies for inclusion
in the ISA are also described in the Preamble. Chapter I provides an integrative summary and conclusions of this
assessment. This chapter is supported by detailed information on the relevant evidence available from the multiple
disciplines and approaches related to the causal framework (Preamble to the ISA); atmospheric chemistry,
ambient concentration s, and exposure to oxides of nitrogen (Chapter 2); dosimetry and m odes of act ion
(Chapter 3); health effects of short-term exposure to oxides of nitrogen (Chapter 4); health effects of long- term
exposure to oxides of nitrogen (Chapter 5); and lifestages and populations potentially at increased for health
effects related to oxides of nitrogen (Chapter 6). The final ISA for Oxides of Nitrogen, in conjunction with
additional technical assessments, will provide the scientific basis for EPA’s decision regarding the adequacy of
the primary NAAQS for N02 to protect human health.
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The purpose of this memo is to provide charge questions related to a number of important topics addressed in
the ISA. Following the CASAC and public review of the draft ISA, NCEA-RTP will produce a second draft ISA,
which will be released the summer of 2014.
Charge to the CASAC Oxides of Nitrogen Panel
EPA has aimed to succinctly present and integrate the policy-relevant scientific evidence for the review of the
NO2 NAAQS while also sufficiently describing how scientific information was evaluated in forming the
conclusions presented. Previous panels have emphasized the importance of older studies and concluded that if
older studies are open to reinterpretation in light of newer data and/or they remain the definitive works available
in the literature, they should be discussed in detail to reinforce key concepts and conclusions. In considering
subsequent charge questions and recognizing an overall goal of producing a clear and concise document, are there
topics that should be added or receive additional discussion? Similarly, are there topics for which discussion
should be shortened or removed? Does the Panel have opinions on how the document can be shortened without
eliminating important and necessary content?
In addition, we ask the Panel to focus on the following specific questions in their review:
1. The Executive Summary is intended to provide a concise synopsis of the key findings and conclusions of the
ISA for a broad range of audiences. Please comment on the clarity with which the Executive Summary
communicates the key information from the ISA. Please provide recommendation on information that should
be added or information that should be left for discussion in the subsequent chapters of the ISA.
2. Chapter 1 summarizes key information from the Preamble about the process for developing an ISA. Chapter 1
also presents the integrative summary and conclusions from the subsequent detailed chapters of the ISA for
Oxides of Nitrogen and characterizes available scientific information on policy-relevant issues.
a. Please comment on the usefulness and effectiveness of the summary presentation. Please provide
recommendations on approaches that may improve the communication of key ISA findings to varied
audiences and the synthesis of available information across subject areas.
b. What are the Panel’s thoughts on the application of the Health and Environmental Research Online
(HERO) system to support a more transparent assessment process?
c. To what extent does Chapter 1 communicate the key scientific information on sources, atmospheric
chemistry, ambient concentrations, exposure, and health effects of oxides of nitrogen as well as at-risk
lifestages and populations? What information should be added or is more appropriate to leave for
discussion in the subsequent detailed chapters?
d. What are the Panel’s thoughts on the rationale presented for forming causal determinations for NO2
exposure only and considering epidemiologic results for associations between NOX and health effects in
causal determinations for NO2 (Sections 1.4.1 and 1.4.3)?
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e. Based on individual Panel member recommendations from June 20131 on the Draft Plan for the
Development of the Integrated Science Assessment for Nitrogen Oxides – Health Criteria (May 2013)2,
Chapter 1 presents an integrated evaluation of various epidemiologic lines of evidence that inform the
independent effects of NO2 exposure (Section 1.5). This section discusses available information that is
not necessarily included in the health effect chapters on potential confounding by copollutants and other
factors as well as the potential for NO2 to serve primarily as an indicator of traffic-related pollutants and
traffic proximity. This discussion is in Chapter 1 because it integrates information across Chapters 2, 4,
and 5. Please comment on the extent to which this discussion is informative in describing how the
evidence of independent effects of NO2 is evaluated in this ISA. Does the discussion accurately reflect
the available evidence? If this discussion is informative, what information could be added or removed to
improve the discussion. Should the discussion remain in Chapter 1 or should it be moved to another part
of the ISA?
f.

Please comment on the extent to which the discussion of various policy-relevant considerations is clearly
described and integrates relevant information (Section 1.6). Please identify any other relevant information
that would be useful to include.

3. Chapter 2 describes scientific information on sources, atmospheric chemistry, air quality characterization, and
human exposure of oxides of nitrogen.
a. To what extent is the information presented regarding characteristics of sources, chemistry, monitoring
concentrations, and human exposure accurate, complete, and relevant to the review of the NO2 NAAQS?
b. To what extent are the analyses of air quality presented clearly conveyed, appropriately characterized, and
relevant to the review of the NO2 NAAQS?
c. How effective are the source category groupings and the discussion of source emissions in understanding
the importance and impacts of oxides of nitrogen from different sources on both national and local scales?
d. Please comment on the extent to which available information on the spatial and temporal trends of
ambient oxides of nitrogen at various scales has been adequately and accurately described.
e. Please comment on the accuracy, level of detail, and completeness of the discussion regarding exposure
assessment and the influence of exposure error on effect estimates in epidemiologic studies of the health
effects of NO2.
4. Chapter 3 characterizes scientific evidence on the dosimetry and modes of action for NO2 and nitric oxide
(NO). Dosimetry and modes of action are bridged by reactions of NO2 with components of the extracellular
lining fluid and by reactions of NO with heme proteins, processes that play roles in both uptake and biological
responses.
a. Given the ubiquity of reactive substrates and reaction rate of NO2 with these substrates, it appears
unlikely NO2 itself will penetrate through the lung lining fluid to the epithelium (see Table 3-1). Please
comment of the adequacy of the discussion of NO2 uptake and reactivity in the respiratory tract.
1

The individual panel member comments are available at
http://yosemite.epa.gov/sab/sabproduct.nsf/08EF0A3789CDB13A85257B8E006A496E/$File/EPA-CASAC-13006+unsigned.pdf
2
The draft plan for development of the ISA is available at
http://yosemite.epa.gov/sab/sabproduct.nsf/4620a620d0120f93852572410080d786/bc264e65792e015f85257b4a0
07128c6!OpenDocument
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b. Since existing dosimetric models for NO2 do not consider the probability of oxidants/cytotoxic products
reaching target sites, it was concluded that these models are inadequate for within or cross species
comparisons. Please comment on the validity of this conclusion and identify and comment on the validity
of any alternative conclusions.
c. Please comment on the adequacy of the discussion of endogenously occurring NO2 and NO and their
reaction products in comparison to that derived from ambient inhalation.
d. To what extent are the discussion and integration of the potential modes of action underlying the health
effects of exposure to oxides of nitrogen presented accurately and in sufficient detail? Are there additional
modes of action that should be included in order to characterize fully the underlying mechanisms of
oxides of nitrogen?
5. Chapters 4 and 5 present assessments of the health effects associated with short-term and long-term exposure
to oxides of nitrogen, respectively. The discussion is organized by health effect category, outcome, and
scientific discipline.
a. To what extent do the discussions in this chapter accurately reflect the body of evidence from
epidemiologic, controlled human exposure and toxicological studies?
b. Please comment on the balance of discussion of evidence from previous and recent studies in informing
the causal determinations.
c. Please comment on the adequacy of the discussion of the strengths and limitations of the evidence in the
text and tables within Chapters 4 and 5 and in the evaluation of the evidence in the causal determinations.
d. What are the views of the panel on the integration of epidemiologic, controlled human exposure, and
toxicological evidence, in particular, on the balance of emphasis placed on each source of evidence?
Please comment on the adequacy with which issues related to exposure assessment and mode of action
are integrated in the health effects discussion. Please provide recommendations on information in other
chapters of the ISA that would be useful to integrate with the health effects discussions in these chapters.
e. Please comment on the appropriateness of using experimental and epidemiologic evidence for morbidity
effects to inform the biological plausibility of total mortality associated with short-term (Section 4.4) and
long-term (Section 5.5) NO2 exposure and in turn, to inform causal determinations.
f.

Section 4.2.2 discusses the effect of short-term NO2 exposure on airways responsiveness. This section
focuses primarily on an EPA meta-analysis developed for this ISA of airway responsiveness data for
individuals with asthma and secondarily on the potential of various factors to affect airways
hyperresponsiveness independently or in conjunction with NO2 exposure in controlled human exposure
studies. This material presently is unpublished and we ask the Panel to provide the peer review for the
analysis, in particular, to comment on the appropriateness of the methodology utilized for the metaanalysis, the conclusions reached based this analysis, and its use in the draft ISA. With regard to factors
potentially affecting airways responsiveness, please comment on the adequacy of this discussion. Are
there other modifying factors that should be considered?
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g. The 2008 ISA for Oxides of Nitrogen stated that one of the largest uncertainties was the potential for
health effects observed in association with NO2 exposure to be confounded by correlated copollutants. To
what extent has evidence that informs independent effects of NO2 been adequately discussed in Chapters
4 and 5 and appropriately interpreted as reducing uncertainty (for example, evaluation of copollutant
model results)? Has the current draft ISA appropriately considered recent epidemiologic findings
regarding potential copollutant confounding in causal determinations? Please provide comments
specifically for respiratory effects, cardiovascular effects, and total mortality of short-term NO2 exposure.
h. To what extent is the causal framework transparently applied to evidence for each of the health effect
categories evaluated to form causal determinations? How consistently was the causal framework applied
across the health effect categories? Do the text and tables in the summaries and causal determinations
clearly communicate how the evidence was considered to form causal determinations?
i.

What are the views of the panel regarding the clarity and effectiveness of figures and tables in conveying
information about the consistency of evidence for a given health endpoint? In particular, was the use of
the tables and figures in both the text and online in the HERO database effective in providing additional
information on the studies evaluated? Are there tables and figures in the ISA that would be more
appropriate to include as a resource in the HERO database?

6. Chapter 6 evaluates scientific information and presents conclusions on factors that may modify exposure to
NO2, physiological responses to NO2 exposure, or risk of health effects associated with NO2 exposure.
Consistent with the ISAs for ozone and lead, conclusions on these at-risk factors inform at-risk lifestages and
populations.
a. How effective are the categories of at-risk factors in providing information on potential at-risk lifestages
and populations? Is there information available on other key at-risk factors that is not included in the first
draft ISA and should be added?
b. To what extent do the discussions in this chapter accurately reflect the body of available evidence from
epidemiologic, controlled human exposure, and toxicological studies, including the extent to which
evidence indicates that the effects of NO2 exposure are independent of other traffic-related copollutants?
c. Please comment on the consistency and transparency with which the framework for drawing conclusions
about at-risk factors has been applied in this ISA.
d. To what extent is available scientific evidence on factors that modify exposure to NO2 discussed in the
chapter and adequately considered in conclusions for at-risk lifestages or populations?
We look forward to discussing these issues with the CASAC Oxides of Nitrogen Panel at our upcoming
meeting. Should you have any questions regarding the draft ISA for Oxides of Nitrogen, please feel free to
contact Dr. Steven Dutton (919-541-5035, dutton.steven@epa.gov) or Dr. Molini Patel (919-541-1492,
patel.molini@epa.gov).
cc:

Aaron Yeow, SAB, OA
Kenneth Olden, ORD/NCEA
Reeder Sams, ORD/NCEA
Steven Dutton, ORD/NCEA
Molini Patel, ORD/NCEA
Mary Ross, ORD/NCEA
Deirdre Murphy, OAR/OAQPS
Erika Sasser, OAR/OAQPS
Beth Hassett-Sipple, OAR/OAQPS
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Charge Example 5: Science Advisory Board Example
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Animal Feeding Operations Air Emissions Estimating Methodologies
From the National Air Emissions Monitoring Study
MEMORANDUM
This memorandum requests that the Science Advisory Board (SAB) review and comment on the draft
emissions estimating methodologies (EEMs) for animal feeding operations (AFOs). In preparation for
this review, the SAB has formed the Animal Feeding Operations Emission Review Panel. We envision
conducting multiple meetings of this panel to cover the material we are requesting to be reviewed. This
memorandum contains background material and charge questions for review by the expert SAB Panel at
the initial meeting. We request that these materials be forwarded to the SAB Panel for their review.
As the attachment and associated documents illustrate, the EPA staff has carefully considered the data
collected as part of the National Air Emissions Monitoring Study (NAEMS) and now ask the Panel to
refine and comment upon our work thus far to create EEMs. To bound and define the discussion, the
attachment offers charge questions for the Panel to consider.
By way of background, in 2005, the EPA entered a voluntary consent agreement with the AFO industry
in which AFOs that chose to sign the Air Compliance Agreement (Agreement) shared responsibility for
funding a nationwide emissions monitoring study. The NAEMS monitoring protocol was developed
through a collaborative effort of AFO industry experts, university scientists, U.S. Department of
Agriculture and EPA scientists and other stakeholders. The monitoring study was designed to gather
data for developing methodologies for estimating emissions from AFOs and to help AFOs determine
and comply with their regulatory responsibilities under the Clean Air Act (CAA), the Comprehensive
Environmental Response, Compensation and Liability Act (CERCLA), and the Emergency Planning and
Community Right-To-Know Act (EPCRA). Once the EPA publishes the applicable EEMs, the
Agreement requires each participating AFO to certify that it is in compliance with all relevant
requirements of the CAA, CERCLA and EPCRA.
We appreciate your efforts and those of the Panel to prepare for the upcoming meeting and look forward
to discussing this project in detail. Questions regarding the attached materials should be directed to
[name], EPA-OAQPS ([telephone]; [email]).
Attachment
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ATTACHMENT
Regulatory Background
In 2005, the EPA entered a voluntary consent agreement with the animal feeding operations (AFO)
industry in which AFOs that chose to sign the Air Compliance Agreement (Agreement) shared
responsibility for funding the National Air Emissions Monitoring Study (NAEMS). Approximately
2,600 AFOs, representing nearly 14,000 facilities that include broiler, dairy, egg layer and swine
operations, received the EPA’s approval to participate in the Agreement.
To provide a framework for the NAEMS, AFO industry experts, university and government scientists
and other stakeholders collaborated to develop a comprehensive monitoring plan. The study was
designed to generate scientifically credible data to characterize emissions from the participating animal
sectors.
Consistent with the Agreement, the Agriculture Air Research Council (AARC), a nonprofit entity
comprised of participating AFO industry representatives, administered the monitoring study. The AARC
was responsible for selecting the Independent Monitoring Contractor (IMC) and the study’s Science
Advisor with EPA approval. The Agreement outlined the roles and responsibilities of the AARC, the
IMC and the Science Advisor.
The monitoring plan specified the general geographic location of the farms to be monitored, animal
production phase, ventilation type, manure management/handling system and other pertinent
information for each animal sector.
x

For broilers, two sites were to be monitored - one on the West Coast and the other in the
Southeast. Both were to be mechanically ventilated and have litter on the floor.

x

For the swine industry, the sites were to be located in the Southeast (sow and finisher), Midwest
(sow and finisher), and West (sow). Mechanically-ventilated buildings, a deep pit building,
lagoons and basin manure storage types were to be monitored.

x

For dairy, both naturally- and mechanically-ventilated buildings, lagoons and basins were
monitored. Five dairies were monitored, one dairy in each of the following geographical areas:
Northeast, Midwest, Northwest, West and South.

For confinement sources, the IMC monitored for ammonia (NH3), particulate matter (PM10, PM2.5,
TSP), volatile organic compounds (VOCs) and hydrogen sulfide (H2S). For lagoons and basins, H2S,
NH3 and VOC were to be monitored. Accordingly, the EPA is then responsible for developing EEMs
for each of these pollutants.
Charge to the Science Advisory Board (SAB) AFO Air Emissions Review Panel
In preparation for the first and second meeting, the EPA has analyzed the NAEMS data for two broiler
sites and nine swine and dairy lagoons/basins. For the purpose of this study, the EPA used the
description of a lagoon and basin as provided in the MidWest Plan Service “Manure Storages” (MWPS18 Section 2) document. According to MWPS, “A lagoon is a biological treatment system designed and
operated for biodegradation of organic matter in animal manure to a more stable end product. A basin,
while similar to but smaller than a lagoon, is designed to store manure only and is not a treatment
system.”
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For a broiler confinement house, the EPA has developed draft EEMs for NH3, PM10, PM2.5, TSP,
VOC and H2S. For swine and dairy lagoons/basins, the EPA has only developed a draft EEM for NH3.
The documents provided to the SAB describe the sites monitored; the data submitted to the EPA; and a
detailed discussion of the statistical methodology used to develop the draft EEMs. This material is
provided to inform the SAB panel of the EEM development process used by the agency. In subsequent
meetings, the EPA will address draft EEMs for egg-layers, swine and dairy confinement houses and
other pollutants for swine and dairy lagoons/basins.
Issue 1: Statistical Methodology used to develop draft EEMs
The EPA seeks the SAB’s input on the statistical methodology used by the EPA to develop the draft
EEMs. Section 7.0 and 8.0 of the broiler document and Section 5.0 of the swine and dairy lagoon/basin
document provide an overview of the statistical methodology used to develop the draft EEMs. A flow
diagram of the statistical methodology is provided in Figure 7-1 in the broiler document and Figure 5-1
in the swine and dairy lagoon/basin document. The EPA considers this statistical methodology to be the
best approach for analyzing the data and intends to use this same approach to develop draft EEMs for
the egg-layers, swine and dairy confinement houses.
Using the process described in the sections listed above, we developed a mean trend function that
provides a point prediction of emissions under a given set of conditions. We chose an appropriate mean
trend function to quantify the relationship between predictor variables and pollutant emissions by
analyzing the emissions data and incorporating knowledge of the emissions generating processes. The
EEM development process also involves choosing a probability distribution and covariance function to
appropriately quantify other contributions to variability in emissions, and thereby to accurately quantify
methods at all stages. If necessary, we will adjust the statistical methodology based on our review of the
SAB’s input.
Question 1: Please comment on the statistical approach used by the EPA for developing the draft EEMs
for broiler confinement houses and swine and dairy lagoons/basins. In addition, please comment on
using this approach for developing draft EEMs for egg-layers, swine and dairy confinement houses.
Issue 2: Statistical Methodology used to develop swine and dairy lagoon/basin draft EEMs
After conducting an initial analysis of the NAEMS data submitted for swine and dairy lagoons/basins,
the EPA decided to focus on developing a draft EEM for NH3. The EPA’s review of current literature
indicates that lagoon/basin emissions are influenced by several factors, one of these being lagoon/basin
temperature. To ensure that the dataset used to develop the draft EEM represented all seasonal
meteorological conditions for the entire two year monitoring period, the EPA decided to combine the
swine and dairy data. Combining the swine and dairy lagoon/basin dataset also resulted in combining
lagoon and basin emissions data.
To maximize the number of NH3 emissions measurements used to develop the draft EEM, the EPA used
static predictor variables (SPVs) as surrogates for data on lagoon/basin conditions (i.e., nitrogen content
of lagoon liquid, lagoon pH, oxidation reduction potential and temperature). The static variables of
animal type, total live mass of animal capacity on the farm and the surface area of the lagoon were used
to represent NH3 precursor loading and the potential for release to the air. Consistent with operating
parameters associated with statistical degrees-of-freedom, we concluded that two degrees of freedom
was the maximum that the data would credibly allow for inclusion in the developing the draft EEM. As
a result, the EPA developed three sets of draft EEMs, using the paired combinations of these static
variables (i.e., animal type, surface area, farm size) and the continuous variables representing
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meteorological conditions (i.e., temperature, atmospheric pressure, humidity, wind speed, solar
radiation).
Question 2: Please comment on the agency’s decision to combine the swine and dairy dataset to ensure
that all seasonal meteorological conditions are represented. In addition, the agency also seeks the SAB’s
comments on whether the agency should combine lagoon and basin data.
Question 3: Please comment on the agency’s decision to use SPVs as surrogates for data on
lagoon/basin conditions. Given the uncertainties in that approach, does the SAB recommend that the
EPA consider specific alternative approaches for statistically analyzing the data that would allow for the
site-specific lagoon liquid characteristics to be used as predictor variables?
Question 4: Does the SAB recommend that EPA consider alternative approaches for developing the
draft NH3 EEM that balances the competing needs for a large dataset (to reflect seasonal meteorological
conditions) versus incorporating additional site-specific factors that directly affect lagoon emissions. If
so, what specific alternative approaches would be appropriate to consider?
Issue 3: Negative and Zero Data
Some emissions measurements were reported to the EPA as either negative or zero emissions values.
When developing the draft EEMs, the EPA used the following general approach regarding inclusion of
negative and zero emissions values in the data.
x

The EPA evaluated whether the negative or zero values represent the variability in emissions
measurements due to the means of obtaining the measurements. For example, negative values for
a pollutant concentration might result when the concentration of the pollutant falls below the
minimum detection limit of a monitor. For all EEM datasets, the EPA included zero values
because these values potentially represent instances where the emissions from the source were
zero (e.g., a frozen lagoon), or the background and pollutant concentrations from the source were
the same. Regarding negative values, in cases where the dataset available to develop draft EEMs
was relatively large and the emissions were significantly greater than zero, the EPA excluded
negative emissions values from the EEM datasets. The EPA used this approach to develop the
entire broiler confinement house draft EEMs and swine and dairy lagoon/basin NH3 draft EEMs.

x

The EPA reviewed the data to see if the data quality measures were properly performed
according to the Quality Assurance Project Plan.

x

If the EPA identified data where the quality assurance measures were not followed, we contacted
the science advisor to determine if the corrected data could be submitted to the EPA.

The EPA has conducted a preliminary analysis of the swine and dairy lagoon/basin H2S emissions data.
Our analysis indicates that we may need to modify our approach for handling negative and zero data in
order to develop a draft H2S EEM for swine and dairy lagoons/basins. A modification may be needed
due to the limited number of H2S emissions values, the presence of a greater percentage of negative
emissions values and emissions values that are closer to zero than the NH3 emissions for swine and
dairy lagoons/basins. The EPA’s concern is that failure to include the negative measurements in the
dataset, or setting them equal to zero, would result in an EEM that fails to fully quantify uncertainty
around the point prediction of emissions attributable to measurement error.
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Question 5: Please comment on the EPA’s approach for handling negative or zero emission
measurements.
Question 6: In the interest of maximizing the number of available data values for development of the
draft H2S EEMs for swine and dairy lagoons/basins, does SAB recommend any alternative approaches
for handling negative and zero data other than the approach used by the agency.
Issue 4: Volatile Organic Compounds (VOC) Data
The EPA reviewed the VOC data submitted for the California and Kentucky broiler sites. The two sites
used different VOC measurement techniques. Based on our analysis of the measurement and analytical
techniques and the VOC data, the EPA decided to use only the VOC data from the Kentucky sites when
developing the draft VOC EEM.
Question 7: Please comment on the approach EPA used to develop the draft broiler VOC EEM.
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Federal Register Notice: Announcement of Public Comment
Period for Draft Document
Federal Register, Volume 77 Issue 102 (Friday, May 25, 2012)
[Federal Register Volume 77, Number 102 (Friday, May 25, 2012)]
[Notices]
[Pages 31353-31355]
From the Federal Register Online via the Government Printing Office [http://www.gpo.gov/]
[FR Doc No: 2012-12808]
----------------------------------------------------------------------ENVIRONMENTAL PROTECTION AGENCY
[FRL-9678-3; Docket ID No. EPA-HQ-ORD-2012-0276]
An Assessment of Potential Mining Impacts on Salmon Ecosystems of
Bristol Bay, AK
AGENCY: Environmental Protection Agency (EPA).
ACTION: Notice of public comment period.
----------------------------------------------------------------------SUMMARY: The U.S. Environmental Protection Agency (EPA) is announcing a
public comment period for the draft document titled, “An Assessment of
Potential Mining Impacts on Salmon Ecosystems of Bristol Bay, Alaska”
(EPA-910-R-12-004a-d). The document was prepared by the EPA’s Region 10
(Pacific Northwest and Alaska), EPA’s Office of Water, and EPA’s Office
of Research and Development. The EPA conducted this assessment to
determine the significance of Bristol Bay’s ecological resources and
evaluate the potential impacts of large-scale mining on these
resources. EPA will use the results of this assessment to inform the
consideration of options consistent with its role under the Clean Water
Act. The assessment is intended to provide a scientific and technical
foundation for future decision making; EPA will not address use of its
regulatory authority until the assessment becomes final and has made no
judgment about whether and how to use that authority at this time.
DATES: The public comment period began Friday, May 18, 2012, and ends
Monday, July 23, 2012. Technical comments should be in writing and must
be received by EPA by Monday, July 23, 2012.
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ADDRESSES: The draft “An Assessment of Potential Mining Impacts on
Salmon Ecosystems of Bristol Bay, Alaska” is available primarily via
the Internet on the EPA Region 10 Bristol Bay Web site at www.epa.gov/bristolbay as well as on
the National Center for Environmental
Assessment’s Web site under the Recent Additions and the Data and
Publications menus at www.epa.gov/ncea. A printed copy of the
assessment will be placed at public locations in Bristol Bay and in
Anchorage, AK. These locations are listed on the Region 10 Web site. A
limited number of paper copies are available from the Information
Management Team, NCEA; telephone: 703-347-8561; facsimile: 703-3478691. If you are requesting a paper copy, please provide your name,
your mailing address, and the document title, “An Assessment of
Potential Mining Impacts on Salmon Ecosystems of Bristol Bay, Alaska.”
Please also indicate if a paper copy of the full set of appendices is
needed.
Comments on the report may be submitted electronically via
http://www.regulations.gov/, by email, by mail, by facsimile, or by hand
delivery/courier. Please follow the detailed instructions provided in
the SUPPLEMENTARY INFORMATION section of this notice.
FOR FURTHER INFORMATION CONTACT: For information on the public comment
period, contact the Office of Environmental Information Docket;
telephone: 202-566-1752; facsimile: 202-566-1753; or email:
ORD.Docket@epa.gov.
For technical information concerning the report, contact Judy
Smith; telephone: 503-326-6994; facsimile: 503-326-3399; or email:
r10bristolbay@epa.gov.
SUPPLEMENTARY INFORMATION:
I. Information About the Project/Document
The U.S. Environmental Protection Agency (EPA) conducted this
assessment to determine the significance of Bristol Bay’s ecological
resources and evaluate the potential impacts of large-scale mining on
these resources. The EPA will use the results of this assessment to
inform the consideration of options consistent with its role under the
Clean Water Act. The assessment is intended to provide a scientific and
technical foundation for future decision making. The Web site that
describes the project is www.epa.gov/bristolbay. This draft document
addresses potential impacts to water quality and the salmon fishery
that may result from large-scale mining in the Nushagak and Kvichak
watersheds of southwest Alaska.
EPA is releasing this draft assessment for the purposes of public
comment and peer review. This draft assessment is not final as
described in EPA’s information quality guidelines, and it does not
represent and should not be construed to represent Agency policy or
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views. EPA utilizes public comments as one means to ensure that science
products are complete and accurate. EPA is seeking comments from the
public on all aspects of the report, including the scientific and
technical information presented in the report, the hypothetical mining
scenario used, the data and information used to inform assumptions
about mining activities and the evaluations of risk to the fishery, and
the potential mitigation measures considered (and effectiveness of
those measures). EPA is also specifically seeking any additional data
or scientific or technical information about Bristol Bay resources or
large-scale mining that should be considered in our evaluation.
EPA will consider any public comments submitted in accordance with
this notice when revising the document. After public review and
comment, EPA’s independent contractor, Versar, Inc., will convene an
expert panel for independent external peer review of this draft
assessment. The public comment period and external peer review meeting
are separate processes that provide opportunities for all interested
parties to comment on the assessment. The preferred method to submit
comments is through the docket, which is described below. Public
meetings will be held in Anchorage, Dillingham, Newhalen, Naknek,
Nondalton, and New Stuyahok, AK during the week of June 4-8, 2012.
Spoken comments will be accepted at these meetings. The external peer
review panel meeting is scheduled to be held in Anchorage, AK on August
7, 8, and 9, 2012. The public will be invited to attend on August 7 and
8, 2012. Further information regarding the external peer review panel
meeting will be announced at a later date in the Federal Register.
II. How To Submit Technical Comments to the Docket at
http://www.regulations.gov/
Submit your comments, identified by Docket ID No. EPA-HQ-ORD-20120276, by one of the following methods:
http://www.regulations.gov/: Follow the on-line instructions for
submitting comments.
Email: ORD.Docket@epa.gov. Include the docket number EPAHQ-ORD-2012-0276 in the subject line of the message.
Fax: 202-566-1753.
Mail: Office of Environmental Information (OEI) Docket
(Mail Code: 2822T), Docket EPA-HQ-ORD-2012-0276, U.S.
Environmental Protection Agency, 1200 Pennsylvania Ave. NW.,
Washington, DC 20460. The phone number is 202-566-1752. If you provide
comments by mail, please submit one unbound original with pages
numbered consecutively, and three copies of the comments. For
attachments, provide an index, number pages consecutively with the
comments, and submit an unbound original and three copies.
Hand Delivery: The OEI Docket is located in the EPA
Headquarters Docket Center, Room 3334, EPA West Building, 1301
Constitution Ave. NW., Washington, DC. The EPA Docket Center Public
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Reading Room is open from 8:30 a.m. to 4:30 p.m., Monday through
Friday, excluding legal holidays. The telephone number for the Public
Reading Room is 202-566-1744. Deliveries are only accepted during the
docket’s normal hours of operation, and special arrangements should be
made for deliveries of boxed information. If you provide comments by
hand delivery, please submit one unbound original with pages numbered
consecutively, and three copies of the comments. For attachments,
provide an index, number pages consecutively with the comments, and
submit an unbound original and three copies.
Comment at a public meeting: Spoken comments will be taken
at public meetings during June 4-8, 2012. A court reporter will provide
a transcription of comments received at the Anchorage and Dillingham
meetings for the docket. Audio recording and written notes will be
taken for the docket for comments spoken at Naknek, Newhalen, New
Stuyahok, and Nondalton.
Instructions: Direct your comments to Docket ID No. EPA-HQ-ORD2012-0276. Please ensure that your comments are submitted within the
specified comment period. Comments received after the closing date will
be marked “late,” and may only be considered if time permits. It is
EPA’s policy to include all comments it receives in the public docket
without change and to make the comments available on-line at
http://www.regulations.gov/, including any personal information provided,
unless a comment includes information claimed to be Confidential
Business Information (CBI) or other information whose disclosure is
restricted by statute. Do not submit information that you consider to
be CBI or otherwise protected through http://www.regulations.gov/ or email. The
http://www.regulations.gov/ Web site is an “anonymous access” system, which
means EPA will not know your identity or contact information unless you
provide it in the body of your comment. If you send an email comment
directly to EPA without going through http://www.regulations.gov/, your email
address will be automatically captured and included as part of the
comment that is placed in the public docket and made available on the
Internet. If you submit an electronic comment, EPA recommends that you
include your name and other contact information in the body of your
comment and with any disk or CD-ROM you submit. If EPA cannot read your
comments due to technical difficulties and cannot contact you for
clarification, EPA may not be able to consider your comments.
Electronic files should avoid the use of special characters and any
form of encryption and be free of any defects or viruses. For
additional information about EPA’s public docket, visit the EPA Docket
Center homepage at www.epa.gov/epahome/dockets.htm.
Docket: Documents in the docket are listed in the
http://www.regulations.gov/--index. Although listed in the index, some
information is not publicly available, e.g., CBI or other information
whose disclosure is restricted by statute. Certain other material, such
as copyrighted material, will be publicly available only in hard copy.
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Publicly available docket materials are available either electronically at
http://www.regulations.gov/ or in hard copy
at the OEI Docket in the EPA Headquarters Docket Center.
Dated: May 21, 2012.
Darrell Winner,
Acting Director, National Center for Environmental Assessment.
[FR Doc. 2012-12808 Filed 5-24-12; 8:45 am]
BILLING CODE 6560-50-P
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Federal Register Notice: Announcement of Peer Review
Panel Members and Public Comment Period for Draft
Charge Questions
Federal Register, Volume 77 Issue 108 (Tuesday, June 5, 2012)
[Federal Register Volume 77, Number 108 (Tuesday, June 5, 2012)]
[Notices]
[Pages 33213-33215]
From the Federal Register Online via the Government Printing Office [http://www.gpo.gov/]
[FR Doc No: 2012-13431]
==========================================
----------------------------------------------------------------------ENVIRONMENTAL PROTECTION AGENCY
[FRL-9681-3; EPA-HQ-ORD-2012-0358]
An Assessment of Potential Mining Impacts on Salmon Ecosystems of
Bristol Bay, Alaska--Peer Review Panel Members and Charge Questions
AGENCY: Environmental Protection Agency (EPA).
[[Page 33214]]
ACTION: Notice of availability and public comment period.
----------------------------------------------------------------------SUMMARY: EPA is announcing the peer review panel members assembled by
an independent contractor to evaluate the draft document titled, “An
Assessment of Potential Mining Impacts on Salmon Ecosystems of Bristol
Bay, Alaska” (EPA-910-R-12-004a-c). EPA is also announcing a three
week public comment period for the draft charge questions to be
provided to the peer review panel. The assessment was prepared by the
U.S. EPA’s Region 10 Office (Pacific Northwest and Alaska), EPA’s
Office of Water, and EPA’s Office of Research and Development. The U.S.
EPA conducted this assessment to determine the significance of Bristol
Bay’s ecological resources and evaluate the potential impacts of largescale mining on these resources.
DATES: The public comment period begins June 5, 2012, and ends June 26,
2012. Comments should be in writing and must be received by EPA by June
26, 2012.
(Draft) EPA Peer Review Handbook: Examples of Federal Register Notices Requesting Public Comment
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Availability: Draft charge questions are provided below. Copies of
the draft charge questions are also available via the Internet on the
EPA Region 10 Bristol Bay Web site at www.epa.gov/bristolbay. The draft
document “An Assessment of Potential Mining Impacts on Salmon
Ecosystems of Bristol Bay, Alaska” is also available on the Internet
on the EPA Region 10 Bristol Bay Web site at www.epa.gov/bristolbay. A
limited number of paper copies of the draft charge questions are
available from the Information Management Team, NCEA; telephone: 703347-8561; facsimile: 703-347-8691. If you are requesting a paper copy,
please provide your name, your mailing address, and title, “Peer
Review Charge Questions on An Assessment of Potential Mining Impacts on
Salmon Ecosystems of Bristol Bay, Alaska.”
Comments on the draft charge questions may be submitted
electronically via http://www.regulations.gov/, by email, by mail, by
facsimile, or by hand delivery/courier. Please follow the detailed
instructions provided in the SUPPLEMENTARY INFORMATION section of this
notice.
FOR FURTHER INFORMATION CONTACT: For information on the public comment
period, contact the Office of Environmental Information Docket;
telephone: 202-566-1752; facsimile: 202-566-9744; or email:
ORD.Docket@epa.gov.
For technical information concerning the report, contact Judy
Smith; telephone: 503-326-6994; facsimile: 503-326-3399; or email:
r10bristolbay@epa.gov.
SUPPLEMENTARY INFORMATION:
I. Information About the Project
The U.S. EPA conducted this assessment to determine the
significance of Bristol Bay’s ecological resources and evaluate the
potential impacts of large-scale mining on these resources. The U.S.
EPA will use the results of this assessment to inform the consideration
of options consistent with its role under the Clean Water Act. The
assessment is intended to provide a scientific and technical foundation
for future decision making. The Web site that describes the project is
www.epa.gov/bristolbay.
EPA released the draft assessment for the purposes of public
comment and peer review on May 18, 2012. Consistent with guidelines for
the peer review of highly influential scientific assessments, EPA asked
a contractor (Versar, Inc.) to assemble a panel of experts to evaluate
the draft report. Versar evaluated the 86 candidates nominated during a
previous public comment period (February 24, 2012 to March 16, 2012)
and sought other experts to complete this peer review panel. The twelve
peer review panel members are as follows:
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Mr. David Atkins, Watershed Environmental, LLC.--Expertise in mining and hydrology.
Mr. Steve Buckley, WHPacific/NANA Alaska--Expertise in mining and seismology.
Dr. Courtney Carothers--Expertise in indigenous Alaskan cultures.
Dr. Dennis Dauble, Washington State University--Expertise in fisheries biology and wildlife
ecology.
Dr. Gordon Reeves, USDA Pacific NW Research Station--Expertise in fisheries biology and
aquatic biology.
Dr. Charles Slaughter, University of Idaho--Expertise in hydrology.
Dr. John Stednick, Colorado State University--Expertise in hydrology and biogeochemistry.
Dr. Roy Stein, Ohio State University--Expertise in fisheries and aquatic biology.
Dr. William Stubblefield, Oregon State University--Expertise in aquatic biology and
ecotoxicology.
Dr. Dirk van Zyl, University of British Columbia--Expertise in mining and biogeochemistry.
Dr. Phyllis Weber Scannel--Expertise in aquatic ecology and ecotoxicology.
Dr. Paul Whitney--Expertise in wildlife ecology and ecotoxicology.
The peer review panel will be provided with draft charge questions
to guide their evaluation of the draft assessment. These draft charge
questions are designed to focus reviewers on specific aspects of the
report. EPA is seeking comments from the public on the draft charge
questions and welcome input on additional charge questions consistent
with the objectives of the assessment. The draft charge questions are
as follows:
(1) The assessment brought together information to characterize the
ecological, geological, and cultural resources of the Nushagak and
Kvichak watersheds. Was this characterization accurate? Was any
significant literature missed that would be useful to complete this
characterization?
(2) A formal mine plan or application is not available for the
porphyry copper deposits in the Bristol Bay watershed. EPA developed a
hypothetical mine scenario for its risk assessment. Given the type and
location of copper deposits in the watershed, was this hypothetical
mine scenario realistic? Has EPA appropriately bounded the magnitude of
potential mine activities with the minimum and maximum mine sizes used
in the scenario? Is there significant literature not referenced that
would be useful to refine the mine scenario?
(3) EPA assumed two potential modes for mining operations: A nofailure mode of operation and a mode outlining one or more types of
failures. The no-failure operation mode assumes best practical
engineering and mitigation practices are in place and in optimal
operating condition. Is the no-failure mode of operation adequately
described? Is the choice of engineering and mitigation practices
reasonable and consistent with current practices?
(4) Are the potential risks to salmonid fish due to habitat loss
and modification and water quantity/quality changes appropriately
characterized and described for the no-failure mode of operation? Does
the assessment appropriately describe the risks to salmonid fish due to
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operation of a transportation corridor under the no-failure mode of
operation?
(5) Do the failures outlined in the assessment reasonably represent
potential system failures that could occur at a mine of the type and
size outlined in the mine scenario? Is there a significant type of
failure that is not described? Are the assumed risks of failures
appropriate?
(6) Does the assessment appropriately characterize risks to
salmonid fish due to a potential failure of water and leachate
collection and treatment from the mine site? If not, what suggestions
do you have for improving this part of the assessment?
(7) Does the assessment appropriately characterize risks to
salmonid fish due to culvert failures along the transportation
corridor? If not, what suggestions do you have for improving this part
of the assessment?
(8) Does the assessment appropriately characterize risks to
salmonid fish due to pipeline failures? If not, what suggestions do you
have for improving this part of the assessment?
(9) Does the assessment appropriately characterize risks to
salmonid fish due to a potential tailings dam failure? If not, what
suggestions do you have for improving this part of the assessment?
(10) Does the assessment appropriately characterize risks to
wildlife and human cultures due to risks to fish? If not, what
suggestions do you have for improving this part of the assessment?
(11) Does the assessment appropriately describe the potential for
cumulative risk from multiple mines?
(12) Does the assessment identify the uncertainties and limitations
associated with the mine scenario and the identified risks?
The preferred method to submit comments on the draft peer review
charge is through the docket, which is described below. This docket is
separate from the docket collecting public comments on the draft
assessment itself. The EPA will evaluate comments received on these
draft charge questions. Charge questions will be finalized and provided
to EPA’s independent contractor, Versar, Inc., who will convene the
expert panel for independent external peer review.
The external peer review panel meeting is scheduled to be held in
Anchorage, AK on August 7, 8, and 9, 2012. The public will be invited
to attend on August 7 and 8, 2012. Further information regarding the
external peer review panel meeting will be announced at a later date in
the Federal Register.
II. How to Submit Technical Comments to the Docket at
http://www.regulations.gov/
Submit your comments, identified by Docket ID No. EPA-HQ-ORD-20120358, by one of the following methods:
http://www.regulations.gov/: Follow the on-line instructions for
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submitting comments.
Email: ORD.Docket@epa.gov. Include the docket number EPAHQ-ORD-2012-0358 in the subject line of the message.
Fax: 202-566-9744.
Mail: Office of Environmental Information (OEI) Docket
(Mail Code: 28221T), Docket EPA-HQ-ORD-2012-0358, U.S.
Environmental Protection Agency, 1200 Pennsylvania Avenue NW.,
Washington, DC 20460. The phone number is 202-566-1752. If you provide
comments by mail, please submit one unbound original with pages
numbered consecutively, and three copies of the comments. For
attachments, provide an index, number pages consecutively with the
comments, and submit an unbound original and three copies.
Hand Delivery: The OEI Docket is located in the EPA
Headquarters Docket Center, Room 3334, EPA West Building, 1301
Constitution Avenue NW., Washington, DC. The EPA Docket Center Public
Reading Room is open from 8:30 a.m. to 4:30 p.m., Monday through
Friday, excluding legal holidays. The telephone number for the Public
Reading Room is 202-566-1744. Deliveries are only accepted during the
docket’s normal hours of operation, and special arrangements should be
made for deliveries of boxed information. If you provide comments by
hand delivery, please submit one unbound original with pages numbered
consecutively, and three copies of the comments. For attachments,
provide an index, number pages consecutively with the comments, and
submit an unbound original and three copies.
Instructions: Direct your comments to Docket ID No. EPA-HQ-ORD2012-0358. Please ensure that your comments are submitted within the
specified comment period. Comments received after the closing date will
be marked “late,” and may only be considered if time permits. It is
EPA’s policy to include all comments it receives in the public docket
without change and to make the comments available online at
http://www.regulations.gov/, including any personal information provided,
unless a comment includes information claimed to be Confidential
Business Information (CBI) or other information whose disclosure is
restricted by statute. Do not submit information that you consider to
be CBI or otherwise protected through http://www.regulations.gov/ or email. The
http://www.regulations.gov/ Web site is an “anonymous access” system, which
means EPA will not know your identity or contact information unless you
provide it in the body of your comment. If you send an email comment
directly to EPA without going through http://www.regulations.gov/, your email
address will be automatically captured and included as part of the
comment that is placed in the public docket and made available on the
Internet. If you submit an electronic comment, EPA recommends that you
include your name and other contact information in the body of your
comment and with any disk or CD-ROM you submit. If EPA cannot read your
comments due to technical difficulties and cannot contact you for
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clarification, EPA may not be able to consider your comments.
Electronic files should avoid the use of special characters and any
form of encryption and be free of any defects or viruses. For
additional information about EPA’s public docket visit the EPA Docket
Center homepage at www.epa.gov/epahome/dockets.htm.
Docket: Documents in the docket are listed in the
http://www.regulations.gov. Although listed in the index, some
information is not publicly available, e.g., CBI or other information
whose disclosure is restricted by statute. Certain other material, such
as copyrighted material, will be publicly available only in hard copy.
Publicly available docket materials are available either electronically
in http://www.regulations.gov/ or in hard copy at the OEI Docket in the EPA
Headquarters Docket Center.
Dated: May 30, 2012.
Darrel A. Winner,
Acting Director, National Center for Environmental Assessment.
[FR Doc. 2012-13431 Filed 6-4-12; 8:45 am]
BILLING CODE 6560-50-P
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Federal Register Notice: Peer Review Meeting
Announcement and Invitation to Public
to Attend and Offer Testimony
Federal Register, Volume 77 Issue 130 (Friday, July 6, 2012)
[Federal Register Volume 77, Number 130 (Friday, July 6, 2012)]
[Notices]
[Pages 40037-40039]
From the Federal Register Online via the Government Printing Office [http://www.gpo.gov/]
[FR Doc No: 2012-16441]
----------------------------------------------------------------------ENVIRONMENTAL PROTECTION AGENCY
[FRL-9697-3]
Notice of the Peer Review Meeting for EPA’s Draft Report Entitled
An Assessment of Potential Mining Impacts on Salmon Ecosystems of
Bristol Bay, AK
AGENCY: U.S. Environmental Protection Agency (EPA).
ACTION: Notice of external peer review meeting.
----------------------------------------------------------------------SUMMARY: The U.S. Environmental Protection Agency (EPA) is announcing
that Versar, Inc., an EPA contractor for external peer review, has
convened a panel of experts and will organize and conduct an
independent expert external peer review meeting on August 7-9, 2012, to
review the draft report entitled An Assessment of Potential Mining
Impacts on Salmon Ecosystems of Bristol Bay, Alaska. Versar, Inc.
invites the public to register to attend the first two days of this
meeting as observers. In addition, Versar, Inc. invites the public to
register to provide oral testimony during Day 1 (August 7, 2012)
of the external peer review meeting. The panel will meet privately
on Day 3 (August 9, 2012) of the meeting. The expert panel
is charged with reviewing the scientific and technical
merit of the draft assessment. The panel will not be making
recommendations to the EPA concerning any potential future actions or
policies. Therefore, the peer review meeting will focus on issues of
science relevant to the assessment, rather than its policy
implications. The panel will have access to public comments received in
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the official public docket (docket ID number EPA-HQ-ORD-2012-0276)
during the assessment’s public comment period, as well as oral comments
made on Day 1 of the peer review meeting. The draft assessment is
available through http://www.regulations.gov/ and at www.epa.gov/bristolbay. In
preparing the final assessment, EPA will consider Versar, Inc.’s report
of the comments and recommendations from the external peer review
meeting, as well as written public comments received through the
official public docket. The final peer review report prepared by
Versar, Inc. will be made available to the public. EPA has released
this draft assessment for the purposes of public comment and peer
review. This draft assessment is not final as described in EPA’s
information quality guidelines, and it does not represent and should
not be construed to represent Agency policy or views.
DATES: The public peer review panel meeting will be held on August 7-8,
2012, beginning and ending at approximately 8:30 a.m. and 5:00 p.m.
(AKDT) on both days.
ADDRESSES: The independent expert external peer review meeting will be
held at the Dena’ina Civic & Convention Center, located at 600 West
Seventh Avenue, Anchorage, Alaska.
Meeting Background: As part of the peer review process for the
EPA’s draft assessment report, the public portion of the peer review
meeting will be held on August 7-8, 2012 at the Dena’ina Civic &
Convention Center in Anchorage, Alaska. On both days, the meeting will
begin at 8:30 a.m. (AKDT) and will end at approximately 5:00 p.m.
(AKDT). Members of the public and any other interested parties may
register to attend both days of the meeting as observers, and to offer
oral testimony on the first day of the meeting.
The focus of this peer review meeting is the scientific content and
merit of the EPA’s draft assessment. Public speakers are encouraged to
focus on issues directly relevant to science-based aspects of the
assessment, and to address specific scientific points in their oral
testimony. The peer review process is separate from the EPA public
comment meetings held in early June that enabled members of the public
to provide comments and voice opinions concerning the EPA’s draft
assessment report and its potential policy implications for the public
docket.
Day 1 of the meeting (August 7, 2012) will be dedicated to hearing
oral comments on the draft assessment. Members of the public who have
registered in advance to provide oral comments will have the
opportunity to speak during the observer comment session. Each speaker
will be allowed between 3-5 minutes, depending on number of speakers
registered. Given time constraints, a maximum of 100 speakers will be
allowed to offer testimony. If more than 100 speakers register to
provide oral comments, speakers will be selected by Versar in a manner
designed to optimize representation from all organizations,
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affiliations, and present a balance of science issues relevant to the
Agency’s science assessment. Additional information on selection of
speakers and speaking times will be sent out by August 3, to all
individuals who register to speak.
To accommodate as many speakers as possible, registered speakers
will present oral comments only, without visual aids or written
material. All members of the public, including registered observers and
speakers, are encouraged to submit written comments and materials to
the official public docket for the draft assessment (docket ID number
EPA-HQ-ORD- 2012-0276) by the close of the public comment period on
July 23, 2012. Panel members will have access to any written comments
and materials submitted to the official public docket by this deadline.
Registered observers and speakers will not be allowed to distribute any
written materials directly to the peer review panel. To submit written
comments, please follow one of the methods outlined in the previous
Federal Register notice, issued on May 25, 2012, initiating the
assessment’s public comment period: Federal Register Volume 77, Number
102 (http://www.gpo.gov/fdsys/pkg/FR-2012-05-25/html/2012-12808.htm).
Day 2 of the meeting (August 8, 2012) will be devoted to
deliberations of the EPA’s draft assessment by the peer review panel,
guided by the charge questions provided to the public for public
comment. Registered observers may attend and observe the peer review
panel deliberations on Day 2, but will not be allowed to address the
panel or provide oral or written comments.
Registration: To attend the August 7-8 public portion of the peer
review meeting, you must register for the meeting by 11:59 p.m. (EDT)
on July 23, 2012. You can register for the meeting by visiting , completing the online
registration form, and submitting the required information. You can
also register through U.S. Postal Service or overnight/priority mail by
sending the necessary registration information (see Required
Registration Information) to the Versar Meeting Coordinator, Ms.
Brittany Ekstrom, Versar, Inc., 6850 Versar Center, Springfield, VA
22151; Telephone: (703) 642-6767. Registrations sent via U.S. Postal
Service or overnight/priority mail must be received by 11:59 p.m. (EDT)
on July 23, 2012. There will be no on-site registration, so members of
the public who do not register by July 23, 2012 via one of the methods
detailed above will not be able to attend the peer review meeting.
Required Registration Information: To register for the meeting
online or via post, you must provide your full name, organization or
affiliation, and contact information. You must also indicate which days
you plan to attend the meeting and if you are interested in making an
oral statement during the public comment session on Day 1 of the
meeting. If you register to speak, you must also indicate if you have
any special requirements related to your oral comments (e.g.,
translation).
If you indicate that you wish to make oral comments, you will be
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asked to select one category most closely reflecting the content of
your comments. These comment categories are: (i) Mine scenario and
operational modes; (ii) potential failures and probabilities; (iii)
hydrology; (iv) toxicity; (v) potential effects on Alaska Native
culture; (vi) potential effects on fish; (vii) potential effects on
wildlife; and (viii) other issues. Should more than 100 speakers
register, these categories will be used to ensure that a balance of
substantive science issues relevant to the assessment are heard.
FOR FURTHER INFORMATION CONTACT: Questions regarding logistics or
registration for the external peer review meeting should be directed to
Ms. Brittany Ekstrom, Versar, Inc., 6850 Versar Center, Springfield,
VA, 22151; telephone: (703) 642-6767; or via email at
BEkstrom@versar.com.
SUPPLEMENTARY INFORMATION:
I. Information About the Project
The EPA conducted this assessment to determine the significance of
Bristol Bay’s ecological resources and evaluate the potential impacts
of large-scale mining on these resources. The EPA will use the results
of this assessment to inform the consideration of options consistent
with its role under the Clean Water Act. The assessment is intended to
provide a sound scientific and technical foundation for future decision
making. The Web site that describes the project is www.epa.gov/bristolbay.
II. Information About the Peer Review Panel
The EPA released the draft assessment for the purposes of public
comment and peer review on May 18, 2012. Consistent with guidelines for
the peer review of highly influential scientific assessments, EPA asked
a contractor (Versar, Inc.) to assemble a panel of experts to evaluate
the draft report. Versar, Inc. evaluated the 68 candidates nominated
during a previous public comment period (February 24, 2012 to March 16,
2012) and sought other experts to complete this peer review panel. The
twelve peer review panel members were made public in EPA’s previous
FRN, issued on June 5, 2012. The panelist’s names are included below,
with corrections made to account for errors present in the June 5, 2012
FRN:
Mr. David Atkins, Watershed Environmental, LLC.--Expertise in mining
and hydrology.
Mr. Steve Buckley, WHPacific--Expertise in mining and seismology.
Dr. Courtney Carothers, University of Alaska Fairbanks--Expertise in
indigenous Alaskan cultures.
Dr. Dennis Dauble, Washington State University--Expertise in fisheries
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biology and wildlife ecology.
Dr. Gordon Reeves, USDA Pacific NW Research Station--Expertise in
fisheries biology and aquatic biology.
Dr. Charles Slaughter, University of Idaho--Expertise in hydrology.
Dr. John Stednick, Colorado State University--Expertise in hydrology
and biogeochemistry.
Dr. Roy Stein, Ohio State University--Expertise in fisheries and
aquatic biology.
Dr. William Stubblefield, Oregon State University--Expertise in aquatic
biology and ecotoxicology.
Dr. Dirk van Zyl, University of British Columbia--Expertise in mining.
Dr. Phyllis Weber Scannell--Expertise in aquatic ecology and
ecotoxicology.
Dr. Paul Whitney--Expertise in wildlife ecology and ecotoxicology.
Dated: June 29, 2012.
Darrell Winner,
Acting Director, National Center for Environmental Assessment.
[FR Doc. 2012-16441 Filed 7-5-12; 8:45 am]
BILLING CODE 6560-50-P
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U.S. Environmental Protection Agency
Conflict of Interest Statement for Task Orders
The contractor shall include a conflict of interest certification in all task orders in accordance with
EPAAR 1552.209-71 and the Section B Clause “Ordering Procedures.”
Prior to selecting expert panelists/peer reviewers, the contractor shall perform an evaluation to determine
the existence of an actual or potential COI for each potential reviewer. The financial and professional
information obtained by the Contractor as part of the evaluation to determine the existence of an actual
or potential conflict of interest is considered private and nondisclosable to outside entities except as
required by law and/or regulation.
The contractor shall ensure that potential peer reviewers will not have an actual or potential conflict of
interest if they are selected to participate in a peer review. When determining if a proposed peer
reviewer may have an actual or potential conflict of interest, the contractor shall incorporate the
following yes/no questions (a – i) for all individuals, and requests for supporting information (j – r) for
task orders involving public peer review meetings into its established process to evaluate and
determine the presence of an actual or potential COI:

Conflict of Interest Analysis
YES

NO

a. To the best of your knowledge and belief, is there any connection between the
subject topic and any of your and/or your spouse’s compensated or
uncompensated employment, including government service, during the past 24
months?
b. To the best of your knowledge and belief, is there any connection between the
subject topic and any of your and/or your spouse’s research support and
project funding, including from any government source, during the past 24
months?
c. To the best of your knowledge and belief, is there any connection between the
subject topic and any consulting by you and/or your spouse, during the past 24
months?
d. To the best of your knowledge and belief, is there any connection between the
subject topic and any expert witness activity by you and/or your spouse,
during the past 24 months?
e. To the best of your knowledge and belief, have you, your spouse, or
dependent child, held in the past 24 months, any financial holdings (excluding
well-diversified mutual funds and holdings, with a value less than $15,000)
with any connection to the subject topic?
f. Have you made any public statements or taken positions on or closely related
to the subject topic under review?
g. Have you had previous involvement with the development of the document
(or review materials) you have been asked to review?
h. To the best of your knowledge and belief, is there any other information that
might reasonably raise a question about an actual or potential personal conflict
of interest or bias?
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Conflict of Interest Analysis
YES

NO

i. To the best of your knowledge and belief, is there any financial benefit that
might be gained by you or your spouse as a result of the outcome of this
review?
Information to be collected from panel members:
j. Compensated and noncompensated employment—for panel member and spouse—sources of
compensated and uncompensated employment, including government service, for the preceding
2 years, including a brief description of work.
k. Research funding—for panel member—sources of research support and project funding,
including from any government source, for the preceding 2 years for which the panel member
served as the Principal Investigator, Significant Collaborator, or Project Manager or Director.
For panel member’s spouse, a general description of research and project activities in the
preceding 2 years.
l. Consulting—for panel member—compensated consulting activities during the preceding 2
years, including names of clients if compensation provided 15% or more of annual
compensation. For panel member’s spouse, a general description of consulting activities for the
preceding 2 years.
m. Expert witness activities—for panel member—sources of compensated expert witness activities
and a brief description of issue and testimony. For panel member’s spouse, a general
description of expert testimony provided in the preceding 2 years.
n. Assets: Stocks, Bonds, Real Estate, Business, Patents, Trademarks and Royalties—for panel
member, spouse and dependent children—specific financial holdings that collectively had a fair
market value greater than $15,000 at any time during the preceding 24-month period (excluding
well-diversified mutual funds, money market funds, treasury bonds and personal residence).
o. Liabilities—for panel member, spouse and dependent children—liabilities over $10,000 owed
at any time in the preceding 12 months (excluding a mortgage on personal residence, home
equity loans, automobile and consumer loans).
p. Public statements—a brief description of public statements and/or positions on, or closely
related to, the matter under review by the panel member.
q. Involvement with document under review—a brief description of any previous involvement of
the panel member with the development of the document (or review materials) the individual
has been asked to review.
r. Other potentially relevant information—a brief description of any other information that might
reasonably raise a question about actual or potential personal conflict of interest or bias.
Further, the contractor shall require that panel members sign a statement that says the panel member is
not currently arranging new professional relationships with, or obtaining new financial holdings in, an
entity, which is not yet reported and which could be viewed as related to the topic under discussion or
stakeholders associated with the topic.
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U.S. Environmental Protection Agency
Conflict of Interest Inquiry
You have been requested by EPA to serve as a Peer Reviewer for ___________, and your involvement
in certain activities could pose a conflict of interest or create the appearance of a loss of impartiality in
your review. Although your involvement in these activities is not necessarily grounds for exclusion from
the peer review, affiliations or activities that could potentially lead to conflicts of interest are included in
the table.
Please complete the table and sign the certification below. If you have any questions, contact [point of
contact at EPA Office] at your earliest convenience to discuss any potential conflict of interest issues.

Conflict of Interest Analysis
YES

NO

a. To the best of your knowledge and belief, is there any connection between the subject topic
and any of your and/or your spouse’s compensated or uncompensated employment,
including government service, during the past 24 months?
b. To the best of your knowledge and belief, is there any connection between the subject topic
and any of your and/or your spouse’s research support and project funding, including from
any government source, during the past 24 months?
c. To the best of your knowledge and belief, is there any connection between the subject topic
and any consulting by you and/or your spouse, during the past 24 months?
d. To the best of your knowledge and belief, is there any connection between the subject topic
and any expert witness activity by you and/or your spouse, during the past 24 months?
e. To the best of your knowledge and belief, have you, your spouse, or dependent child, held
in the past 24 months, any financial holdings (excluding well-diversified mutual funds and
holdings, with a value less than $15,000) with any connection to the subject topic?
f. Have you made any public statements or taken positions on or closely related to the subject
topic under review?
g. Have you had previous involvement with the development of the document (or review
materials) you have been asked to review?
h. To the best of your knowledge and belief, is there any other information that might
reasonably raise a question about an actual or potential personal conflict of interest or bias?
i. To the best of your knowledge and belief, is there any financial benefit that might be
gained by you or your spouse as a result of the outcome of this review?

CERTIFICATION
I hereby certify that I have read the above statements and, to the best of my knowledge and belief, no
conflict of interest exists that may diminish my capacity to provide an impartial, technically sound,
objective review of the subject matter or otherwise result in a biased opinion.
________________________________________
(Name – please print)
________________________________________
(Signature)
___________________________
(Date)
EPA Peer Review Handbook: Conflict of Interest Memoranda for ISI
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What Did You Think?

We strive to constantly provide the highest level of value for you. Please take a few minutes
to tell us about your experience using this product.
To be taken to a short consumer satisfaction survey, please click here or copy and paste the
following URL into your browser:
https://www.surveymonkey.com/r/OSAconsumerfdbck?
product=6FLHQFHBDQGB7HFKQRORJ\B3ROLF\B&RXQFLOB3HHUB5HYLHZB+DQGERRNBWKB(GLWLRQ
B2FWREHUB
Thank you for your feedback.

Sincerely,
Office of the Science Advisor
United States Environmental Protection Agency
www.epa.gov/OSA@epa.gov
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September 15, 2017
Administrator Scott Pruitt
U.S. Environmental Protection Agency
William Jefferson Clinton Building
1200 Pennsylvania Avenue, N. W.
Washington, DC 20460
Subject: Invitation for Public Comment on the List of Candidates for the U.S. Environmental Protection
Agency’s (EPA) Clean Air Scientific Advisory Committee (CASAC)
Administrator Pruitt:
The Association of Air Pollution Control Agencies (AAPCA)1 appreciates U.S. EPA’s request for
public comments on the list of candidates for service on EPA’s chartered CASAC.2 You stated in EPA’s
call for nominations that you “… encourage scientific viewpoints from a full range of stakeholders in order
to achieve balanced scientific advice.”3 Recently, AAPCA, in conjunction with The Council of State
Governments (CSG), created a new resource – located at www.cooperativefederalism.org – entitled
STATES AT THE TABLE: Engaging Energy and Environmental Opportunities with Federal Advisory
Committees to provide information on federal advisory committee opportunities for state officials.4
U.S. EPA’s list of qualified candidates includes four experts from state environmental agencies: Dr.
James Boylan, Georgia Environmental Protection Division (and co-chair of AAPCA’s Modeling
Committee); Dr. Sabine Lange, Texas Commission on Environmental Quality; Dr. Steve Packham, Utah
Department of Environmental Quality; and, Dr. Larry Wolk, Colorado Department of Public Health and
Environment. These individuals have demonstrated high levels of competence, knowledge, and expertise in
fields relevant to air pollution and air quality issues, and possess significant experience in the technical
aspects of National Ambient Air Quality Standards (NAAQS), including cost-benefit analysis, modeling,
monitoring, and emissions inventory assessment. Their on-the-ground experience in implementing the
NAAQS would be indispensable to CASAC and EPA, and would provide key perspectives in the scientific
review process. Each candidate also holds an advanced degree, with impressive academic credentials in
fields that include chemical engineering, modeling, risk assessment, toxicology, and public health.

1

AAPCA is a national, non-profit, consensus-driven organization focused on assisting state and local air quality
agencies and personnel with implementation and technical issues associated with the federal Clean Air Act. AAPCA
represents more than 40 state and local air agencies, and senior officials from 20 state environmental agencies
currently sit on the AAPCA Board of Directors. AAPCA is housed in Lexington, Kentucky as an affiliate of The
Council of State Governments. You can find more information about AAPCA at: http://www.cleanairact.org. In
addition, more information on AAPCA agencies can be found in the recently released report, The Greatest Story
Seldom Told: Profiles and Success Stories in Air Pollution Control.
2
U.S. EPA Science Advisory Board Staff Office, Invitation for Public Comment on the List of Candidates For the
Environmental Protection Agency’s Clean Air Scientific Advisory Committee, August 28, 2017.
3
U.S. EPA, “EPA to Accept Nominations for Science Boards,” June 27, 2017.
4
This resource includes information on federal advisory committees at U.S. EPA, the U.S. Departments of Energy
and Interior, and the National Oceanic and Atmospheric Administration, as well as an introduction to the Federal
Advisory Committee Act.
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AAPCA strongly recommends that EPA consider these state experts in the current chartered CASAC
selection process. State, local, and tribal agency personnel possess direct knowledge and experience critical
to providing informed, comprehensive, and authoritative understanding of the NAAQS.
EPA should ensure the chartered CASAC and individual NAAQS review panels include significant
state, local, or tribal participation and diverse geographic backgrounds of advisors. At present, this is not
the case. To illustrate:
x According to a May 2015 letter from CSG West: “For EPA’s Clean Air Scientific Advisory
Committee Ozone Review Panel, which provided the critical advice for Administrator Gina
McCarthy’s proposed ozone regulations, only one of the 22 panelists came from a state/local
perspective.”5
x Historically, representation on CASAC committees and panels has been limited to specific regions
and a handful of states.6
x A survey of twenty state air directors, including both AAPCA members and non-members,
provides context for these concerns.7 The survey found:
o A majority of respondents said state and local agencies are not adequately represented on
CASAC and its subpanels, and that these panels are not sufficiently geographically diverse.
o A majority of respondents agreed that the CASAC process for nominating and recommending
expert candidates was transparent and clearly understood, but the top three barriers selected by
respondents to state personnel serving on CASAC or its subpanels were lack of time to serve,
low likelihood of being selected, and a perceived lack of expertise.
x Other EPA federal advisory committees have found avenues to expand membership for
intergovernmental partners and co-regulators. For example, the Assumable Waters Subcommittee
of the National Advisory Council on Environmental Policy and Technology (NACEPT) included
ten state and two tribal members, representing members from seven different EPA regions.8
x The Consolidated Appropriations Act of 2016, signed into law on December 17, 2015, was
accompanied by a report directing the EPA Administrator to develop a policy statement on science
quality and integrity for the Science Advisory Board. The report also indicated that “EPA’s policy
statement should include goals on increasing membership from States and tribes who are often
underrepresented….”9
x The Government Accountability Office (GAO) reviewed this policy statement and reported in June
2017 that EPA did “not include specific or numeric goals on increasing membership from states
and tribes,” and recommended that the Agency specifically address the Congressional directives.10
x The U.S. House Appropriations Committee report for H.R. 3354, the Department of the Interior,
Environment, and Related Agencies Appropriations Act of 2018, again directed EPA “to develop
updated policy statements in order to fulfill previous Congressional directives.”11

5

The Council of State Governments West, Letter to Senators Mike Rounds and Edward Markey, May 19, 2015.
Data collected from CASAC entry in the FACA database, which contains information on panelists back to FY1997.
7
Survey results and related presentation are available on AAPCA’s 2016 Spring Meeting website.
8
U.S. EPA, Assumable Waters Sub-Committee, June 2016. The Assumable Waters Subcommittee Report was
transmitted via NACEPT on June 2, 2017.
9
Explanatory Statement Submitted for Consolidated Appropriations Act, 2016, pg. H10220, December 17, 2015.
10
GAO Assessment of Updated EPA Policy Statement, June 8, 2017
11
Report from the Committee on Appropriations to accompany H.R. 3354, pg. 62, July 21, 2017.
6
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The Federal Advisory Committee Act requires committees to be “fairly balanced in terms of the points
of view represented and the functions to be performed.” CASAC’s charter and the Clean Air Act (CAA)
direct EPA to appoint at least one member of the National Academy of Sciences, one physician, and one
person representing state air pollution control agencies. The most recent Membership Balance Plan for
CASAC, last updated in June 2017, states that “Geographic location may be considered” as the only other
balance factor that “EPA identifies as important in achieving a balanced [Federal Advisory Committee].”12
U.S. EPA’s Peer Review Handbook states that the Agency should “include a broad enough spectrum of
other related experts to consider wider dimensions of the issue(s)” and “keep a balance by considering new
individuals who bring fresh perspectives to the review of a work product.”13
Geographically diverse state, local, and tribal contributors have unique, direct experience with the
NAAQS, including expertise that could help CASAC carrying out the full responsibilities in its charter and
Section 109(d) of the CAA. This includes advice on: “any adverse public health, welfare, social, economic,
or energy effects which may result from various strategies for attainment and maintenance of such”
NAAQS; “the relative contribution to air pollution concentrations of natural as well as anthropogenic
activity”; “areas in which additional knowledge is required to appraise the adequacy and basis of” NAAQS;
and, “the research efforts necessary to provide the required information.”
In 2015, the GAO reported that CASAC has not carried out its role in providing some of this advice
related to the NAAQS “… because EPA has never asked CASAC to do so.”14 EPA’s press release calling
for nominations also recognized that EPA and CASAC have failed to carry out statutory duties required in
the CAA. AAPCA has detailed the historical record confirming GAO’s finding, and identified five avenues
for EPA and CASAC to facilitate this advice (including the critical role of experts from state, local, and
tribal environmental agencies in reforming the current CASAC review process).15 Communications from
AAPCA members also suggest that state air pollution control agencies would benefit from the full suite of
statutorily required advice.16
EPA should select state air agency experts for the chartered CASAC from this list of qualified
candidates. If EPA is unable to select a seven-member chartered CASAC that satisfies CAA requirements
for membership and scope of advice, including advice on adverse social, economic or energy effects related
to NAAQS, and with geographically and scientifically diverse viewpoints, the EPA Administrator, as the
appointing authority, should reconstitute the panel in accordance with 41 CFR 102-3.130.17 EPA should
12

CASAC 2017 Membership Balance Plan.
U.S. EPA, Peer Review Handbook, 4th Edition, October 2015.
14
U.S. GAO, EPA’S SCIENCE ADVISORY BOARD: Improved Procedures Needed to Process Congressional
Requests for Scientific Advice, June 2015.
15
AAPCA, “Advice and Context: The Role of CASAC in Contextualizing Background Pollution and Adverse
NAAQS Effects,” June 2016.
16
In response to a May 2014 letter from members of the U.S. Senate Committee on Environment and Public Works,
the Louisiana Department of Environmental Quality, Mississippi Department of Environmental Quality, North
Carolina Department of Environment and Natural Resources (now Department of Environmental Quality), and Texas
Commission on Environmental Quality provided feedback on the CASAC process. Multi-state comments on the
proposed ozone NAAQS provide perspectives on the role of CASAC. The previously cited survey of state air
directors found that more than 80 percent of respondents thought CASAC advice on the full suite of topics in the
charter and Section 109(d) of the Clean Air Act, as part of the NAAQS review process, would be helpful.
17
41 CFR 102-3.130 states “Unless otherwise provided by statute, Presidential directive, or other establishment
authority, advisory committee members serve at the pleasure of the appointing or inviting authority. Membership
terms are at the sole discretion of the appointing or inviting authority.”
13
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also strongly encourage nominations of qualified state, local, and tribal environmental agency experts for
future openings on individual CASAC NAAQS review panels.
Thank you for the opportunity to provide feedback on EPA’s excellent list of candidates for CASAC. If
you have any questions regarding our comments, please contact Mr. Clint Woods, Executive Director, at
cwoods@csg.org or (859) 244-8040.

Sincerely,

Sean Alteri
Director, Kentucky Division for Air Quality
2017 President, AAPCA

Stuart Spencer
Associate Director, Office of Air Quality
Arkansas Department of Environmental Quality
2018 President, AAPCA
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September 28, 2017
Mr. Thomas Carpenter
Designated Federal Officer, Science Advisory Board
U.S. Environmental Protection Agency
William Jefferson Clinton Building
1200 Pennsylvania Avenue, N. W.
Washington, DC 20460
Subject: Invitation for Public Comment on the List of Candidates for the U.S. Environmental Protection
Agency’s (EPA) Chartered Science Advisory Board (SAB)
Mr. Carpenter:
The Association of Air Pollution Control Agencies (AAPCA)1 appreciates U.S. EPA’s request for
public comments on the list of candidates under consideration for EPA’s chartered SAB.2 EPA’s call for
nominations quoted EPA Administrator Scott Pruitt highlighting that “[t]hese boards play an important role
at EPA by providing independent advice based on sound science in support of the agency’s mission,” and
that he strongly encouraged “scientific viewpoints from a full range of stakeholders in order to achieve
balanced scientific advice.”3 Recently, AAPCA, in conjunction with The Council of State Governments
(CSG), created a new resource – located at www.cooperativefederalism.org – entitled STATES AT THE
TABLE: Engaging Energy and Environmental Opportunities with Federal Advisory Committees to provide
information on federal advisory committee opportunities for state officials.4
U.S. EPA’s list of qualified candidates includes several experts from state environmental agencies with
experience and expertise that would enable them to provide independent advice and unique, indispensable
perspectives on the suite of scientific issues facing EPA and SAB. The Administrator should look to
appoint these officials in leadership roles on the chartered SAB and its subcommittees. These officials
possess on-the-ground experience in implementing regulations under the Clean Air Act and other statutes,
as well as expertise in disciplines including air quality, public health, chemistry, risk assessment,
engineering, modeling, toxicology, and uncertainty and benefit-cost analysis. In addition to the value of this
advice from state experts, selecting these nominees for leadership roles could help the Agency in following
Congressional directives to increase SAB “membership from States and tribes who are often
underrepresented” and the SAB Staff Office’s commitment to “expanding the diversity of scientific
perspectives on the SAB, including the perspectives from state and local governments...”

1

AAPCA is a national, non-profit, consensus-driven organization focused on assisting state and local air quality
agencies and personnel with implementation and technical issues associated with the federal Clean Air Act. AAPCA
represents more than 40 state and local air agencies, and senior officials from 20 state environmental agencies
currently sit on the AAPCA Board of Directors. AAPCA is housed in Lexington, Kentucky as an affiliate of The
Council of State Governments. You can find more information about AAPCA at: http://www.cleanairact.org.
2
U.S. EPA Science Advisory Board Staff Office, Invitation for Public Comment on the List of Candidates For the
Environmental Protection Agency’s Chartered Science Advisory Board, September 7, 2017.
3
U.S. EPA, “EPA to Accept Nominations for Science Boards,” June 27, 2017.
4
This resource includes information on federal advisory committees at U.S. EPA, the U.S. Departments of Energy
and Interior, and the National Oceanic and Atmospheric Administration, as well as an introduction to the Federal
Advisory Committee Act.
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The SAB is one of the few currently operating EPA advisory committees established by Congress,
rather than Agency authority.5 The Environmental Research, Development, and Demonstration
Authorization Act of 19786 (ERDDAA) requires that the Administrator establish the SAB to “provide such
scientific advice as may be requested by the Administrator” as well as Congressional committees of
jurisdiction. The Board is to be composed of at least nine members (although the Agency’s most recent
membership balance plan indicates composition of “about 45 members”)7 and each member is to be
“qualified by education, training, and experience.” ERDDAA further requires the Administrator, at the time
any proposed criteria document, standard, limitation, or regulation under the Clean Air Act or other
environmental statute is provided for interagency review, to provide such Agency action with relevant
technical and scientific information in possession of EPA to the SAB for review. Administrator Pruitt has
stated that he intends to “follow applicable legal authorities” as it related to SAB and other advisory
committees.8 Nominated state officials are uniquely qualified to help EPA and SAB carry out these
statutory duties.
EPA should ensure the chartered SAB and its subcommittees and ad hoc panels include significant
state, local, or tribal participation and diverse geographic backgrounds of advisors. At present, this is not
the case. To illustrate:
x The Consolidated Appropriations Act of 2016, signed into law on December 17, 2015, was
accompanied by a report directing the EPA Administrator to develop a policy statement on science
quality and integrity for the Science Advisory Board. The report also indicated that “EPA’s policy
statement should include goals on increasing membership from States and tribes who are often
underrepresented….”9
x The Government Accountability Office (GAO) reviewed EPA’s draft policy statement and reported
in June 2017 that “the draft document does not include specific or numeric goals on increasing
membership from states and tribes. However, it states that the SAB Staff Office is committed to
expanding the diversity of scientific perspectives on the SAB, including the perspectives from state
and local governments, tribes, industry, and nongovernmental organizations.” GAO also stated they
“continue to encourage the agency to specifically address the directives provided in the explanatory
statement.”10
x The U.S. House Appropriations Committee report for H.R. 3354, the Department of the Interior,
Environment, and Related Agencies Appropriations Act of 2018, again directed EPA “to develop
updated policy statements in order to fulfill previous Congressional directives.”11
x A May 2015 letter from CSG West noted that “states are largely underrepresented in EPA advisory
panels” and pointed to the dearth of state/local/tribal experts during recent SAB and CASAC
reviews of science related to air quality, hydraulic fracturing, and water connectivity.12

5

More information on establishment authority can be found at the General Services Administration’s FACA
Database.
6
42 U.S.C. 4365.
7
http://www.csg.org/aapca/documents/SABMembershipBalancePlan2017.pdf.
8
https://www.epw.senate.gov/public/_cache/files/6d95005c-bd1a-4779-af7e-be831db6866a/scott-pruitt-qfrresponses-01.18.2017.pdf.
9
Explanatory Statement Submitted for Consolidated Appropriations Act, 2016, pg. H10220, December 17, 2015.
10
GAO Assessment of Updated EPA Policy Statement, June 8, 2017
11
Report from the Committee on Appropriations to accompany H.R. 3354, pg. 62, July 21, 2017.
12
The Council of State Governments West, Letter to Senators Mike Rounds and Edward Markey, May 19, 2015.
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In May 15, 2017 comments on regulatory reform, the Western Governors Association argued that
U.S. EPA should “enhance state representation on the [SAB], as well as on its standing and ad hoc
committees.”13
Historically, representation on the chartered SAB has been limited to certain geographic areas, and
state experts have constituted no more than three advisors on the roughly 50-member panel at any
time over the last decade.14
Other EPA federal advisory committees have found avenues to expand membership for
intergovernmental partners and co-regulators. For example, the Assumable Waters Subcommittee
of the National Advisory Council on Environmental Policy and Technology (NACEPT) included
ten state and two tribal members, representing members from seven different EPA regions.15

The Federal Advisory Committee Act (FACA) requires committees to be “fairly balanced in terms of
the points of view represented and the functions to be performed.” U.S. EPA’s Peer Review Handbook
states that the Agency should “include a broad enough spectrum of other related experts to consider wider
dimensions of the issue(s)” and “keep a balance by considering new individuals who bring fresh
perspectives to the review of a work product.”16 41 CFR 102-3.130 provides the Administrator, as the
appointing authority, with the ability to determine membership terms for all SAB members under FACA.17
EPA should select state environmental agency experts for the chartered SAB from this list of qualified
candidates. EPA should also strongly encourage nominations of qualified state, local, and tribal
environmental agency experts for future openings on SAB subcommittees and ad hoc panels.
Thank you for the opportunity to provide feedback on EPA’s list of candidates for SAB. If you have
any questions regarding our comments, please contact cwoods@csg.org or (859) 244-8040.
Sincerely,

Clinton J. Woods
Executive Director, AAPCA

13

http://westgov.org/images/editor/Regulatory_Reform_Task_Forces_-_Final.pdf.
Data collected from SAB entry in the FACA database.
15
U.S. EPA, Assumable Waters Sub-Committee, June 2016. The Assumable Waters Subcommittee Report was
transmitted via NACEPT on June 2, 2017.
16
U.S. EPA, Peer Review Handbook, 4th Edition, October 2015.
17
41 CFR 102-3.130 states “Unless otherwise provided by statute, Presidential directive, or other establishment
authority, advisory committee members serve at the pleasure of the appointing or inviting authority. Membership
terms are at the sole discretion of the appointing or inviting authority.”
14
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November 28, 2016
Dr. Bryan J. Bloomer
Designated Federal Officer
Science Advisory Board
U.S. Environmental Protection Agency
1200 Pennsylvania Avenue, NW
Washington, DC 20460
Subject: Invitation for Public Comment on the List of Candidates for the EPA Science Advisory Board
Ad Hoc Committee for Review of the Screening Methodologies to Support Risk and Technology Reviews
(RTR): A Case Study Analysis
Dr. Bloomer:
The Association of Air Pollution Control Agencies (AAPCA)1 appreciates the opportunity to
comment on the list of candidates for U.S. Environmental Protection Agency’s (EPA) Science Advisory
Board (SAB) Ad Hoc Committee for reviewing the EPA’s Office of Air and Radiation’s draft report
Screening Methodologies to Support Risk and Technology Reviews (RTR): A Case Study Analysis (“SAB
RTR Methods Review Panel”).2
In the invitation to comment, EPA notes that “a balanced panel is characterized by inclusion of
candidates who possess the necessary domains of knowledge, the relevant scientific perspectives (which,
among other factors, can be influenced by work history and affiliation), and the collective breadth of
experience to adequately address the general charge.” Importantly, the list includes experts from state
environmental agencies, giving EPA a key opportunity to select individuals that could provide
geographically diverse, on-the-ground perspectives, and years of experience addressing emissions of
hazardous air pollutants from stationary sources. In particular, the candidates bring expertise in
toxicology, health and exposure risk assessment, and air toxics.
AAPCA strongly recommends that EPA’s SAB Staff Office consider these state personnel for the
SAB RTR Methods Review Panel because of their demonstrated scientific and technical knowledge, as
well as their ability to convey diverse expertise and viewpoints.
As the EPA SAB Staff Office reviews these candidates based on the chosen criteria,3 the Agency
should ensure state, local and tribal participation in order to obtain input from experts that work with and
implement federal Clean Air Act regulations. The need for a wider, more diverse range of advisors on
EPA panels is well-noted:

1

AAPCA is a national, non-profit, consensus-driven organization focused on assisting state and local air quality
agencies and personnel with implementation and technical issues associated with the federal Clean Air Act. Twenty
state environmental agencies currently sit on AAPCA’s Board of Directors. AAPCA is housed in Lexington,
Kentucky as an affiliate of The Council of State Governments. You can find more information about AAPCA at:
http://www.cleanairact.org.
2
U.S. EPA Science Advisory Board Staff Office, Invitation for Public Comment on the List of Candidates for the
EPA Science Advisory Board Ad Hoc Committee for Review of the Screening Methodologies to Support Risk and
Technology Reviews (RTR): A Case Study Analysis, November 3, 2016.
3
81 FR 52683.
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The Consolidated Appropriations Act of 2016, signed into law on December 17, 2015, was
accompanied by a report directing the EPA Administrator to develop a policy statement on
science quality and integrity for the Science Advisory Board. The report further directed that
“EPA’s policy statement should include goals on increasing membership from States and tribes
who are often underrepresented….”4
U.S. EPA’s Peer Review Handbook (Fourth Edition) directs that the Agency “include a broad
enough spectrum of other related experts to consider wider dimensions of the issue(s)” and “keep
a balance by considering new individuals who bring fresh perspectives to the review of a work
product.”5
Of the 48 members currently on EPA’s chartered SAB, only two are from state agencies.
Additionally, as noted in a May 2015 letter from the Council of State Governments West, EPA’s
SAB Staff Office has failed to select intergovernmental experts for other SAB ad hoc panels.6

Considering for this panel the candidates that have state-level experience and perspectives would be a
step in the appropriate direction. As all of the candidates for the SAB RTR Methods Review Panel were
identified by the SAB Staff Office “based on their relevant expertise and willingness to serve,” selecting
panelists that meet fundamental criteria, such as a “diversity of scientific expertise and viewpoints,”
becomes more vital to the process of creating a balanced panel to review this important document.
In addition to fulfilling the need for proper balance on the SAB RTR Methods Review Panel,
AAPCA encourages EPA to solicit advice from, and select for advisory committees and panels, experts
from state, local and tribal environmental agencies. These agencies can provide critical guidance as EPA
looks to future regulatory actions.
Thank you for the invitation to provide comments on this highly qualified list of candidates. If you
have any questions, please contact cwoods@csg.org or (859) 244-8040.
Sincerely,

Clinton J. Woods, Executive Director
AAPCA

4

Explanatory Statement Submitted for Consolidated Appropriations Act, 2016, pg. H10220, December 17, 2015
U.S. EPA, Peer Review Handbook, 4th Edition, October 2015.
6
The Council of State Governments West, Letter to Senators Mike Rounds and Edward Markey, May 19, 2015.
5
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July 19, 2016
Mr. Aaron Yeow
Designated Federal Official
U.S. Environmental Protection Agency
Science Advisory Board & Clean Air Scientific Advisory Committee
1200 Pennsylvania Avenue, NW
Washington, DC 20460
Subject: Invitation for Public Comment on the List of Candidates for the U.S. Environmental Protection
Agency’s (EPA) Clean Air Scientific Advisory Committee (CASAC)
Mr. Yeow:
The Association of Air Pollution Control Agencies (AAPCA)1 appreciates U.S. EPA’s request for
public comments on the list of candidates who represent state air pollution control agencies for service on
EPA’s chartered CASAC.2
EPA’s list of qualified candidates includes several officials from AAPCA member agencies3 as well as
from two partner multi-jurisdictional organizations which share state agency members with AAPCA. These
individuals possess decades of experience in the technical aspects of National Ambient Air Quality
Standards (NAAQS) and have demonstrated high levels of competence, knowledge, and expertise in fields
relevant to air pollution and air quality issues. This on-the-ground experience would be indispensable to
CASAC and EPA. The candidates also have impressive academic credentials in fields including toxicology,
environmental science, zoology, geography, and engineering.
We strongly recommend that EPA’s Science Advisory Board (SAB) Staff Office consider these experts
in the current chartered CASAC selection process.
EPA should ensure the chartered CASAC and individual NAAQS review panels include significant
state, local, or tribal participation and diverse geographic backgrounds of advisors. At present, this is not
the case. To illustrate:
x According to a May 2015 letter from the Council of State Governments West: “For EPA’s Clean
Air Scientific Advisory Committee Ozone Review Panel, which provided the critical advice for
Administrator Gina McCarthy’s proposed ozone regulations, only one of the 22 panelists came
from a state/local perspective.”4

1

AAPCA is a national, non-profit, consensus-driven organization focused on assisting state and local air quality
agencies and personnel with implementation and technical issues associated with the federal Clean Air Act. Eighteen
state environmental agencies currently sit on AAPCA’s Board of Directors. AAPCA is housed in Lexington,
Kentucky as an affiliate of The Council of State Governments. You can find more information about AAPCA at
http://www.cleanairact.org.
2
U.S. EPA Science Advisory Board Staff Office, Invitation for Public Comment on the List of Candidates For the
Environmental Protection Agency’s Clean Air Scientific Advisory Committee, June 20, 2016
3
These include the Arkansas Department of Environmental Quality, Georgia Department of Natural Resources, Ohio
Environmental Protection Agency, and the Texas Commission on Environmental Quality.
4
The Council of State Governments West, Letter to Senators Mike Rounds and Edward Markey, May 19, 2015.
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Historically, representation on CASAC committees and panels has been limited to specific regions
and a handful of states.5
A recent survey of twenty state air directors, including both AAPCA members and non-members,
provides context for these concerns.6 The survey found:
o A majority of respondents said state and local agencies are not adequately represented on
CASAC and its subpanels, and that these panels are not sufficiently geographically diverse.
o A majority of respondents agreed that the CASAC process for nominating and
recommending expert candidates was transparent and clearly understood, but the top three
barriers selected by respondents to state personnel serving on CASAC or its subpanels
were lack of time to serve, low likelihood of being selected, and a perceived lack of
expertise.
Other EPA federal advisory committees have found avenues to expand membership for
intergovernmental partners and co-regulators. For example, the recently constituted Assumable
Waters Subcommittee of the National Advisory Council on Environmental Policy and Technology
includes ten state and two tribal members, representing members from seven different EPA
regions.7
The Consolidated Appropriations Act of 2016, signed into law on December 17, 2015, was
accompanied by a report directing the EPA Administrator to develop a policy statement on science
quality and integrity for the Science Advisory Board. The report further directed that “EPA’s
policy statement should include goals on increasing membership from States and tribes who are
often underrepresented….”8

Statutory requirements and federal committee composition directives also suggest a robust role for
geographically diverse state, local, and tribal experts in the scientific advisory process. CASAC’s charter
and the Clean Air Act direct EPA to appoint at least one member of the National Academy of Sciences,
one physician, and one person representing state air pollution control agencies. The most recent
Membership Balance Plan for CASAC, last updated in 2015, states that “Geographic location may be
considered” as the only other balance factor that “EPA identifies as important in achieving a balanced
[Federal Advisory Committee].”9 The Federal Advisory Committee Act requires committees to be “fairly
balanced in terms of the points of view represented and the functions to be performed.” The most recent
edition of U.S. EPA’s Peer Review Handbook directs that the Agency “include a broad enough spectrum of
other related experts to consider wider dimensions of the issue(s)” and “keep a balance by considering new
individuals who bring fresh perspectives to the review of a work product.” 10 Related policy from the
National Academies argues that it may be critical to have a particular perspective on a panel, even though
an individual is not a representative of their interests, “because such individuals, through their particular
knowledge and experience, are often vital to achieving an informed, comprehensive, and authoritative
understanding and analysis of the specific problems and potential solutions to be considered by the
committee.”11

5

Data collected from CASAC entry in the FACA database, which contains information on panelists back to FY1997.
Survey results and related presentation are available on AAPCA’s 2016 Spring Meeting website.
7
U.S. EPA, Assumable Waters Sub-Committee, June 2016.
8
Explanatory Statement Submitted for Consolidated Appropriations Act, 2016, pg. H10220, December 17, 2015.
9
CASAC 2015 Membership Balance Plan.
10
U.S. EPA, Peer Review Handbook, 4th Edition, October 2015.
11
The National Academies, Policy on Committee Composition and Balance and Conflicts of Interest for Committees
used in the Development of Reports, May 12, 2003.
6

2
00588

Case 1:18-cv-00613-WHP Document 26-4 Filed 05/23/18 Page 482 of 627

AAPCA recognizes the distinction between technical advisory committees like CASAC, in which
panelists serve as “Special Government Employees,” and representative advisory committees, but we
believe that state, local, and tribal agency personnel possess particular knowledge and experience critical to
providing informed, comprehensive, and authoritative understanding of the NAAQS.
Geographically diverse state, local, and tribal contributors provide unique, on-the-ground experience
with the NAAQS, including expertise that could help CASAC carrying out the full responsibilities in its
charter and Section 109(d) of the Clean Air Act. This includes advice on: “any adverse public health,
welfare, social, economic, or energy effects which may result from various strategies for attainment and
maintenance of such” NAAQS; “the relative contribution to air pollution concentrations of natural as well
as anthropogenic activity”; “areas in which additional knowledge is required to appraise the adequacy and
basis of” NAAQS; and “the research efforts necessary to provide the required information.” The
Government Accountability Office (GAO) has determined that CASAC has not carried out its role in
providing some of this advice related to the NAAQS “because EPA has never asked CASAC to do so.”12
Communications from AAPCA Members suggest that state air pollution control agencies would benefit
from the full suite of statutorily required advice.13
In light of this evidence on the potential benefits of expanding geographically diverse state, local, and
tribal participation on CASAC and other advisory activities, AAPCA also suggests that EPA should
encourage nominations of, and seriously consider, qualified state, local, and tribal environmental agency
experts for future openings on the chartered CASAC (including for those openings not statutorily required
to be filled by a representative of state air pollution control agencies) as well as individual CASAC
NAAQS review panels.
Thank you for the opportunity to provide feedback on EPA’s excellent list of candidates for CASAC. If
you have any questions regarding our comments, please contact cwoods@csg.org or (859) 244-8040.
Sincerely,

Clinton J. Woods, Executive Director
AAPCA

12

U.S. GAO, EPA’S SCIENCE ADVISORY BOARD: Improved Procedures Needed to Process Congressional
Requests for Scientific Advice, June 2015.
13
In response to a May 2014 letter from members of the U.S. Senate Committee on Environment and Public Works,
the Louisiana Department of Environmental Quality, Mississippi Department of Environmental Quality, North
Carolina Department of Environment and Natural Resources (now Department of Environmental Quality), and Texas
Commission on Environmental Quality provided feedback on the CASAC process. Multi-state comments on the
proposed ozone NAAQS provide perspectives on the role of CASAC. The previously cited survey of state air
directors found that more than 80 percent of respondents thought CASAC advice on the full suite of topics in the
charter and Section 109(d) of the Clean Air Act, as part of the NAAQS review process, would be helpful.
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Introduction to AAPCA
The Association of Air Pollution Control Agencies (AAPCA) is a consensus-driven organization focused on
assisting state and local air quality agencies and personnel with implementation and technical issues
associated with the federal Clean Air Act. AAPCA’s members work collaboratively on behalf of states and
the communities they protect to act as a conduit for and provide feedback to federal regulators on air
quality rules that have significant impacts across the entire nation. AAPCA represents more than 40
state and local air agencies, and senior officials from 20 state environmental agencies currently sit on
AAPCA’s Board of Directors. AAPCA is housed in Lexington, Kentucky as an affiliated association of the
Council of State Governments (CSG).
Association of Air Pollution Control Agencies | 1776 Avenue of the States | Lexington, Kentucky 40511
www.cleanairact.org | @AAPCA_States

State Environmental Agencies Currently Represented on AAPCA’s Board of Directors
Alabama | Arizona | Arkansas | Florida
Georgia | Indiana | Kentucky | Louisiana
Maine | Mississippi | Nevada
North Carolina | North Dakota | Ohio
South Carolina | Tennessee | Texas
Virginia | West Virginia | Wyoming

Footprint of AAPCA State Members
State members of AAPCA’s Board of Directors have primary responsibility for air quality for a segment of
the country that represents:
x Over 140 million Americans, nearly half of the U.S. population;
x More than 45 percent of U.S. Total Manufacturing Output; and,
x 60 percent of total energy production in the United States.

2017 AAPCA Officers and Technical Committees
President | Sean Alteri, Kentucky Division for Air Quality, (502) 564-3999
Vice President | Stuart Spencer, Arkansas Department of Environmental Quality, (501) 683-0873
Secretary/Treasurer | Vivian Aucoin, Louisiana Department of Environmental Quality, (225) 219-3417
Past President | Sheila Holman, North Carolina Department of Environmental Quality, (919) 707-8430
AAPCA’s members participate on eleven technical committees that provide information-sharing forums
for agency personnel on the following topics: Training; Best Practices; NAAQS/SIP; Modeling; Emission
Inventory; Local Government; Ambient Monitoring; Compliance, Enforcement, and Testing; Permitting
and New Source Review (NSR); Energy; and Public Outreach & Information.
1
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Recent and Forthcoming AAPCA Activities
Meetings
AAPCA’s membership meetings offer a premier venue to engage with senior air quality officials from
state and local agencies, and U.S. EPA. In 2017, AAPCA will host two in-person meetings:
x Spring Meeting, March 27 – 29, Tucson, Arizona [presentations available here]
x Annual Business Meeting, September 20 – 22, Raleigh, North Carolina

Timelines and Factsheets
AAPCA has recently released several timelines and factsheets:
x State Clean Air Act Deadlines,, 2016 - 2021 (updated
November 2016):
( p
)

x

In December 2016, AAPCA released an updated timeline, Forthcoming & Initiated Clean Air Act
Regulatory Actions, 2016 - 2020.

x

Timing of U.S. EPA Nominations &
Appointments in Past Presidential Transitions
(January 2017)

x

In October 2016, AAPCA released a fact
sheet, Preparing for Personal Air
Sensors: Definition, Opportunities, and Data
Limitations.

2
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Consensus Comments
AAPCA has recently provided feedback to U.S. EPA on several topics: U.S. EPA's Preliminary Interstate
Ozone Transport Modeling Data for the 2015 Ozone National Ambient Air Quality Standard; data display
issues on U.S. EPA’s Enforcement and Compliance History Online (September 2016); the list of
candidates for U.S. EPA’s Science Advisory Board Ad Hoc Committee for Review of the Screening
Methodologies to Support Risk and Technology Reviews (RTR): A Case Study Analysis (November 2016);
the proposed Regional Haze Rule Amendments (August 2016); the list of candidates for U.S. EPA's Clean
Air Scientific Advisory Committee (July 2016); the proposed Revision to the Near-Road NO2 Minimum
Monitoring Requirements (June 2016); and Treatment of Data Influenced by Exceptional Events and
draft Guidance on the Preparation of Exceptional Events Demonstrations for Wildfire Events that May
Influence Ozone (February 2016).
AAPCA has also requested extension of the public comment periods for U.S. EPA’s: draft Guidance on
Modeled Emission Rates for Precursors and PM2.5 Precursor Demonstration (January 2017);
Implementation of the 2015 National Ambient Air Quality Standards for Ozone: Nonattainment Area
Classifications and State Implementation Plan Requirements, (December 2016); Draft Guidance on
Significant Impact Levels for Ozone and Fine Particles in the Prevention of Significant Deterioration
Permitting Program (September 2016); and Protection of Visibility: Amendments to Requirements for
State Plans (June 2016).

Surveys of State Perspectives
AAPCA also conducts surveys of state agency perspectives:
x Perspectives on EPA's Clean Air Scientific Advisory Committee (April 2016)
x State Environmental Agency Perspectives on Timely NAAQS Implementation (September 2015)
x State Environmental Agency Perspectives on Background Ozone & Regulatory Relief (June 2015)

3
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Resource Pages
AAPCA has compiled state and local agency comments on recent Clean Air Act issues, including:
Response to December 9, 2013 CAA Section 176A Petition From Connecticut, Delaware, Maryland,
Massachusetts, New Hampshire, New York, Pennsylvania, Rhode Island and Vermont (comment
deadline: April 13, 2017); Preliminary Interstate Ozone Transport Modeling Data for the 2015 Ozone
National Ambient Air Quality Standard (NAAQS) (comment deadline: April 6, 2017); Implementation of
the 2015 NAAQS for Ozone: Nonattainment Area Classifications and State Implementation Plan
Requirements (comment period closed 2/13/2017); Protection of Visibility: Amendments to
Requirements for State Plans (final rule published 1/10/2017); Cross-State Air Pollution Rule Update for
the 2008 Ozone National Ambient Air Quality Standards (“CSAPR Update”; final rule published
10/26/2016); Proposed Exceptional Events Rule Revisions & Draft Wildfire Guidance (final rule
published 10/3/16); Startup, Shutdown and Malfunction State Implementation Plan Call (“SSM SIP Call”;
final action published 5/22/2015); the proposed 2015 Ozone NAAQS (final rule published 10/26/2015);
the Volkswagen litigation and mitigation; permitting updates; and personal air sensors.

Forthcoming Projects
In 2017, AAPCA and the Council of State Governments are developing a joint project, entitled States at
the Tables: Engaging Energy and Environmental Federal Advisory Committees. This portal will serve as a
comprehensive resource for state leaders from all three branches of government regarding
opportunities to interact with federal energy and environmental agencies through Federal Advisory
Committees. More information will be available at: www.cooperativefederalism.org.

In April 2017, AAPCA anticipates releasing a report entitled The Greatest Story Seldom Told: Profiles and
Success Stories in Air Pollution Control, which compiles indicators and metrics to illustrate the progress
of air pollution control in the United States.
4
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May 15, 2017

Justin Clark
Director of Intergovernmental Affairs
The White House
1600 Pennsylvania Avenue N.W.
Washington, D.C. 20500
Dear Mr. Clark:
President Trump’s Executive Order 13777 (E.O.), Enforcing the Regulatory
Reform Agenda, requires that federal agencies seek input and assistance from
states. Western Governors appreciate this requirement and commend to your
attention WGA Policy Resolution 2017-01, Building a Stronger State-Federal
Relationship, as a good starting point for reform of federal regulatory processes.
Western Governors believe that one of the most important and durable reforms
the President could undertake is to work with them to realign the relationship of
the federal government and states so that it operates as a true partnership. Such
realignment could be significantly advanced by a serious effort to redefine statefederal consultation coupled with agency accountability for engagement in that
process.
Pursuant to Western Governors’ definition of true consultation:
Each Executive department and agency should be required to
have a clear and accountable process to provide each state –
through its Governor as the top elected official of the state and
other representatives of state and local governments as he or she
may designate – with early, meaningful and substantive input in the
development of regulatory policies that have federalism
implications. This includes the development, prioritization and
implementation of federal environmental statutes, policies, rules,
programs, reviews, budgets and strategic planning.
WGA has prepared the attached agency-by-agency menu of reforms for
consideration by the White House and various departmental Regulatory Reform
Task Forces. These options are informed by Governors’ past interactions with
federal agencies. We believe they can be useful in initiating realignment of the
state-federal relationship, an objective that is consistent with the purposes of the
President’s E.O.
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Western Governors are excited to work in authentic partnership with the federal government.
Governors are optimistic that the new Administration will be eager to unleash the power and
creativity of states for the common advantage of our country. By working cooperatively with
the states, the Administration can create a legacy of renewed federalism, resulting in a nation
that is stronger, more resilient and more united.
We hope this menu of reforms will be a useful resource to the various Regulatory Reform Task
Forces. The Western Governors’ Association is prepared to help coordinate the participation of
Western Governors in this very important effort.
Respectfully,

James D. Ogsbury
Executive Director

Attachment
cc:

Honorable Ryan Zinke, Secretary of the Interior
Honorable Sonny Perdue, Secretary of Agriculture
Honorable Scott Pruitt, Administrator, Environmental Protection Agency
Lieutenant General Todd T. Semonite, Commanding General and Chief of Engineers
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Description of Reform

White
House

Congress

White
House

Revise Executive Order 13123, Federalism.

Establish a federalism office in the executive branch - potential
models include the U.S. Advisory Commission on
Intergovernmental Relations (ACIR) and Council on
Environmental Quality (CEQ).

CROSS-CUTTING

Entity

1
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WGA Policy Resolution 2017-01, Building a Stronger StateFederal Relationship

WGA Policy Resolution 2017-01, Building a Stronger StateFederal Relationship

Nexus to Governors' Policy Resolutions

The document begins with a presentation of cross-cutting recommendations (those impacting more than one agency), followed by agency-specific
recommendations. It was developed to as a practical tool for the Executive Branch and Congress as they consider regulatory process
improvements.

This document contains a variety of process improvement recommendations informed by Western Governors’ policy resolutions and previous
interactions with the Administration and Congress. The Governors’ primary priorities for regulatory reform are articulated in WGA Policy
Resolution 2017-01, Building a Stronger State-Federal Relationship.

Agency-by-Agency Menu of Possible Reforms

Realigning the State-Federal Relationship
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Establish a permanent Joint Select Committee on
Intergovernmental Relations.

Governors have specifically defined “consultation.” Seek
opportunities for more meaningful consultation through: agencyspecific processes; Executive Branch cross-cutting regulatory
efforts (such as those outlined in recent E.O.s); administrative
reorganization, and Congressional regulatory reform initiatives.

Congress

White
House

Clarify which federal actions trigger the state consultation
requirements under E.O. 13132, Federalism.

Federal agencies have recently contemplated excluding certain
regulatory activities (such as agency procedures, directives
development, and handbook or manual updates) from the APA
process (see 80 FR 74740, November 30, 2015, RFI Regarding
Involving the Public in the Formulation of Forest Service
Directives). This would preclude the application of notice and
comment requirements to a great deal of regulatory activity and
could operate to diminish the role of states in the development of
these significant regulatory tools.

White
House

Agencies

Congress

Clarify definitions in key enabling statutes to better define statefederal consultation.

Congress

Congress

Agencies

Description of Reform

Entity

Comments: USFS Groundwater Directive

2
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WGA Policy Resolution 2017-01, Building a Stronger StateFederal Relationship

WGA Policy Resolution 2017-01, Building a Stronger StateFederal Relationship

Letter to Agencies: Executive Order, “Enforcing the
Regulatory Reform Agenda”: DOI, USDA, USCOE

WGA Policy Resolution 2017-01, Building a Stronger StateFederal Relationship

WGA Policy Resolution 2017-01, Building a Stronger StateFederal Relationship

Nexus to Governors' Policy Resolutions
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Congress

White
House

Congress

White
House

Congress

Agencies

White
House

Require internal oversight procedure by which agency scrutinizes
potential preemptions of state authority.

Require agencies to develop step-by-step internal guidelines on
compliance with the preemption provisions of the Federalism
E.O.; and

Develop an E.O. or legislation that: ensures a more focused and
streamlined federal approach to invasive species issues and that
promotes greater coordination, collaboration, and communication
with states and Pacific islands; and provides for greater
transparency of invasive species data and management decisions.

Infrastructure planning and permitting guidelines, rules, and
regulations should be coordinated, streamlined, and sufficiently
flexible to: (i) allow for timely decision-making in the design,
financing, and construction of needed infrastructure; (ii) account
for regional differences; (iii) balance economic and environmental
considerations; and (iv) minimize the costs of compliance.

Better define “cooperating agency” under NEPA processes.

White
House/
CEQ

Congress

Description of Reform

Entity

3
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WGA Policy Resolution 2017-01, Building a Stronger StateFederal Relationship

Letter: Recommendations for state experts for Invasive
Species Advisory Council

Testimony: Oversight Hearing on Invasive Species

Letter: Concern regarding invasive species management

WGA Policy Resolution 2016-05, Combating Invasive
Species

WGA Policy Resolution 2015-08: Water Resource
Management in the West

Nexus to Governors' Policy Resolutions
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Description of Reform

Require OMB/OIRA to update directions to agencies "federalism
official" designations and "consultation plans." These directions
should describe how agencies identify policies with federalism
implications and the procedures agencies will use to ensure
meaningful and timely consultation with states. Make
consultations plans and contact information for designated
federalism officials publicly available.

Improve preemption and federalism review requirements in
OIRA's "A-4 Circular" checklist.

Strengthen existing statutory savings clauses and incorporate
savings clauses in new legislation as opportunities arise.

Request a GAO analysis of how often federalism reviews occur in
key agencies and what they include.

Seek mandatory use of state data and expertise, subject to existing
state requirements for data protection and transparency.

Entity

White
House

Congress

White
House

Congress

Congress

Congress

4
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Appropriations Requests Testimony, FY 2015, 2016, 2017

WGA Policy Resolution 2014-14, State Wildlife Science,
Data and Analysis

WGA Policy Resolution 2016-08, Species Conservation and
the Endangered Species Act

WGA Policy Resolution 2017-01, Building a Stronger StateFederal Relationship

WGA Policy Resolution 2017-01, Building a Stronger StateFederal Relationship

WGA Policy Resolution 2017-01, Building a Stronger StateFederal Relationship

WGA Policy Resolution 2017-01, Building a Stronger StateFederal Relationship

WGA Policy Resolution 2017-01, Building a Stronger StateFederal Relationship

Nexus to Governors' Policy Resolutions
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Require agencies to assure state participation in relevant federal
science boards by requiring the selection of state scientists to serve
on science-based groups informing federal regulation (e.g. EPA
Science Advisory Board panels).

Seek mandatory use of a refined model for federal land
management agencies' economic impact and cost/benefit analyses
designed in conjunction with affected states and counties.

Congress

White
House

(n.b. In a previous CERCLA 108(b) federalism assessment process,
EPA refused to share assumptions or modeling information with
states. See details here.)

Agencies

Consult with states in a meaningful way prior to proposing
directives or rules affecting states' management and allocation of
water resources.

White
House

Agencies

Clarify definitions in key enabling statutes such as NFMA,
MUSYA, and FRRRPA to better define state-federal consultation.

Congress

United States Forest Service (USFS)

DEPARTMENT OF AGRICULTURE

Congress

Require agencies to share assumptions supporting federalism
assessment impact analyses.

White
House

Congress

Agencies

Description of Reform

Entity

WGA Policy Resolution 2015-08: Water Resource
Management in the West

5
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WGA Policy Resolution 2017-01, Building a Stronger StateFederal Relationship

WGA Policy Resolution 2017-01, Building a Stronger StateFederal Relationship

WGA Policy Resolution 2017-01, Building a Stronger StateFederal Relationship

Appropriations Requests Testimony, FY 2015

WGA Policy Resolution 2017-01, Building a Stronger StateFederal Relationship

Nexus to Governors' Policy Resolutions
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Increase state-federal coordination to complete the siting and
permitting of electricity transmission across federal lands within
three years of submission of a completed application.

Include meaningful state consultation as a required component of
the west-wide energy corridor designation process under section
368 of the Energy Policy Act of 2005.

Agencies

WGA Policy Resolution 2017-01, Building a Stronger StateFederal Relationship

(n.b. USFS previously contemplated excluding certain regulatory
activities (such as agency procedures, directives development, and
handbook or manual updates) from the APA process [see 80 FR
74740, November 30, 2015, RFI Regarding Involving the Public in
the Formulation of Forest Service Directives]. This would
preclude the application of notice and comment requirements to a
great deal of regulatory activity and could diminish the role of
states in the development of these significant regulatory tools.)

6
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WGA Policy Resolution 2016-09: Energy and Transmission

Letter: Western states’ need for substantial state role in
Section 368 energy corridor designation process

Comments: DOE Integrated, Interagency Pre-application
Process proposal

Comments: DOE Integrated, Interagency Pre-Application
Process proposal

Comments: The first iteration of DOE’s Quadrennial
Energy Review

WGA Policy Resolution 2016-09: Energy and Transmission

Comments: Proposed USFS Directive for National Best
Management Practices for Water Quality

Comments: Ski Area Water Rights on Forest Service Lands

Letter: Concern on USFS Proposed Groundwater
Management Directive

Comments: USFS Groundwater Directive

Testimony: State Authority over Water Management

Appropriations Requests Testimony, FY 2016, 2017

Nexus to Governors' Policy Resolutions

Description of Reform

White
House/
CEQ

Entity
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Agencies

Agencies

White
House

Expand use of authorities included in the 2014 Farm Bill to
increase the pace and scale of forest management and restoration
on western National Forests and adjacent non-federal lands;
Expand opportunities for state and local collaborative
involvement in decision-making processes.

Federal statutes require federal land management agencies to
establish a balance between multiple uses of public lands. Take
steps to account for local needs and state priorities when
evaluating the viability of various uses.

Implement tracking measurements to quantify and report acres
treated for hazardous fuels reduction as an accomplishment only
after an entire project has been completed and the desired
condition is achieved.

Involve states in development and implementation of risk
assessment tools for identifying and prioritizing hazardous fuels
reductions projects on western NFS lands.

Consult with states in development of a consistent, cross-agency
process for identifying and selecting highest priority hazardous
fuels projects.

White
House

Agencies

Description of Reform

Entity

7
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Letter: Support for accelerated implementation of forest
management projects

Appropriations Requests Testimony, FY 2016, 2017

WGA National Forest and Rangeland Management
Initiative
2016-01 National Forest and Rangeland Management

WGA Policy Resolution 2016-01 National Forest and
Rangeland Management

USFS Inspector General’s Report “Forest Service Wildland
Fire Activities – Hazardous Fuels Reduction.” (July, 2016)

Letter: Offer to work with federal agencies on western
energy Section 368 corridors

Letter: Request for substantive partnership in Section 368
energy corridor designation process

Nexus to Governors' Policy Resolutions
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Identify fuels management priorities in consultation with states to
focus resources on greatest wildfire threats.

Enable State leadership to reinforce and reward collaboration on
USFS and DOI planning and projects.

Target funding from USFS, BLM, NRCS and state sources to
address cross-boundary management goals in priority areas
consistent with state forest action plans. Increase training of state,
tribal, and other partners in USFS analysis, administration, and
business practices to facilitate interagency implementation of
cross-boundary projects.

Description of Reform

Limit critical habitat designations for broadly distributed species
to only the area deemed necessary by the best available science.
Critical habitat designations should be based on analysis that

WGA Policy Resolution 2016-08, Species Conservation and
the Endangered Species Act

Require petitioners to provide a copy of petitions to affected
state(s) so states may provide any existing state data regarding the
petitioned species.

8
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WGA Policy Resolution 2016-08, Species Conservation and
the Endangered Species Act

Comments: Endangered & Threatened Wildlife and Plants;
Revisions to the Regulations for Petitions

WGA Policy Resolution 2016-08, Species Conservation and
the Endangered Species Act

Letter: State collaboration in addressing rangeland fire risk

2014-10 Regional Wildfire Fighting Resources

Nexus to Governors' Policy Resolutions

Provide regulatory and statutory avenues to implement
forthcoming recommendations produced by the Western
Governors’ Species Conservation and ESA Initiative.

National Marine Fisheries Service (NMFS)

DEPARTMENT OF COMMERCE

Agencies

Entity
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Comments: Implementing Changes to the Regulations for
Designating Critical Habitat

WGA Policy Resolution 2016-08, Species Conservation and
the Endangered Species Act

includes data and scientific information from states included in
proposed critical habitat. Engage states as full partners in critical
habitat designations, especially when federal agencies intend to
rely on the precautionary principle, coupled with the use of longterm modeling and forecasting.

Utilize data and expertise provided by states in conducting status
reviews and 12-month findings on petitions for listing species
under the ESA.

Promote early, meaningful consultation with states in the
promulgation or development of any rules, regulations, directives,
or agency action that affects or influences states' management or
allocation of water resources, including "surplus" water supplies
in USACE reservoirs or water storage projects.

United States Army Corps of Engineers (USACE)

DEPARTMENT OF DEFENSE

Work with states and resource managers to improve predictive
and adaptive capabilities for extreme weather variability and
related impacts, with a priority on improving sub-seasonal and
seasonal precipitation forecasting capabilities to support water
management decision-making.

9
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Letter: Concern regarding U.S. Army Corps of Engineers
water surplus rule

WGA Policy Resolution 2015-08, Water Resource
Management in the West

Letter: Support for federal drought relief legislation

WGA Policy Resolution 2015-08, Water Resource
Management in the West

Comments: Use of State Data & Expertise in ESA Listing
Methodology

Nexus to Governors' Policy Resolutions

Description of Reform

National Oceanic and Atmospheric Administration (NOAA)

Entity
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WGA Policy Resolution 2015-08, Water Resource
Management in the West

Any attempts to define the jurisdictional scope of "Waters of the
United States" in the Clean Water Act must respect limits set by
Congress and the U.S. Supreme Court, recognizing the authority
of states to manage water within their boundaries.

Require consent of an affected state's Governor before allowing
construction of a centralized interim storage facility.

Work cooperatively with states in implementing a policy to ensure
the safe transportation, storage, and disposal of spent fuel and
high-level waste.

10
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WGA Policy Resolution 2017-05 Storage and Disposal of
Radioactive Waste and Spent Nuclear Fuel

WGA Policy Resolution 2016-03: Transportation of
Radioactive Waste, Radioactive Materials and Spent
Nuclear Fuel

2017-05 Storage and Disposal of Radioactive Waste and
Spent Nuclear Fuel

WGA Policy Resolution 2016-03: Transportation of
Radioactive Waste, Radioactive Materials and Spent
Nuclear Fuel

Letter: Concern regarding Clean Water Act jurisdiction
rulemaking

Request for Extended Comment Period - Waters of the
United States (WOTUS) Rule

Comments: Final Waters of the United States (WOTUS)
Rule

Appropriations Requests Testimony, FY 2015, 2016, 2017

Nexus to Governors' Policy Resolutions

Description of Reform

DEPARTMENT OF ENERGY

Entity
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Include meaningful state consultation as a required component of
the west-wide energy corridor designation process under section
368 of the Energy Policy Act of 2005.

WGA Policy Resolution 2016-09: Energy and Transmission

Increase state-federal coordination to complete the siting and
permitting of electricity transmission across federal lands within
three years of submission of a completed application.

Existing state hydropower licensing authorities should not be
replaced or in any way impeded by FERC jurisdiction.

11
00618

Comments: The feasibility of a two-year licensing process
for small hydropower projects

Letter: Hydropower facility licensing authorities

WGA Policy Resolution 2016-09: Energy and Transmission

Letter: Offer to work with federal agencies on western
energy Section 368 corridors

Letter: Request for substantive partnership in Section 368
energy corridor designation process

WGA Policy Resolution 2016-09: Energy and Transmission

Letter: Western states’ need for substantial state role in
Section 368 energy corridor designation process

Comments: DOE Integrated, Interagency Pre-application
Process proposal

Comments: DOE Integrated, Interagency Pre-Application
Process proposal

Comments: The first iteration of DOE’s Quadrennial
Energy Review

Nexus to Governors' Policy Resolutions

Description of Reform

FEDERAL ENERGY REGULATORY COMMISSION

Entity
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Description of Reform

WGA Policy Resolution 2017-06: Financial Assurance
Regulation

Consult with Western Governors and state regulators prior to
determining whether to pursue any CERCLA section 108(b)
financial assurance regulations. In the event EPA opts to pursue
regulation of any industry subject to such regulation, it should
enter substantive pre-publication consultation with Western
Governors and state regulators.

Provide states and local entities with adequate support and

Ensure that newly promulgated rules are drafted and issued,
where appropriate, in coordination with existing regulations,
considering elements and requirements common to both.

00619

Letter: Concern over pending revision to Exceptional
Events Rule, given reduced ground-level ozone NAAQS

Appropriations Requests Testimony, FY 2017

WGA Policy Resolution 2014-13: State Clean Air Act
Authority and Air Quality Regulation

Letter: Concerns over potential EPA CERLCA 108(b)
financial assurance requirements

12

Appropriations Requests Testimony, FY 2015

Enhance state representation on the Science Advisory Board
(SAB), as well as on it standing and ad hoc committees. State
participation should constitute no less than 10% of the
membership of SAB committees, subcommittees, and subject
matter panels.

Recognize state authority under the Clean Air Act.

WGA Policy Resolution 2017-01, Building a Stronger StateFederal Relationship

Use of state science should be a predicate for rulemaking
decisions.

Comments: CERCLA 108(b) financial assurance rule for
hardrock mining industry

WGA Policy Resolution 2017-01, Building a Stronger StateFederal Relationship

Nexus to Governors' Policy Resolutions

Clarify key enabling statutes such as CAA, CWA, RCRA, CERCLA
to better define delegated authority of states.

ENVIRONMENTAL PROTECTION AGENCY

Entity
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Entity

WGA Policy Resolution 2015-02: Methane Emissions
Regulation

Collaborate with states to identify priority areas and focus on
programs that provide the greatest benefit to air quality.

Comments: Final Waters of the United States (WOTUS)
Rule

Any definition of "Waters of the United States" in the Clean Water
Act must respect limits set by Congress and the U.S. Supreme

13
00620

Appropriations Requests Testimony, FY 2015, 2016, 2017

Expressly, unambiguously, and conspicuously recognize states'
primary authority over water management and allocation
decisions in all new federal laws, rules, regulations, and guidance
documents.

Provide those states with delegated authority timely
implementation guidance when new and revised regulations are
published.

Avoid duplication of state programs. Permit states to create
programs tailored to individual state needs, industries, and
economies. Engage states as co-regulators (e.g. with respect to
methane emissions).

Complete and publish timely guidance for state use in connection
with implementation of the 2015 revised National Ambient Air
Quality Standard for ground-level ozone.

Recognize and account for unique circumstances of individual
states. Avoid one-size-fits-all rulemakings (exceptional events and
ozone example).

WGA Policy Resolution 2015-08: Water Resource
Management in the West

Comments: Proposed reduction to ground-level ozone
NAAQS

technical assistance to help them comply with regulations
promulgated under the CAA.

Adhere closely to the timelines in the CAA.

Nexus to Governors' Policy Resolutions

Description of Reform
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Directly coordinate with states in establishing and, if necessary,
modifying any water quality standards under Section 303 of the
CWA; EPA should document the need for any new requirements
and ensure they do not unduly interfere with sound existing
practices.

Allow states to adopt flexible water quality standards and
establish total maximum daily loads (TMDLs) that are tailored to
the specific characteristics of western water bodies, including
variances for unique state and local conditions.

Engage the states as co-regulators and ensure that state water
managers have a robust and meaningful voice in the development
of any federal rule regarding CWA jurisdiction, particularly in the
early stages of development and before any irreversible
momentum precludes effective state participation.

Recognize states' exclusive authority over the allocation and
administration of rights to develop groundwater resources and
expressly preclude federal agencies from usurping such authority
through rulemakings, regulations, guidance documents, or agency
directives.

Court, recognizing the authority of states to manage water within
their boundaries.

Description of Reform

DEPARTMENT OF HOMELAND SECURITY

Entity

Letter: Concern regarding Clean Water Act jurisdiction
rulemaking

14
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Letter: Request for Waters of the United States (WOTUS)
Rule Comment Period Extension

Request for Extended Comment Period - Waters of the
United States (WOTUS) Rule

Comments: Final Waters of the United States (WOTUS)
Rule

Appropriations Requests Testimony, FY 2015, 2016, 2017

WGA Policy Resolution 2017-04: Water Quality in the
West

Appropriations Requests Testimony, FY 2016, 2017

WGA Policy Resolution 2017-04: Water Quality in the
West

Letter: Request for Waters of the United States (WOTUS)
Rule Comment Period Extension

Request for Extended Comment Period - Waters of the
United States (WOTUS) Rule

Nexus to Governors' Policy Resolutions
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Description of Reform

Provide sufficient time for completion of Governors’
Consistency Reviews;
Governors’ Consistency Reviews should be applied to
ensure consistency of RMPs with state policies, programs
and processes – as well as various types of state plans (e.g.

x

x

00622

Comments: BLM proposed rule, Resource Management
Planning

Testimony: BLM proposed rule, Resource Management
Planning

15

Letter: Governors concerned by final BLM Planning 2.0
Rule

Resource Management Plans (RMPs) should be developed and
amended in coordination with Governors. These foundational
documents should be developed with meaningful and substantial
input from governors and state regulators before they are
released for public comment.

Testimony: BLM proposed rule, Resource Management
Planning

WGA Policy Resolution 2017-01: Building a Stronger StateFederal Relationship

WGA Policy Resolution 2017-01, Building a Stronger StateFederal Relationship

WGA Policy Resolution 2015-04: Federal Disaster
Recovery Assistance for Communities in the West

Nexus to Governors' Policy Resolutions

Enhance state-federal consultation regarding BLM's planning
processes.

Bureau of Land Management (BLM)

Clarify definitions in key enabling statutes (such as FLMPA and
NWRSIA) to better define state-federal consultation.

DEPARTMENT OF THE INTERIOR

Work directly with individual states and territories to jointly
identify their individual and common disaster risks and needs,
and the best methods to determine the necessity and provision of
federal disaster assistance.

Federal Emergency Management Agency (FEMA)

Entity
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Entity

Ensure that the standard for consistency in the resource
management planning process matches the requirement of
FLPMA 1712(c)(9).

x

Most Western states have a BLM office that coordinates and
directs agency activity in that state. State directors need to be

Retain existing requirements for publication of a Federal Register
notice at the start of every planning effort. These publication
requirements should also apply to Notices of Intent to prepare
environmental assessments as part of RMP amendments.

Retain existing minimum public comment period timeframes. Any
process that reduces BLM’s responsibility to actively inform the
public of its actions represents a retreat from openness and
transparency.

Federal-state consultation should be substantive, take place on an
early and ongoing basis, and involve both Governors and state
regulators.

Consult with states on a regular basis: as a predicate to federal
action; through the pre-publication stage of rulemaking; after
publication and before adoption of rules and regulations; and on
an ongoing basis throughout implementation.

Maintain the existing appeals process (and associated
timelines) for Governors’ Consistency Reviews; and

x

State Wildlife Action Plans) and multi-state agreements –
in addition to officially adopted state land use plans;

Description of Reform

Letter: Request for clarification on aspect of BLM’s
Planning 2.0 Initiative
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Letter: Request for extension of comment period for BLM
proposed rule, Resource Management Planning

Nexus to Governors' Policy Resolutions
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Entity

In any methane regulation, ensure that the capture,
commoditization and sale of methane is promoted and that states
remain empowered able to create programs tailored to individual
state needs, industries, and economies.

Revise BLM Mitigation Policy to better define key terms.

Develop mitigation requirements and processes that may affect
state and private land in cooperation with the Governors in whose
states DOI lands are situated. Clearly define and predictably
implement those requirements and processes so proper and
reasonable mitigation can be incorporated in project planning.

Use authorities in the 2014 Farm Bill (Good Neighbor Authority
and Stewardship Contracting Authority) to increase the pace and
scale of forest management and restoration on BLM lands.

FLPMA requires BLM to establish a balance between multiple uses
of public lands. Take steps to account for local needs and state
priorities when evaluating the viability of various uses.

given independent authority to respond to issues that are unique
to individual states.

Description of Reform

WGA Policy Resolution 2015-02: Methane Emissions
Regulation

17
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Letter: Governors request Interior establish preference for
state-based mitigation programs

Letter: Reiterating request for clarification on Secretarial
Order 3330

Letter: Request for clarification on Secretarial Order 3330,
Improving Mitigation Policies and Practices of the
Department of the Interior

WGA Policy Resolution 2017-01: Building a Stronger StateFederal Relationship

Letter: Support for accelerated implementation of forest
management projects

Appropriations Requests Testimony, FY 2016, 2017

2016-01 National Forest and Rangeland Management

Nexus to Governors' Policy Resolutions
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Entity

Include meaningful state consultation as a required component of
the west-wide energy corridor designation process under section
368 of the Energy Policy Act of 2005.

Improve state-federal coordination to complete the siting and
permitting of electricity transmission across federal lands within
three years of submission of a completed application.

Recognize that the states, territories, and flag islands have
regulated the practice of hydraulic fracturing for decades and
redundant federal regulation is not required where sufficient state
regulations exist.

Description of Reform

Letter: Western states’ need for substantial state role in
Section 368 energy corridor designation process
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Letter: Support for reauthorization of the Federal Permit
Streamlining Pilot Project

Letter: Support for the Senate's BLM Permit Processing
Improvement Act of 2014

Letter: Support for Presidential Memo Transforming our
Nation's Electric Grid through Improved Siting,
Permitting and Review

Letter: Western states’ need for substantial state role in
Section 368 energy corridor designation process

WGA Policy Resolution 2016-09: Energy and Transmission

Letter: Input on BLM proposed rule, Oil and Gas:
Hydraulic Fracturing and Federal and Indian lands

WGA Policy Resolution 2016-09: Energy and Transmission

Letter: Urging state consultation on BLM’s methane rule

Letter: Request for extension of comment period for BLM
proposed rule for methane reduction from oil and gas
sector

Comments: BLM should defer to state regulations for BLM
proposed rule on methane reduction from oil and gas
sector

Nexus to Governors' Policy Resolutions
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WGA Policy Resolution 2017-12: States' Share of Royalties
and Leasing Revenues from Federal Lands and Minerals
and States' Role in Associated Federal Policy
WGA Policy Resolution 2014-10 Regional Wildfire
Fighting Resources

Identify fuels management priorities in consultation with states to
focus resources on greatest wildfire threats.

Letter: Offer to work with federal agencies on western
energy Section 368 corridors

Letter: Request for substantive partnership in Section 368
energy corridor designation process

Nexus to Governors' Policy Resolutions

Provide states a forum to advise DOI on federal mineral leasing
royalty policy (such as through reestablishment of the Royalty
Policy Committee).

Description of Reform

WGA Policy Resolution 2016-08, Species Conservation and
the Endangered Species Act

Develop mitigation requirements and processes in cooperation
with Governors in whose states DOI lands are situated. Clearly
define and predictably implement those requirements and
processes to ensure proper and reasonable mitigation is
incorporated in project planning.
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19

WGA Policy Resolution 2017-01: Building a Stronger StateFederal Relationship

Consult with Governors and state regulators to clarify landscapescale compensatory mitigation and define "net conservation gain."

Comments: Endangered Species Act Compensatory
Mitigation Policy

WGA Policy Resolution 2016-08, Species Conservation and
the Endangered Species Act

Provide regulatory and statutory avenues to implement
recommendations produced by the Western Governors’ Species
Conservation and ESA Initiative.

U.S. Fish and Wildlife Service (FWS)

Entity
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Entity

Limit critical habitat designations for broadly distributed species
to only the area deemed necessary by the best available science.
Use scientific information and analysis from states to inform
critical habitat designations. Engage states as full partners in
critical habitat designation, especially when federal agencies

Incentivize voluntary conservation actions in order to preclude the
need to list species under the ESA. Support the provision of
economic incentives for landowners to participate in voluntary
conservation efforts. Consult with Governors to promote proper
implementation of FWS policy on Voluntary Prelisting
Conservation Actions.

Require petitioners to provide a copy of the petitions to affected
state(s) so states may provide any existing state data regarding the
petitioned species.

Letter: Request for clarification on Secretarial Order 3330,
Improving Mitigation Policies

Mitigation requirements having the potential to impact state and
private land must be developed in coordination with Governors.
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2016-08: Species Conservation and the Endangered Species
Act.

WGA Policy Resolution 2016-08, Species Conservation and
the Endangered Species Act

Comments: Policy Regarding Voluntary Prelisting
Conservation Actions

WGA Policy Resolution 2016-08, Species Conservation and
the Endangered Species Act

Comments: Endangered & Threatened Wildlife and Plants;
Revisions to the Regulations for Petitions

WGA Policy Resolution 2016-08, Species Conservation and
the Endangered Species Act

Comments: Proposed Revisions to the U.S. Fish and
Wildlife Service Mitigation Policy

Letter: Reiterating request for clarification on Secretarial
Order 3330

Letter: Request for clarification on Secretarial Order 3330,
Improving Mitigation Policies and Practices of the
Department of the Interior

Nexus to Governors' Policy Resolutions

Description of Reform
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Entity

The Services should utilize data and expertise provided by states
in conducting status reviews and 12-month findings on petitions
for listing species under the ESA.

intend to rely on the precautionary principle, coupled with the use
of long-term modeling and forecasting.

Description of Reform
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Appropriations Requests Testimony, FY 2015, 2016, 2017

Testimony: State Wildlife Data

Comments: Use of State Data & Expertise in ESA Listing
Methodology

WGA Policy Resolution 2014-14, State Wildlife Science,
Data and Analysis

WGA Policy Resolution 2016-08, Species Conservation and
the Endangered Species Act

Nexus to Governors' Policy Resolutions
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May 19, 2015

Honorable Mike Rounds
United States Senator
Chairman, Superfund, Waste Management, and Regulatory Oversight
Subcommittee
410 Dirksen Senate Office Building
Washington, DC 20510-6175
Honorable Edward Markey
United States Senator
Ranking Member, Superfund, Waste Management, and Regulatory
Oversight Subcommittee
456 Dirksen Senate Office Building
Washington, DC 20510-6175
Dear Senator Rounds and Senator Markey,
On behalf of the Council of State Governments West (CSG West), thank
you for the opportunity to contribute to the Superfund, Waste Management,
and Regulatory Oversight Subcommittee’s hearing on oversight of scientific
advisory panels and processes at the Environmental Protection Agency
(EPA). We appreciate your leadership and the subcommittee’s interest in
hearing from Western state legislators.
As a nonpartisan, nonprofit organization serving Western state legislatures,
CSG West is dedicated to preserving the role of states as “laboratories of
democracy” and fostering effective cooperation with relevant federal
agencies in areas of shared jurisdiction while limiting unnecessary federal
intrusion in areas of state responsibility. In no other region in our country is
effective federal and state cooperation more important than in the West
where federal agencies work with relevant state and local agencies on a
number of critical issues affecting the sustainability of our region, including
the management of our natural resources and the protection of wildlife.
Over the past several years CSG West, through resolutions and
correspondence, has urged Congress and federal agencies to
communicate and consult with Western states in a substantive and timely
manner when considering amendments to the Water Pollution Control Act
as well as other federal laws. Moreover, CSG West has urged federal
agencies to adhere to Presidential Executive Order 13132, issued August
4, 1999, requiring federal agencies to “have an accountable process to
ensure meaningful and timely input by state and local officials in the
development of regulatory policies that have federalism implications.”
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Enclosed for your reference are copies of CSG West resolutions related to proposed
amendments to the Federal Water Pollution Control Act and water-related federal rules,
regulations, directives, orders and policies.
Despite our organization’s call for greater consultation with Western states, communication
challenges remain. In many instances state consultation by federal agencies, including U.S.
EPA, has taken place in the latter part of the policy development process, placing states and
regional organizations such as CSG West in a reactionary position to a proposed regulation
or interpretation as opposed to engaging states on the front-end of the process to ensure that
state perspectives are taken into account.
In addition to the state consultation challenges limited state representation exists in EPA
advisory panels. U.S. EPA advisory panels play an important role in providing independent
advice to the EPA Administrator and other high level administration officials on a number of
technical issues, including the development of rules related to the jurisdiction and application
of the Clean Water Act, Clean Air Act and other regulations that impact state authority.
Because they provide an independent voice to complex, technical matters, it is imperative
that such advisory boards be comprised by a wide array of stakeholders, including state level
representatives. However, states are largely underrepresented in EPA advisory panels.
Below are some examples related to the lack of state/local participation on EPA advisory
panels:
x

Of the 47 members of EPA’s Chartered Science Advisory Board, only three are from state
and local governments.

x

EPA’s Hydraulic Fracturing Research Advisory Panel, a subpanel of the Science Advisory
Board designed to review EPA science on hydraulic fracturing and water, has no
state/local/tribal experts on the panel. Thirteen state/local/tribal experts were nominated
including from Western states and local governments, but none were selected by EPA.

x

For the Science Advisory Board “Connectivity” Panel, which was reviewing a highly
influential scientific assessment designed to inform EPA’s authority over “waters of the
U.S.” under the Clean Water Act, EPA did not pick any of the nine qualified state/local
experts the 27-member panel. As the Western Governors’ Association recently testified:
“It is worth noting that the SAB panel for the review of the EPA water body connectivity
report included no state representatives. The report was therefore developed without the
regulatory expertise, scientific resources and on-the-ground knowledge possessed by
state professionals.”

x

For EPA’s Clean Air Scientific Advisory Committee Ozone Review Panel, which provided
the critical advice for Administrator Gina McCarthy’s proposed ozone regulations, only
one of the 22 panelists came from a state/local perspective.
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x

For EPA’s seven-member chartered Clean Air Scientific Advisory Committee, whose
recommendations establish the range to be considered by EPA in setting national air
pollution standards, not a single member has come from EPA Region 6 (AR, LA, NM, OK,
TX), Region 7 (IA, KS, MO, NE), Region 8 (CO, MT, ND, SD, UT, WY), or Region 10 (AK,
ID, OR, WA) since at least 2010.

CSG West recognizes that the federal government has a vital role to play in advancing
national priorities. However, it is imperative that federal agencies substantially engage states
when developing or enacting regulations which affect state jurisdictions, and ensure that
advisory panels designed to provide an independent voice include greater state
representation. We encourage you and the members of the subcommittee to address these
challenges with the hope that our state and federal engagement can be strengthened for the
benefit our states and communities.
Once again, thank you for your consideration of these important issues. If you or your staff
has any questions, please feel free to contact CSG West Executive Director, Edgar Ruiz, at
(916) 553-4423.
Sincerely,

Senator Nancy Todd
Chair, CSG West
Colorado State Senate

Representative Jeff Thompson
Chair-Elect, CSG West
Idaho House of Representatives

Representative Sam Hunt
Vice Chair, CSG West
Washington House of Representatives

Representative Craig Johnson
Immediate Past Chair, CSG West
Alaska House of Representatives

Representative Lance Pruitt
Chair, CSG West State &
Federal Relations Committee
Alaska House of Representatives

Representative Cindy Evans
Vice Chair, CSG West State &
Federal Relations Committee
Hawaii House of Representatives
00631

Case 1:18-cv-00613-WHP Document 26-4 Filed 05/23/18 Page 525 of 627

CC:
Senator James M. Inhofe (OK), Chairman, U.S. Senate Committee on
Environment & Public Works
Senator Barbara Boxer (CA), Ranking Member, U.S. Senate Committee
on Environment & Public Works
Enclosures
x CSG West Resolution 2014-03 on water-related federal rules, regulations, directives,
orders and policies.
x CSG West Resolution 2011-03 regarding U.S. EPA and the U.S. Army Corp of
Engineers’ draft guidance on identifying waters protected by the Clean Water Act.
x CSG West Resolution 2010-01 regarding amendments to the Federal Water Pollution
Control Act, as proposed by S. 787 and H.R. 5088 in the 111th Congress.
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American
Fuel & Petrochemical
Manufacturers
1667 K Street, NW
Suite 700
Washington, DC
20006

May 15, 2017
Sarah Rees
Director, Office of Regulatory Policy and Management
Office of Policy
Environmental Protection Agency
1200 Pennsylvania Avenue, NW
Mail Code 1803A
Washington, DC 20460

202.457.0480 office
202.457.0486 fax
afpm.org

Attention: Docket ID Number EPA-HQ-OA-2017-0190
Submitted to the Federal eRulemaking Portal (www.regulations.gov)
Re: U.S. Environmental Protection Agency’s Request for Comment, “Evaluation of
Existing Regulations”
Dear Ms. Rees:
The American Fuel & Petrochemical Manufacturers (AFPM) respectfully submits these comments
in response to the Environmental Protection Agency’s (EPA or Agency) Request for Comment,
titled “Evaluation of Existing Regulations.”1 AFPM recognizes this information will assist EPA’s
Regulatory Reform Task Force (Task Force) in evaluating existing regulations to alleviate
unnecessary regulatory burdens, as directed by Executive Order 13777, “Enforcing the Regulatory
Reform Agenda” (EO 13777).2
AFPM is a national trade association representing nearly 400 companies that encompass virtually
all U.S. refining and petrochemical manufacturing capacity. Millions of Americans use products
produced by AFPM members every day. Our members serve the American people responsibly
and effectively by manufacturing virtually all U.S petroleum fuels and petrochemicals,
strengthening economic and national security, and providing jobs directly and indirectly for over
four million people.
While domestic fuel and petrochemical manufacturers have invested and will continue to invest
substantial capital in environmental protection, AFPM member companies face regulatory
obstacles that can undermine the ability of petrochemical manufacturers and refiners to create jobs
and compete in the global economy. It is a truism that our modern lifestyle is inextricably linked
to the fuels and petrochemicals AFPM members produce. AFPM supports clear and reasonable
regulations that are science and data driven, create a level playing field upon which to compete,
and have benefits that exceed the regulation’s costs. That said, the U.S. regulatory burden, if left
1

“Evaluation of Existing Regulations, 82 Fed. Reg. 17,793 (April 13, 2017).
“Presidential Executive Order on Enforcing the Regulatory Reform Agenda,” February 24, 2017,
https://www.whitehouse.gov/the-press-office/2017/02/24/presidential-executive-order-enforcing-regulatory-reformagenda.
1

2
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unchecked, creates an economic incentive to produce these essential products outside the country,
threatening well-paying jobs, tax revenues, and the security of the nation.
The market policy and infrastructure factors affecting the American fuel supply have created a
high-cost environment that hampers our nation’s economy and threatens our critical refining
infrastructure. Unfortunately, government regulation has the ability to make matters even worse.
Proposed new regulations and unnecessary tightening of existing standards threaten to raise energy
costs for every American consumer, with little or no environmental benefit.
AFPM supports sensible regulations as important tools to protect our well-being by providing rules
for all businesses to live by. Too often, however, the U.S. regulatory regime is opaque, duplicative,
or outright conflicting—creating uncertainty for businesses, shuttering good projects, and
ultimately harming consumers. There are common sense regulatory reform measures that will
promote transparency, good government, and sound science without compromising the
environment, health, or safety. Far from undermining sensible regulation, such reforms would
allow regulated entities to deliver better results for less cost.
These comments highlight EPA regulations AFPM believes are most burdensome for our members
and their business operations. We have included recommendations to either eliminate some of
these requirements or modify them as appropriate. To facilitate EPA’s review, we have divided
these comments into three broad categories: 1) Stationary Sources; 2) Fuels; and 3) Toxic
Substance Control Act (TSCA) and Lautenberg Chemical Safety Act (LCSA) Implementation.
A. Stationary Sources
The following are the five stationary source regulations of greatest concern to AFPM
members:
1. Risk Management Plan (RMP) – 40 CFR Part 68
In August 2013, following the explosion of the fertilizer plant in West, Texas, President Obama
issued Executive Order (EO) 13650, entitled “Improving Chemical Facility Safety and Security.”
The EO directs the federal government to improve operational coordination with state and local
partners, improve federal agency coordination and information sharing, modernize policies,
regulations and standards, and work with stakeholders to identify best practices in chemical facility
safety and security. The Department of Homeland Security (DHS), Occupational Safety and
Health Administration (OSHA) and EPA were to work in conjunction to achieve these objectives.
Using this EO as justification, EPA proposed significant modifications to the existing RMP
regulations. On May 11, 2016, the Bureau of Alcohol, Tobacco, Firearms and Explosives said
that the West, Texas facility fire had been deliberately set. Because the incident was caused
intentionally, the recently-promulgated RMP revisions would not have prevented the incident.
AFPM members have significant concerns surrounding the new requirements to compel disclosure
of potentially security-sensitive information to emergency responders and the public, perform
inherently safer technology assessments and third-party audits, and eliminate the use of
representative sampling when performing a compliance audit. Particularly, sharing securitysensitive information is adverse to DHS’s mission to protect our nation’s security.
2
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EPA’s RMP revisions relied on an erroneous cost-benefit analysis. Some of the revisions
compromise safety by limiting the ability of companies to hire qualified auditors and diverting
resources to inherently safer technology analysis that provides little safety benefit when conducted
after a facility is already built. Furthermore, EPA did not respect the jurisdictional lines between
itself and OSHA on these issues, as OSHA has primary jurisdiction over the “inside the fence line”
requirements that EPA relied on to justify its cost-benefit calculations.
As such, AFPM and five other industry associations filed a petition for reconsideration with EPA
and a petition for review with the U.S. Court of Appeals for the District of Columbia Circuit. The
coalition is challenging aspects of the rule that compromise security and fail to enhance safety.
The petition urges EPA to seek further public comment on various issues surrounding the rule,
such as investigators’ finding that arson caused the fire that served as the foundation of EO 13650
and the subsequent RMP revisions. In addition, the petition asks EPA to seek feedback on changes
in the final rule that expanded provisions for disclosure of facility data and the scope of auditing
requirements, as well as whether the rule’s independent audit and safer technologies analysis
provisions are justified. In response to the petition, EPA agreed to delay the rule’s effective date
from March 21 to June 19 in order to reconsider the regulation, and has proposed to further delay
the effective date until February 19, 2019.
Moreover, the RMP rules significantly overlap with and are redundant to the OSHA Process Safety
Management Rules in 29 C.F.R. §1910.119. This overlap/redundancy can lead to duplicative and
inconsistent regulations. It can also lead to differing interpretations between OSHA and EPA.
AFPM members believe this is an area that is especially ripe for reform and revision.
Recommendation
EPA should withdraw the revisions to the RMP rules and allow OSHA to take the lead on
process safety management.
2. Ozone NAAQS – 40 CFR Part 50; 40 CFR Part 58
Under the Clean Air Act, EPA must review national ambient air quality standards (NAAQS) for
criteria pollutants at least every five years and revise them “as may be appropriate.” Primary
NAAQS must be set at a level “requisite to protect the public health” with “an adequate margin of
safety.” Secondary NAAQS must specify a level of air quality “requisite to protect the public
welfare from any known or anticipated adverse effects.” In a final rule published in the Federal
Register on October 26, 2015, EPA lowered the primary and secondary ozone NAAQS from 75
parts per billion (ppb) to 70 ppb.3
On December 23, 2015, AFPM and numerous other entities filed petitions for review in the U.S.
Court of Appeals for the D.C. Circuit. EPA petitioned the court to postpone oral argument and the
Court placed the case in abeyance. EPA is to file status reports and a motion to govern further
proceedings after EPA takes action on the 2015 standard. AFPM’s primary concern with EPA’s
rule is the attainability of the standard. AFPM continues to advocate for a legislative solution on
3

“National Ambient Air Quality Standards for Ozone,” 80 Fed. Reg. 65,292 (Oct. 26, 2015).
3
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ozone that would provide meaningful relief for companies faced with more stringent permitting
requirements and regulations as a result of the new standard, but the Administration should also
consider what avenues may exist for regulatory relief, including with respect to associated
implementation rules, such as the Exceptional Events Rule.4
EPA’s decision to lower the ozone standard from 75 parts ppb to 70 ppb will force many counties
across the United States into non-attainment with the ozone NAAQS, increasing the burden on
state and local governments and industry. Nonattainment areas are subject to numerous Clean Air
Act requirements, including the submittal of state plans to bring an area into attainment,
application of reasonably available control technology (“RACT”) requirements, permit
requirements for the construction and operation of new or modified major sources and other
measures that a state or EPA may determine are necessary or appropriate in order to bring an area
into attainment. See 42 U.S.C.§ 7502. These requirements can both inhibit the ability of industry
already located in a nonattainment area to expand as well as raise costs and act as a disincentive
for new industry to locate in a nonattainment area.
During the 2015 ozone NAAQS rulemaking, EPA identified 241 counties that would not meet the
70 ppb ozone standard based on 2012-2014 data.5 But under EPA’s current ozone designation
process, nonattainment areas are not limited to counties that have measured air quality above a
NAAQS; instead, EPA stated that “it is important to examine ozone-contributing emissions across
a relatively broad geographic area associated with a monitored violation . . . EPA intends to
consider information relevant to designations associated with the counties in the Combined
Statistical Area (CSA), or where appropriate, the Core Based Statistical Area (CBSA) in which
the violating monitor is located.”6 If this process is followed, new nonattainment areas will need
to be established for the 70 ppb standard and existing nonattainment areas must be reevaluated to
determine whether they should be expanded under a “weight of the evidence analysis” based on
the evaluation of air quality data, emissions and emissions-related data, meteorology,
geography/topography, and jurisdictional boundaries.7
Conversely, however, EPA has also projected that a combination of on-the-books federal
regulations and implementation of the existing 75 ppb ozone standard would achieve air quality
meeting or exceeding a 70 ppb standard across virtually the entire country outside of California by
2025. Thus, EPA has been proceeding apace with the designation process for the 2015 ozone
NAAQS – planned for 2017 – while it also has information indicating that further burdening state
and local governments with new ozone designations and re-designations of existing nonattainment
areas will occur when air quality in most of the country is moving towards attainment of the 2015
NAAQS.
AFPM recognizes that the five-year cycle is part of the statutory design of the Clean Air Act and
that other implementation measures are based in statute. But the Administration can ease the
burden on states and businesses by further considering how improving air quality can be accounted
for considered during the implementation process for the 2015 ozone NAAQS.

4

“Treatment of Data Influenced by Exceptional Events,” 81 Fed. Reg. 68,216 (Oct. 3, 2016).
“2015 Ozone Standards,” https://ozoneairqualitystandards.epa.gov/OAR_OAQPS/OzoneSliderApp/index.html#.
6
“Area Designations for the 2015 Ozone National Ambient Air Quality Standards,” Memorandum from Janet
McCabe to EPA Regional Administrators, February 25, 2016 at 5.
7
Id. at 6.
4
5
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For example, EPA has previously implemented policies like Early Action Compacts designed to
both achieve air quality standards and avoid imposing the burdens that flow from nonattainment
designations. This process used a “nonattainment deferred” status for areas, dependent upon the
achievement of certain milestones. Thus, EPA should fully explore whatever additional flexibility
it may possess to implement NAAQS in a reasonable manner which recognizes the cumulative
impact of finalizing more stringent NAAQS in 1997, 2008 and 2015, the overall downward trend
in ozone concentrations,8 and improvements in air quality that can be projected in future years.
Such an approach will allow state resources to be allocated more effectively and reduce resulting
economic hardship, while still achieving intended air quality improvements.
EPA should also review rules and guidance that the previous Administration relied on when it
promulgated the 2015 ozone NAAQS. Specifically, EPA should review rules and guidance for
“exceptional events” which rely on authority within Clean Air Act §319(b), the Agency’s
interpretation of international transport provision contained in Clean Air Act §179B, and the
available classification of an area as a “rural transport area” pursuant to Clean Air Act §182.
AFPM previously filed detailed comments regarding all three provisions as part of the comments
it filed on the proposed 2015 ozone NAAQS.9 Among other recommendations, AFPM urged EPA
to allow for greater state flexibility in “flagging” and excluding exceptional event data, clarify that
relief under the international transport provisions is available to non-border states and that such
relief is intended to be widely available on a consistent basis, and that EPA should take additional
steps to issue workable regulations or guidance for use of the rural transport area designation.
Regarding EPA’s recent rulemaking and guidance for Exceptional Events, the information lacks
objective, science-based criteria for approving a demonstration. For example, the guidance
document discusses “Q/D” (fire emissions divided by the distance from the fire) for wildfirerelated ozone events. However, Q/D appears inconsistent with peer reviewed scientific analyses
that clearly demonstrate that for most wildfire plumes, ozone concentrations increase with distance
from the fire (Jaffe and Wigder 2012). Another inconsistency with EPA’s exceptional event
guidance lies in the discussion of the possible use of statistical analyses to quantify the ozone
increment related to exceptional events. In the guidance, EPA requires an overly conservative
methodology that is inconsistent with EPA’s prior approval of an ozone exceptional event that
used a similar statistical analysis but not by the overly conservative methodology described by
EPA in the guidance. This guidance states “The difference between the predicted values and the
measured values are analyzed, and the 95th percentile of those positive differences (observed
[ozone (“O3”)] is greater than predicted) is recorded. This 95 percent error bound is added to
the O3 value predicted by the regression equation for the flagged days, and any difference between
this sum and the observed O3 for the flagged day may be considered an estimate of the O3
contribution from the fire…” [Emphasis added] The 95th percentile of positive values is
equivalent to the 97.5th percentile of all values. The California Air Resources Board applied this
statistical method in a successful exceptional events case demonstration for 2008 California
wildfires (CARB 2011), and EPA cited this element in its approval documentation (April 13,

8

National ozone levels (as measured over 8 hours) have decreased 22% since 1990. See
https://gispub.epa.gov/air/trendsreport/2016.
9
American Fuel & Petrochemical Manufacturers’ Comments on the Environmental Protection Agency’s Proposed
Rulemaking: National Ambient Air Quality Standards for Ozone (Docket No. EPA-HQ-OAR-2008-0699-2114.),
March 17, 2015 at 25-34.
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2011). However, the CARB analysis did not apply the stringent error bound requirements of
considering only the positive differences, but was accepted in any case.
AFPM calls upon EPA to take immediate steps to increase the transparency of data EPA relies on
for NAAQS rulemakings. EPA should ensure that all scientific and technical information that the
Agency relies on to determine the level of a NAAQS is publicly available to ensure opportunities
for independent analysis of the data. In addition, EPA should reform the Clean Air Scientific
Advisory Committee (CASAC) and increase the diversity of CASAC membership to include
qualified professionals in regulated industries.
Recommendations
EPA should:
x Support a more flexible implementation of non-attainment designations for the
2015 ozone NAAQS to allow for full implementation of the 2008 ozone NAAQS
as well as for implementation of other federal and state rules that will reduce ozone
formation.
x Empanel CASAC with diverse membership to include qualified professionals
within industry, consulting, and state environmental agency backgrounds.
x Revise and reissue the exceptional events rule and guidance, taking into account
comments related to science-based information about fire-related events and
objective approval criteria that clarify what constitutes and adequate
demonstration.
3. Refinery Sector Rule (RSR) – 40 CFR Part 60, Subparts J and Ja; 40 CFR Part 63,
Subparts CC and UUU
Under the Clean Air Act, EPA is required to regulate hazardous air pollutants (HAPs) from
“major” sources (i.e., those that emit 10 tons per year (tpy) or more of a listed HAP, or 25 tpy or
more of a combination of HAPs). EPA must develop standards for HAPs based on the maximum
achievable control technology (MACT) used at the best-controlled facilities within an industry.
The petroleum refining and petrochemical industries are subject to a number of MACT standards.
EPA also must develop and implement a program for assessing risks remaining after facilities
implement MACT standards (i.e., residual risk), and may issue regulations to reduce residual risks
to protect the public health with an “ample margin of safety.” The residual risk provisions require
EPA to consider costs, energy, safety and other relevant factors as it regulates to prevent “adverse
environmental effects.” If necessary, EPA must issue risk-based regulations within eight years
after the promulgation of the MACT standard.
Beginning in 2006, EPA conducted a thorough residual risk review that concluded that the existing
40 CFR 63 Subpart CC and UUU standards for petroleum refineries did not have residual risks
requiring further rules. This was finalized in a rule signed by EPA on January 16, 2009. However,
the final rule was withheld from publication at the request of the Obama Administration and
withdrawn in 2009.”

6
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After withdrawing the completed refinery residual risk rule in 2009, EPA began a second residual
risk analysis and finalized the Refinery Sector Rule on December 1, 2015,10 and subsequently
clarified the compliance dates in a second final rule published on July 13, 2016. 11 AFPM
supported EPA’s process to evaluate the residual risk remaining after full implementation of the
refinery MACT rules. As demonstrated by EPA’s analysis for this rule, refinery emissions do not
pose a significant residual risk to the public. But despite this fact, EPA included significant new
compliance requirements in the December 2015 rule. AFPM does not believe that the additional
regulation of these sources is authorized under the Clean Air Act because EPA concluded that the
risks were acceptable. Further, much of the rulemaking eliminated various allowances for
emissions during startups, shutdowns, and malfunctions as a result of EPA’s overly broad
interpretation of Sierra Club v. EPA, 551 F.3d 1019 (D.C. Cir. 2008).
Furthermore, in setting new standards for controlling flare emissions, EPA erroneously went far
beyond the MACT “floor” of the best 12 percent controlled flares, in requiring flare compliance
for several parameters based on a 15-minute block average compliance period, an example of EPA
over-reaching its Congressional mandate to set the MACT floor based on the best performing 12
percent. The 15-minute block average compliance period does not represent the best 12 percent
of flares. We are unaware of any flares controlled to a 15-minute block average compliance period
prior to this rulemaking. Even the flares subject to Consent Decrees were required to comply on
a rolling 3-hour basis prior to this rulemaking. We provided comments to EPA in support of a
rolling 3-hour compliance period and against the 15-minute block average compliance period, but
EPA finalized the rule with the 15-minute block average compliance period.
In response, AFPM and the American Petroleum Institute (API) filed a joint petition for review in
the D.C. Circuit and administrative petitions for reconsideration of EPA’s refinery sector residual
risk rule as a number of issues need to be clarified. A collection of environmental groups also
filed petitions for review and reconsideration, seeking to tighten EPA’s emissions standards for
flares and pressure relief devices. The lawsuit has been placed in abeyance while EPA considers
the pending petitions for reconsideration.
On June 16, 2016, EPA granted the environmental groups’ petitions for reconsideration and
requested comment on the following aspects of the final rule: 1) work practice standards for
pressure relief devices and emergency flaring events, including the assessment of risk from the
implementation of these standards; 2) alternative work practice standards for delayed coking units
employing a water overflow design; and 3) the provision allowing refineries to reduce the
frequency of fenceline monitoring at sampling stations that consistently record benzene
concentrations below 0.9 micrograms per cubic meter. While these issues go beyond those raised
by AFPM and API in their petitions for reconsideration, the letter granting reconsideration stated
that EPA may grant reconsideration of additional issues in the future. AFPM and API submitted
comments opposing the environmental groups’ petition and are awaiting a decision. EPA has also
not yet made a determination on the AFPM/API petition for reconsideration.

10

“Petroleum Refinery Sector Risk and Technology Review and New Source Performance Standards,” 80 Fed. Reg.
75,178 (Dec. 1, 2015).
11
“National Emission Standards for Hazardous Air Pollutant Emissions: Petroleum Refinery Sector Amendments,”
81 Fed. Reg. 45,232 (July 13, 2016).
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Recommendations
EPA should:
x Reject the environmental groups’ petitions for reconsideration and retain the
challenged provisions. In addition, since compliance deadlines are approaching in
2018, EPA needs to take action on the AFPM/API petition in order to ensure
regulatory certainty;
x Revise the flare compliance requirements to replace all 15-minute block average
compliance periods with a rolling 3-hour compliance period. EPA should make
this change quickly to alleviate the need for compliance planning and expenditures
related to the shorter compliance period currently in the rule; and
x Eliminate the fenceline monitoring provisions as EPA has found insufficient risk to
justify their inclusion.
4. Recommendations for Revising New Source Review (NSR) and Prevention of Significant
Deterioration (PSD)
In 2002, EPA promulgated a package of NSR reform regulations. These regulations contained
provisions that changed the test for measuring whether a significant net emissions increase
occurred (allowing use of “projected actual emissions”) and allowing for a longer baseline period
in order to determine past emissions and therefore whether an emissions increase triggering NSR
had occurred. The 2002 NSR reform package also contained other provisions providing for
plantwide applicability limits (PALs) which included a simplified “facility-wide actuals” emission
test under which PSD/nonattainment new source review (NNSR) permitting would not be
triggered if the facility-wide actual emissions for a given pollutant did not increase above the PAL.
In the years since this effort, EPA has offered small “fixes” for grandfathering facilities when
NAAQS are lowered and other implementation rules and guidance have been proposed or finalized
designed to reduce NSR analysis and permitting burdens. But the time has come for a more
comprehensive review of the NSR program and exploration of legislative and regulatory changes
to the program.
Recommendation
The Administration should consider the following modifications to the permitting process,
including revisions to the PSD/NNSR program:
x Eliminate the need to consider emissions increases from non-modified affected
emission units;
x Allow project netting so that emissions reductions associated with a project can be
considered in Step 1 of the PSD/NNSR applicability analysis;
x Use a “potential to potential” comparison of emissions to determine whether
PSD/NNSR is triggered; and/or
x Provide a definition of “project” to address uncertainty around project aggregation.

8
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5. Refinery Effluent Limit Guidelines
With respect to the Clean Water Act (CWA) and national pollutant discharge elimination system
(NPDES) permitting, EPA is currently undertaking a study to determine whether to revise the
petroleum refining effluent limit guidelines (ELGs) for NPDES permits. As a first step, AFPM
urges EPA and the Administration to consider whether new regulations are necessary or beneficial
before burdening industry with an extensive information collection request (ICR). EPA has stated
that it is investigating two theories: (1) whether there has been an increase in loadings to refinery
wastewater treatment plants resulting from increases in heavy Canadian crude feedstock; and (2)
whether there are increase loadings to refinery wastewater treatment plants as a result of the
installation of air pollution control equipment (e.g. fluid catalytic cracking unit (FCCU)
scrubbers).
Over the past several decades, AFPM members have invested billions of dollars in technologies to
modernize their wastewater treatment facilities to meet the Total Maximum Daily Load (TMDL)
developments, NPDES permit revisions (every 5 years at a minimum), and water quality-based
effluent limits (WQBEL). Therefore, AFPM requests that EPA further study existing data
(eliminating the overly conservative estimations commonly found in the Toxics Release
Inventory) and identify the gaps that are not covered by TMDL and WQBEL before embarking on
another data collection effort through the ICR that EPA is preparing to issue. This would better
utilize scarce agency resources as well as reduce unnecessary burdens on industry. Further, AFPM
believes that reviewing available data, as recommended above, will support a conclusion that
further rulemaking is unnecessary.
Recommendation
AFPM does not support EPA pursuing a refinery ELG rulemaking based on unclear drivers
and objectives from EPA. AFPM recommends that EPA positively state that there is no
need to revise the refinery ELG.

Other key regulations of concern to AFPM members:
6. Comprehensive Environmental Response, Compensation, and Liability Act (CERCLA)
Financial Assurance
CERCLA 108(b) addresses the promulgation of regulations that require certain classes of facilities
to establish and maintain evidence of financial responsibility consistent with the degree and
duration of risk associated with the production, transportation, treatment, storage, or disposal of
hazardous substances. EPA published an Advanced Notice of Proposed Rulemaking (ANPRM)
in the Federal Register on January 6, 2010, and a Notice of Intent to proceed with Rulemaking in
the Federal Register on January 11, 2017.
The ANPRM identified additional classes of facilities within three industry sectors that may
warrant the development of financial responsibility requirements under section 108(b)—the
Chemical Manufacturing industry (NAICS 325), the Petroleum and Coal Products Manufacturing
industry (NAICS 324), and the Electric Power Generation, Transmission, and Distribution industry
9
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(NAICS 2211). A court order12 established a schedule for EPA’s regulatory response, with the
hard rock mining industry chosen as the first industry sector with other industries to follow.
Factors EPA may consider in the decision on whether to propose requirements for an industry
sector include: 1) the amounts of hazardous substances released to the environment; (2) the
toxicity of these substances; 3) the existence and proximity of potential receptors; 4) contamination
historically found from facilities; 5) whether the causes of this contamination still exist; 6)
experiences from Federal cleanup programs; 7) projected costs of Federal clean-up programs; and
8) corporate structures and bankruptcy potential. EPA’s action will consider whether section
108(b) financial assurance will effectively reduce these risks. The proposed rule for the hardrock
mining industry (82 Fed. Reg. 3,388) is contrary to the new administration’s priority to focus on
promoting U.S. businesses, industries, and job creation, and may add a potentially unnecessary
additional financial burden on this industry group. Additionally, many of these facilities are
already required to maintain financial assurance under State programs, raising the question of why
additional Federal requirements are necessary.
Since many of the affected facilities are likely to be already required to have Resource
Conservation and Recovery Act (RCRA) financial assurance, this requirement should be deemed
unnecessary. It is not clear what additional benefit this regulation will provide or what additional
activities it will cover.
Recommendation
AFPM does not support a rulemaking process for additional financial assurance at this time
as the benefits have not been adequately demonstrated.

7. Elimination of “Once in Always in” policy for MACT rules
On January 3, 2007, EPA proposed amendments to the General Provisions to the national emission
standards for hazardous air pollutants (NESHAP). The proposed amendments would replace the
policy described in the May 16, 1995 EPA memorandum entitled, “Potential to Emit for MACT
Standards—Guidance on Timing Issues,” from John Seitz, Director, Office of Air Quality
Planning and Standards (OAQPS), to EPA Regional Air Division Directors.13 This policy clarified
when a major source of hazardous air pollutants can become an area source – by obtaining
federally enforceable limits on its potential to emit – rather than comply with major source
requirements. The proposed amendments would allow a major source to become an area source
at any time by limiting its potential to emit HAPs to below the major source thresholds of 10 tpy
of any single HAP or 25 tpy of any combination of HAPs. EPA also proposed revising tables in
numerous MACT standards that specify the applicability of General Provisions requirements to
account for the regulatory provisions proposed through this notice.
After receiving comments, no further action was taken on this proposed rule.

12

Idaho Conservation League, et al., No. 14-1149 (D.C. Cir. 2016).
“Potential to Emit for MACT Standards – Guidance on Timing Issues,” May 16, 1995,
https://www.epa.gov/sites/production/files/2015-08/documents/pteguid.pdf.
10
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Recommendation
AFPM recommends that EPA finalize this rule, as proposed to minimize the long-term
compliance burden for sources that reduce emissions below the major source threshold.
Finalizing this rule would provide a powerful incentive for facilities to reduce emissions to
below the major source threshold, where possible and practicable.
8. Hazardous Waste Generators Improvement Rule
EPA recently published the Hazardous Waste Generators Improvement Rule.14 The rule is helpful
in some respects but imposes additional burdens in others. For instance, it causes waste generators
who violate even one “Condition for Exemption” to be treated as if it was a violation of a waste
treatment, storage, and disposal facilities (TSDFs) requiring a RCRA permit even though waste
generators are not required to comply with as many regulations as a TSDF. Violation of a single
minor condition can therefore mean that an otherwise exempt facility must obtain a RCRA permit
and can be cited for violations of numerous regulations and permit conditions. This regulatory
change contradicts the clear intention of Congress that RCRA permits not be required of hazardous
waste generators who do not treat, store, or dispose of the waste.
Recommendation
EPA should revise the provisions equating a generator violation as a TSDF violation and
the need for so many conditions constraining RCRA generators from realizing the
improvements in the final rule.
9. Site Remediation MACT
EPA has proposed changes to the NESHAP for the Site Remediation source category. 15 The
proposal would expand the regulatory program to include air emissions associated with site
remediation conducted under the authority of CERCLA and RCRA. Eliminating the exemption
will subject such remediation sites to new regulatory burdens and expense, when such sites are
already subject to RCRA and CERLCA air emission controls. The agency itself acknowledges
that the expansion is redundant and unnecessary, stating in the proposal that “[w]e do not anticipate
any [Hazardous Air Pollutant (HAP)] emission reductions from the proposed removal of the
RCRA/CERCLA exemption.” 81 FR 29825. Thus, by the Agency’s own admission, this is a
proposed rule that, if finalized, would impose new regulatory burdens, yet achieve no
environmental benefit.
Recommendation
AFPM supports withdrawing this proposed rule in its entirety and maintaining the current
RCRA/CERCLA exemption.

14

40 CFR Part 260-265; 40 CFR Part 268; 40 CFR Part 270; 40 CFR Part 279.
“National Emission Standards for Hazardous Air Pollutants: Site Remediation, 81 Fed. Reg. 29,821 (May 13,
2016).
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10. EPA’s Tentative Denial of a Petition to Expand the Corrosivity Characteristic to Include
Solids
In 81 Fed. Reg. 21,295 (April 11, 2016), EPA responded to a court-ordered deadline and agreement
to evaluate expanding the definition of corrosive hazardous waste (HW) (D002 waste code) to
include solids. EPA proposed to reject the Public Employees for Environmental Responsibility
(PEER) petition requesting this expansion on the grounds that it fails to demonstrate that the
revisions are necessary to protect human health. Other programs, such as OSHA’s worker safety
regulations, address the petitioner’s stated concerns as well.
Recommendation
AFPM supports EPA’s denial of the petition, maintaining the current definition of the HW
corrosivity characteristic.
11. Hazardous Waste Import-Export Rule
The proposed revisions of the existing regulations will require hazardous waste exporters and
receiving facilities recycling or disposing hazardous waste from foreign sources to maintain a
single publicly accessible Website (‘‘Export/Import Web site’’) to which documents can be posted
regarding the confirmation of receipt and confirmation of completed recovery or disposal of
individual hazardous waste import and export shipments.
Recommendation
AFPM supports withdrawing this regulation as it will likely not add to protection of human
health and the environment. The existing system of documentation under RCRA
adequately tracks the fate of imported or exported hazardous waste.
12. Aquatic Life Ambient Water Quality Criterion for Selenium in Freshwater
EPA issued updated CWA guidance, which is used in setting water quality standards and is
relevant to CWA discharge permits and other regulatory programs (e.g., RCRA ecological risk
assessment).16
The updated criteria are overly conservative in the application of selenium standards to lentic and
lotic water bodies and in the corresponding fish tissue standards, which are not applicable in all
instances. Revised implementation guidance should clearly state that flexibility to evaluate areaspecific appropriate fish species and area water body conditions is necessary and prudent. As an
example, the recently issued criteria are based on warm water fish uptake; however, the regulations
need flexibility to account for local sensitive aquatic species.

16

“Recommended Aquatic Life Ambient Water Quality Criterion for Selenium in Freshwater,” 81 Fed. Reg. 45,285
(July 13, 2016).
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Recommendation
AFPM supports a reevaluation of this guidance based upon more realistic assumptions,
such as accounting for local sensitive aquatic species.
B. Fuels
Key Fuels Regulation facing AFPM members:
1. Renewable Fuel Standard (RFS) – 40 CFR Part 80, Subpart M
One of the biggest challenges American fuel manufacturers are experiencing today involves the
regulatory conflicts and problems with the size and scope of EPA’s RFS program. The RFS is an
unworkable policy that disadvantages consumers, drives up costs, and fails to achieve its purported
goals.
The Energy Independence and Security Act of 2007 (EISA) expanded the RFS to include a de
facto mandate for 15 billion gallons of corn ethanol by 2015. EISA also established an advanced
biofuels mandate that includes three subcategories: cellulosic biofuels, biomass-based diesel, and
“other advanced.” “Other advanced” biofuels have regulatory significance because the statutory
sum of cellulosic biofuels and biomass-based diesel is less than the total advanced biofuels
requirement and must be made up with ethanol derived from sugar, additional cellulosic biofuels,
or additional biomass-based diesel. Under EISA, the total renewable mandate will increase to 36
billion gallons by 2022 unless EPA waives or revises the annual mandates. The Congressionallyforecasted quantities of “other advanced” biofuels are particularly problematic because the
cellulosic industry failed to commercialize drop-in renewable fuels, such as cellulosic gasoline.
AFPM opposes government-mandated biofuel blending, which distorts the free market’s efficient
allocation of transportation fuels and disadvantages consumers. The statutory RFS provisions
contain an aggressive schedule for mandating the use of a large amount of ethanol. Declining
gasoline demand and increasing ethanol mandates under the RFS threaten our nation’s fuel supply.
Moving beyond the E10 blendwall17 is not feasible because higher ethanol blends are not suitable
for widespread distribution given the incompatibility of these blends with the existing fleet of
motor vehicles, small engines, marine engines, and fuel distribution infrastructure.
Recommendation
EPA should use realistic projections of the demand for gasoline/ethanol blends and E85,
and for the production of cellulosic biofuel. The Agency should must use its waiver
authority to reduce the advanced, cellulosic, and total renewable fuel obligations to ensure
the overall mandate for renewable fuel does not exceed the E10 blendwall. EPA must
continue to recognize the blendwall and realistic E0 demand and should not set an RFS
mandate that would cause the average mandated ethanol content to exceed 9.7 percent of
projected gasoline demand.

17

“E10” refers to a blend of 90 percent gasoline and 10 percent ethanol.
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In addition, EPA should move the existing point of obligation to the position holder at the
blending rack. This would make the RFS more equitable by leveling the playing field
between refiner and large exempt blenders. AFPM petitioned EPA to move the point of
obligation on August 4, 2016. EPA subsequently proposed a denial of the petition on
November 22, 2016, and closed the comment period on February 22, 2017.

In addition to the RFS recommendations above, AFPM has additional suggestions for EPA
fuels regulations that should be deleted/eliminated or modified, including:
Topic
Discussion
Winter Reformulated Currently, CG and RFG are
Gasoline (RFG) and segregated year-round. The RFG
segregation restrictions are
winter conventional
unnecessary because all RFG
gasoline (CG)
downstream of a refinery must meet
40 CFR Part 80
RFG specifications anyway. Minor
mixing of non-RFG products, as can
occur in normal product distribution
systems, that does not cause RFG to
be off-spec with EPA compliance
specifications (benzene, sulfur, and
VOC-reduction) should not be
prohibited.
This will provide optimization of fuel
distribution and storage through the
reduction of the need to downgrade
expensive RFG to lower-valued
products (such as transmix or
conventional gasoline).

The RFG survey
oxygen program to
verify downstream
oxygenate blending
40 CFR Part 80
Mandatory
Greenhouse Gas
(GHG) emissions
reporting

Since all RFG has been E10 since
2006, a retail survey is an unnecessary
expense. The RFS regulations are
requiring ethanol blending at or near
the blendwall rendering the survey
pointless and no longer necessary.
EPA was required by the
appropriations bill for FY 2008 (P. L.
110-161) to develop a program for
reporting GHG emissions. Reporting

Recommendation
Delete requirements to
segregate winter RFG and
winter conventional gasoline.
Assuming EPA removes the
distinction between RFG and
conventional gasoline in the
non-VOC season (winter), it
also should:
x Remove the survey
requirement for winter
RFG (because there
would not be winter
RFG any longer) in
80.68; and
x Adjust the total number
of surveys and samples
so that the sample size is
based on a statistically
supported calculation to
provide the prescribed
level of accuracy in the
survey results. Any
other current minimum
sample requirements
should also be removed.
Eliminate the RFG survey
oxygen program in 80.69.

Delete requirements for
mandatory GHG emissions
reporting.

14
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40 CFR Part 98
Fuel registrations
40 CFR Part 79

has been required for years without an
associated GHG emissions control
requirement.
Refiners are required to submit
duplicative information on multiple
EPA reporting forms, resulting in
redundant reporting requirements.

Reid Vapor Pressure
(RVP) of the
complex model
valid range for RFG
40 CFR Part 80
RFS program
40 CFR Part 80

EPA has promulgated ranges for
several gasoline parameters. One of
these is a lower limit for RVP in the
complex model at 80.45, 6.4 psi.

Gasoline properties
required for
certification and
reported to EPA in
batch reports
40 CFR Part 80

The only EPA compliance standards
for gasoline are benzene, sulfur, and
summertime volatility (RVP for
conventional gasoline and RFG
volatile organic compounds (VOC)
reduction). Other gasoline parameters
(i.e., olefins, aromatics and
distillation) are currently required to
be reported to EPA for every batch of
gasoline produced or imported. These
other parameters were necessary for
complex model compliance.
However, the complex model is only
used now for summer RFG VOC. The
batch reports should be revised.

Renewable volume obligations should
not include transmix. Transmix is not
gasoline or diesel fuel and cannot be
used directly as a transportation fuel.

x

Eliminate the Fuel
Manufacturer Quarterly
Report for Motor Vehicle
Gasoline or Diesel Fuel as
it serves no purpose or
provides duplicate
information (EPA Form
3520-12Q).
x Eliminate the Fuel
Manufacturer Annual
Report for Motor Vehicle
Gasoline or Diesel Fuel as
it also serves no purpose
or provides duplicate
information (EPA Form
3520-12A).
Change the lower RVP of the
complex model valid range for
RFG to 6.0 psi.
Allow refiners to back out
transmix from their gasoline
and diesel production when
calculating their renewable
fuel obligations (RVOs) in the
RFS program.
The following should be the
only properties reported on
batch reports:
x All batches – Sulfur and
benzene
x All summer batches – RVP
x All summer RFG batches –
VOC Reduction and
supporting test results
(oxygen, E200, E300,
aromatics, and olefins)
In addition to removing the
reporting requirements and
obsolete regulatory
certification sections, the
regulations, primarily at
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§80.47, should be clarified
that EPA-required tests need
only be run if the property is
used in determining
compliance with an EPA
standard or an EPA reporting
requirement.
This will reduce compliance
exposure with regard to
running an EPA-required test
method incorrectly. For
instance, we may still run
distillation year-round for all
gasoline batches, but running
it flawlessly by the EPAprescribed version of the D-86
test method would only carry
compliance implications for
summer RFG batches.
Another value is the complex
model limits would no longer
apply for all conventional
gasoline and for all non-VOC
RFG, reducing a current
refinery constraint.
--- OR --Eliminate gasoline batch
reporting altogether
The gasoline batch reports
support the refiner’s
benzene, sulfur, and
volatility compliance
reporting. The annual
attestation is sufficient to
check that the refiner’s
testing records support the
refiner’s compliance with
the standards. The batch
reporting is duplicative
and burdensome.
The two options above reduce
the number of parameters in
16
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Independent
laboratory sampling
and testing of RFG
(or at least nonVOC RFG)
40 CFR Part 80

The Substantially
Similar (SubSim)
Interpretive Rule
73 Fed. Reg. 22277
(April 25, 2008)

RFG reporting
40 CFR Part 80

Volumetric Additive
Reconciliations
(VARs)
40 CFR Part 80

In the early days of the RFG program,
with uncertainty around how refinery
labs would perform, the independent
laboratory option seemed to make
sense to help EPA evaluate if a
particular refinery laboratory was
having testing performance issues.
Today, especially under the Tier 3
rule, refineries have more stringent lab
performance requirements. The
independent lab requirement no longer
adds value and only causes extra cost
and delay in producing RFG.
This could reduce the cost of
producing RFG, including the cost of
independent sampling and testing, and
reduce shipping delays while waiting
for independent lab sampler.
The current SubSim Interpretive Rule
refers to a 1988 version of ASTM
D4814. Today’s fuel is being
manufactured to meet modern versions
of D4814. Differences exist between
the 1988 version and the current
versions that cause sub-optimization
of the fuel pool.

batch reports or eliminate
batch reporting altogether and
apply to individual batches
and composites of batches.
Eliminate independent
laboratory sampling and
testing of RFG (or at least nonVOC RFG).

Update the SubSim
Interpretive Rule.

This would enable greater
optimization during fuel production by
only having to meet a single, modern
specification.
AFPM would like to see the
Amend 40 CFR Sec. 80.75 to
elimination of quarterly RFG reports, require annual reporting.
as annual reports are sufficient for
EPA’s statistical and enforcement
needs.
AFPM members are striving to reduce Eliminate required VARs.
administrative tasks, and reduce
compliance exposure with regard to
ensuring each of the required elements
are placed on a VAR record each
month for each additive system. This
17
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EPA administrative
preview of Office of
Transportation and
Air Quality
Registration
(OTAQREG)
registration changes

Ultra low sulfur
diesel (ULSD)
40 CFR Part 80,
Subpart I

Detergent additive
regulations
40 CFR Part 80

Gasoline Toxics
40 CFR Part 80,
Subpart J

requirement is unnecessary to ensure
compliance with the regulatory
requirement that certified detergent
additives be used in all gasoline.
When a company submits a
registration change, duly signed by
the responsible corporate officer
(RCO), such changes should be
accepted as submitted, and should not
be subject to an EPA review prior to
making the changes effective. The
delay caused by EPA’s
review/approval queue is
unnecessary. If EPA reviews changes
after they are effective and the
changes are found to be in violation,
the company should bear the burden
of the erroneous submission. The
main value of an electronic
submission system should be speed.
This value is negated when EPA
previews everything before it is
effective. AFPM requests a reduction
in wait time to make registration
changes.
AFPM is seeking increased clarity
around applicable requirements.
Subpart I is riddled with expired
requirements, making it very difficult
for regulated parties (and the
regulators) to understand the
requirements.
The “Interim” detergent additive
program was implemented in 1996
(effective in 1997) at 80.161, but the
requirements remain listed in the CFR.
Retaining expired requirements in the
regulations complicates a regulatory
entity’s compliance.
40 CFR Part 80, Subpart J, Gasoline
Toxics, was effectively replaced by
Subpart L, Gasoline Benzene.
Removal of this obsolete regulation
will increase understanding of
applicable requirements.

Eliminate EPA administrative
preview of OTAQREG
registration changes.

Eliminate expired elements of
40 CFR Part 80 Subpart I
(ULSD).

Eliminate §80.141 through
§80.160.

Eliminate 40 CFR Part 80,
Subpart J, Gasoline Toxics.
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Lead and
phosphorous test
methods
40 CFR Part 80
RFS 0104 reports
40 CFR Part 80

Downstream
Oxygenate Blending
40 CFR Part 80

Section 80.3 references appendices of
Eliminate §80.3 in 40 CFR
Part 80 as test methods to test for lead
(lead and phosphorous test
and phosphorus. These methods are
methods).
antiquated and should be replace with
references to the appropriate ASTM
test methods.
All information for the RFS 0104
Eliminate the quarterly RFS
report comes straight from the EPA
0104 reports.
Moderated Transaction System
(EMTS) except the volume of biofuel
held at the end of the quarter and
even that is not required for obligated
parties. If the biofuel inventories are
necessary, maybe it can be set up to
enter that into EMTS, or have just a
single annual report of inventories for
non-obligated parties. EPA already
has access to this information and
should not maintain a separate
reporting requirement for information
it already has in its possession.
There are four separate programs that
Simplify and modernize the
govern the inclusion of downstream
programs, ideally using one
oxygenates in gasoline, each with
methodology for CG/RFG,
distinct testing requirements: 1) antiwhich covers all programs and
dumping, 2) RFG, 3) gasoline
would maintain the level of
benzene and 4) gasoline sulfur
stringency.
- Conventional blendstock for
Options: Test hand blends for
oxygenate blending (CBOB) may
all gasoline (instead of only
be included if it meets
for RFG), or refinery gate
requirements of 80.101(d)(4)(ii) sampling and testing for all
must demonstrate added by
gasoline.
refiner or have contract with
downstream oxygenate blending
(currently only 18 percent
accounted for)
- RFG 80.69(a) – hand blend and
in-use retail survey to ensure
oxygenate was added downstream
- Tier 2 gasoline sulfur allowed 0
ppm ethanol in calculations, now
Tier 3 (beginning 2017) requires
refiners to test for ethanol content
or assume 5 ppm (this also
necessitates testing neat
reformulated blendstock for
oxygenate blending
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-

Emergency response
streamlining and
enhancement
40 CFR Part 80

Butane blending
40 CFR Part 80
Gasoline Loading
Racks
40 CFR 63 Subpart
XX

(RBOB)/CBOB, in addition to
hand blended sample testing
required per 80.69, etc.)
Gasoline benzene allow refiners
to be included in RFG (if 80.69 is
met) or 80.101(d)(4) is met

Many reporting options and
requirements create burden, causes
refiners to blend conventional gasoline
(CG) that is cleaner than RFG, and
test both neat and oxygenated blended
samples.
The variation of procedures in
response to a temporary fuel supply
interruption (such as a hurricane)
from state to state creates challenges
from a timing and complexity
standpoint. In some states, response is
only available if the
interruption/shortage is due to a
named storm, and some states would
only offer enforcement discretion. In
addition, the level of approval varies
from a state agency approval to
needing the Governor’s signature
(always slower), etc. There should be
a consistent, Federal process, and in
return, EPA needs to let states drop
any NAAQS exceedances during this
time from Attainment determinations.
This would remove the major concern
for states in these waivers being
granted by removing the potential
penalty for these actions.
Six reports are required for butane
blending and as a result, there is much
redundancy.
There needs to be an efficient means
for temporary relaxation of some of
the Federal rules on Gasoline Loading
Racks (40 CFR 63 Subpart XX) to
allow for open dome loading during
periods of supply interruption. The
regulation requires loading to be
controlled using a vapor recovery

A Federal process to either
self-implement or receive
rapid approval for summer
gasoline RVP waivers in case
of temporary supply
interruptions.

Streamline and eliminate
redundancies of butane
blending reporting
requirements.
The regulations should
recognize temporary situations
when there is a supply
disruption.
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system, and that greatly slows down
the loading time and truck turnaround.
EPA offers enforcement discretion,
which is not sufficient. Perhaps states
should be authorized to grant
permission, since they have a better
grip on local conditions and needs
than Federal policymakers.

C. TSCA and LCSA Implementation
The following comments are organized by opportunities that AFPM believes EPA can take
advantage of when finalizing regulations to implement the LCSA. Comments on EPA’s existing
chemical work plan and new chemicals program are also included. AFPM is also commenting on
certain policies, procedures and guidance that are integral to TSCA but have not been included in
any existing or proposed regulations. AFPM sees a unique opportunity for EPA to minimize
regulatory burdens as these regulations are implemented.
I.

Implementation of the LCSA

a) AFPM supports EPA’s efforts to implement the LCSA, wants the subsequent
regulations to reflect the intent of Congress, and believes that EPA should meet the
deadlines outlined in the statute.
The LCSA requires EPA to promulgate a series of regulations ranging from modernizing the
TSCA Inventory to outlining the processes for prioritization of substances, risk evaluation and
collection of fees. AFPM fully supports the Agency’s efforts to propose the rules and meet the
deadlines imposed by LCSA.
While it is important to meet statutory deadlines, it is equally important to reflect the intent of
Congress in any regulations required by a particular statute. AFPM believes that if the Agency is
fully transparent throughout the rulemaking process, any deviation from the statutory
requirements, including deadline obligations, will be understood by stakeholders.
b) EPA has an opportunity to reduce regulatory burdens when finalizing rules that have
been proposed to implement the LCSA provisions.
EPA has proposed rules to modernize the TSCA inventory, outline the process for prioritization
of substances for further work, and establish a framework for risk evaluations of high priority
substances. AFPM has commented on each of those proposals, outlining concerns and offering
constructive suggestions. Although some stakeholders may say that congressionally mandated
regulations are outside of the scope of EO 13777, AFPM disagrees. The final rules (“TSCA
Inventory Notification (Active-Inactive) Requirements” [EPA-HQ-OPPT-2016-0426];
“Procedures for Prioritization of Chemicals for Risk Evaluation Under the Toxic Substances
Control Act” [EPA-HQ-OPPT-2016-0636]; and, “Processes for Risk Evaluation and Chemical
Prioritization Under the Amended Toxic Substances Control Act” [EPA-HQ-OPPT-2016-0400]),
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which are expected in June 2017, should meet the general objectives of EO 13777, which are to
reduce regulatory burdens. Below are several examples of where regulatory burdens could be
reduced while finalizing proposed rules under TSCA.
c) To reduce the burdens associated with new chemical reviews, prioritization of existing
substances for work, and the risk evaluation process, EPA should revise its
interpretation of the LCSA safety standard’s “conditions of use.”
In general, EPA’s interpretation of “conditions of use” is overly broad and goes well beyond what
Congress intended when creating the safety standard. This interpretation has already created
additional and unnecessary burdens on the regulated community as well as the Agency. This effect
can be seen in the new chemicals program, where EPA is considering uses beyond those identified
by the manufacturer. The result has been lengthy reviews, as well as demands for complex toxicity
testing (i.e., sub-chronic and chronic inhalation studies) that do not reflect potential exposures
from uses identified in the premanufacture notice (PMN).
When creating LCSA, Congress did not intend a dramatic change in the safety standard, nor did it
intend for EPA to significantly change the way it conducts risk evaluations for new and existing
chemicals. The intent was to allow EPA to more efficiently use its TSCA regulatory tools and to
make the Agency’s processes and decision-making more transparent and based on the best
available science.
There are no provisions in the LCSA that require EPA to consider all conditions of use, nor was
that the intent of Congress. In fact, at Section 6(b)(4)(F)(ii) the statute explicitly mentions “sentinel
exposures” when requiring EPA to describe its consideration of exposures. Sentinel exposures are
employed to represent broad categories of use so that the assessor does not have to go into each
specific subcategory of use. Sentinel exposures represent realistic upper-bound exposures within
those broad use categories. The exposures are expected to be much greater than other sources or
pathways, so if the margin of exposure is at an acceptable level, there is no need to delve into each
and every type of use or background source. This approach reduces the regulatory burden on
industry and EPA, while ensuring an effective health and safety regulatory program.
AFPM interprets the inclusion of sentinel exposures as a clear message to the Agency that it should
not include every conceivable use when determining the scope of a risk evaluation. The intent of
Congress was to allow EPA flexibility in its approach to risk evaluation so that the Agency could
maximize the efficient use of resources.
The move away from EPA’s standard risk assessment practices has already brought the new
chemical review process to a sudden halt, impeding innovation in the US and affecting supply
chains throughout the economy. The result of EPA’s misinterpretation of conditions of use has
wasted time and resources by not focusing on the uses and exposures that present the greatest risk.
EPA’s new approach lacks the type of focus the Agency had for years in the new chemicals
program and in other previous risk assessment activities. Prior to EPA’s move away from its
established risk evaluation approaches, nearly ten times the number of new and often safer
chemicals were introduced into the US on an annual basis than in Europe. Currently, the backlog
of new chemicals in the review process numbers in the hundreds, which is unprecedented. If this
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trend continues, by the end of the year Europe will outpace the US in the number of new chemicals
entering commerce, which is directly linked to American innovation.
EPA should not consider uses and exposures outside of those identified by the PMN submitter.
That will alleviate the backlog of substances in the new chemical review process and return the
Agency to its successful and internationally acclaimed approach to new chemical reviews.
Importantly, AFPM is not suggesting that EPA disregard “known, intended, or reasonably foreseen
uses” of existing chemicals; rather, the Agency should more narrowly exercise and clearly
articulate its discretion in the prioritization and risk evaluation process rules to use qualitative,
semi-quantitative and other approaches when evaluating hazards, exposures and risks.
d) Acceptance of robust summaries in lieu of full study reports will reduce regulatory
burdens on EPA, the regulated community and other interested stakeholders.
The concept of a robust summary was developed and established as part of the High Production
Volume (HPV) Challenge, which was a voluntary program that allowed sponsors to voluntarily
submit hazard information to EPA on high production volume chemicals. The idea was to reduce
the burdens of gathering full study reports, submitting the full reports to EPA, and Agency staff
reviewing them. The format and content of robust summaries was the result of a multi-stakeholder
group and designed to provide a technically qualified reviewer with enough information to make
a scientific judgment on the study methods, reliability and results. Since then, the concept of a
robust summary has been adopted globally through individual environmental authorities, as well
as the Organization for Economic Cooperation and Development (OECD) and United Nations
environment programs.
Full study reports from laboratory toxicity studies are voluminous and have significant monetary
value, often into the hundreds of thousands and even millions of dollars. Great care must be taken
to protect that private property and its contents, which creates a burden on both industry and EPA.
In addition, reviewing the volumes of underlying data found in a study report should only be
reserved for cases of scientific ambiguity, questionable scientific integrity or where there is
significant disagreement with the interpretation of results.
EPA adoption of robust summaries will bring about greater consistency in regulatory approaches
with countries that have strong trade relationships with the US. Robust summaries will
significantly reduce potential burdens on EPA and the regulated community. AFPM believes that
there are no issues with adopting the use of robust summaries for actions under TSCA Sections 4,
5, 6, and 8.
e) EPA can reduce the burdens associated with risk evaluations by allowing
manufacturers to voluntarily submit risk evaluations conducted by EPA contractors
and other approved technical organizations.
Part of the risk evaluation process outlined in TSCA Section 6, as modified by LCSA, is a process
by which manufacturers can voluntarily request a risk evaluation on a chemical. The statute directs
EPA regarding the number of chemicals that can go through this process at any one time, but gives
EPA discretion as to how the process is implemented. AFPM urges EPA to consider expediting
the approval or disapproval of dossiers that have already undergone a risk evaluation by an EPAapproved contractor or other technically qualified convener of risk experts. This would create a
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00659

Case 1:18-cv-00613-WHP Document 26-4 Filed 05/23/18 Page 553 of 627

pathway for a series of risk evaluations that is parallel and concurrent to the risk evaluations
conducted by EPA.
AFPM member companies have a tremendous amount of experience in a variety of different
programs that regulate chemicals in commerce. Petrochemicals, refining streams and derivative
products tend to be well-studied and have been reviewed through a variety of programs. The
dossiers prepared for other programs, such as REACH in Europe, can be easily modified for an
evaluation under TSCA. While EPA is busy conducting evaluations on chemicals it selects as
high priorities, industry should be afforded the opportunity to hire an EPA contractor or other
technically qualified consultancy to convene a panel of experts and conduct a risk evaluation that
could be submitted for expedited evaluation by the Agency.
A simple and straightforward process would include the following:
1. Company or consortium retains an EPA contractor or other technically qualified
consultancy to conduct a risk evaluation on a chemical, which follows the procedures
outlined by EPA;
2. EPA contractor convenes a panel of technical experts to review the dossier of hazard and
exposure information;
3. Expert panel reaches a conclusion based on the TSCA safety standard;
4. EPA contractor packages the dossier, list of panelists (including qualifications), review
procedures and outcome for submission to EPA;
5. Company or consortium submits package to EPA for expedited review; and
6. EPA makes decision whether chemical meets safety standard.
f) EPA can reduce the burdens associated with modernization of the TSCA Inventory.
AFPM generally supports the approach proposed by EPA to create a list of substances currently in
commerce, which will become the Active portion of the TSCA Inventory. AFPM has identified
opportunities where EPA can reduce the reporting burden when creating the Active list.
The intent of Congress when crafting TSCA Section 8(b) was to create and continually update an
Inventory of substances actually in commerce. It is widely agreed by Congress and stakeholders
that the TSCA Inventory no longer reflects an accurate depiction of chemicals in commerce;
therefore, Congress added provisions in the LCSA to modernize (reset) the TSCA Inventory.
Those provisions are quite clear that the sole purpose of the Inventory reset is to create an Active
Inventory that lists chemicals in commerce, and create an Inactive Inventory that lists chemicals
that may have been in commerce at some point in the past. Only the chemical names are necessary
to create the Active and Inactive lists. Any other information contradicts the objectives set out in
Section 8(a)(5)(A) to avoid unnecessary reporting, reduce the costs of compliance and to limit
reporting to the entities most likely to have that information.
g) EPA should only require submission of the substance that was manufactured and not
require date ranges when reporting substances to the Active portion of the Inventory.
In Unit I.C. of its Federal Register notice, “TSCA Inventory Notification (Active-Inactive)
Requirements” at 82 FR 4255 (January 13, 2017), EPA first mentions a requirement for reporting
the “date range when manufacture occurred,” because the Agency could “obtain confirmation that
the chemical substance in question had indeed been manufactured or processed” during the 1024
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year time period. EPA reiterates the proposed inclusion of date ranges in Unit III.C. and adds that
the information is necessary to limit erroneous reporting outside of the look-back period, ensure
the accuracy of the notices, and increase the reliability of commercial activity designations. AFPM
does not agree that the reporting of date ranges will achieve any of these objectives.
Date ranges for manufacturing activities are typically not retained for 10 years, so it is very unlikely
that companies will have that information. Because companies are unlikely to have date ranges
going back 10 years, that information will do nothing to limit reporting of manufacture beyond the
10-year period – i.e., the erroneous reporting.
Date ranges will not ensure the accuracy of information contained in Form A. Companies will
already be required to sign a statement verifying the accuracy of reported information. AFPM
does not see how adding a date range assures Inventory accuracy.
Date ranges have no impact on the reliability of commercial activity designations. Again,
companies will already be signing a statement that assures the accuracy of the submitted
information, so adding date ranges does not verify whether a substance was produced or imported.
In fact, knowing whether a substance was produced or imported has no purpose in creating an
Active Inventory. Only the identification of the substance is necessary for the Inventory reset.
In summary, AFPM sees no purpose for requiring date ranges in Form A submissions. That
information will be difficult, if not impossible to ascertain, which presents an unnecessary burden
on reporters and runs counter to the objectives set forth in Section 8(a)(5)(A). Eliminating date
ranges will reduce the cost of compliance and avoid unnecessary reporting, both of which are
objectives outlined in Section 8(a)(5)(A). It will also avoid a situation where EPA is requiring
reporting from a party not likely to have that information, which is another objective outlined in
that subparagraph.
h) EPA should not require the type of commercial activity when reporting a substance
to the Active portion of the Inventory.
Knowing whether a substance was produced domestically or imported is not necessary to
determine whether the substance was in commerce during the past 10 years. The purpose of the
Inventory reset is solely to create a list of chemicals that are active in commerce. It doesn’t matter
if the chemicals were produced or imported, since both fall under the definition of “manufacture.”
AFPM urges EPA to delete the requirement to report the type of commercial activity, which will
further the Agency’s goals of reducing “unnecessary” reporting and reducing the cost of
compliance, both outlined explicitly in Section 8(a)(5)(A).
i) EPA should ensure that a company no longer intending to sell a chemical into
commerce is not responsible for reporting to the Inventory reset, even if that company
manufactured the substance within the past 10 years.
There are many reasons that businesses cancel or divest products or product lines. In cases where
businesses or product lines are sold or merged, the new entity that intends to sell those substances
into commerce should be responsible for and be afforded the opportunity to report for the purpose
of being placed on the Active portion of the Inventory. The company that sold the business or
product line should not be responsible for reporting because there is no longer intent to distribute
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that substance for commercial purposes and there is a high likelihood that the pertinent records
were transferred as part of the business transaction. One of the objectives of TSCA Section
8(a)(5)(A) is to limit reporting to the entity most likely to have the information. In this case, the
seller would not likely have that information.
Another example is a company experiencing a temporary domestic supply disruption sometime in
the past, which could have been the result of a supply shortage in the US, and then being forced to
obtain a substance from a non-domestic source for a limited time. The company had and still has
no intent to import in the future, as this was a temporary situation. The company should not be
required to report that substance to the Active Inventory if there was and still is no intent to
distribute the substance in commerce in the future.
j) Polymers on the current TSCA Inventory should also appear on the Interim Active
Inventory.
Polymers on the TSCA Inventory but not subject to Chemical Data Reporting (CDR) rule
requirements are excluded from EPA’s proposed Interim Active Inventory, including polymers
with a “Y” designation. Many polymers were placed on the TSCA Inventory before EPA
promulgated the polymer exemption under Section 5. These low risk polymers would likely meet
the standard for the polymer exemption today. The purpose of the polymer exemption was to
alleviate the need for EPA to expend resources reviewing these low-risk substances under the new
chemicals program. These polymers should appear on the Interim Active Inventory to help avoid
unnecessary reporting and reduce the cost of compliance, which are objectives found in Section
8(a)(5)(A).
k) AFPM commends EPA for eliminating the requirements for substantiation of CBI
claims when reporting to the Active Inventory, especially for substances reported
during the 2016 CDR reporting cycle, because those claims were recently
substantiated.
In Unit III.E. of its Federal Register notice, “TSCA Inventory Notification (Active-Inactive)
Requirements” at 82 FR 4255 (January 13, 2017), Summary of the Proposed Rule, EPA does not
include mandatory substantiation requirements for CBI claims for chemical identity made on Form
A. Under a separate rule, to be promulgated at a future date, EPA will propose the substantiation
requirements for those claims. AFPM generally supports the decision to postpone substantiation
requirements for CBI claims older than five years and include them in the Review Plan, but
believes substantiation for substances reported during the latest CDR cycle is unnecessary. AFPM
also supports EPA’s acceptance of early, voluntary substantiations with Form A submissions.
Section 8(b)(4)(B)(iii) compels EPA to require substantiation of CBI claims for chemical
identities; however, Section 8(b)(4)(D)(i) excludes companies that have “substantiated the claim
in a submission made to the Administrator during the 5-year period ending on the last day of the
of the time period specified by the Administrator.” The statute does not specify a particular type
of submission for the substantiation, so AFPM interprets these provisions to apply to any CBI
substantiation, including submissions under CDR.
AFPM agrees with the Agency decision to reduce the reporting burden by minimizing the
information requirements, especially for CBI recently claimed and substantiated during the most
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recent CDR reporting cycle. Minimizing the information requirements would also help the
Agency meet its obligations under Section 8(a)(5)(A) by not requiring reporting that is
“unnecessary or duplicative” and minimizing “the cost of compliance.”
AFPM supports EPA’s decision to honor the existing CBI claims of manufacturers and processors,
even if they were not the original CBI claimants. Through this decision, EPA acknowledges that
businesses are acquired, merged and even leave the marketplace. The maintenance of an existing
CBI claim can provide companies with an innovation-based competitive advantage that would not
otherwise be afforded.
l) EPA should regularly update the Active list to avoid multiple reporting of any one
substance.
To further achieve the objectives set forth in Section 8(a)(5)(A) of “TSCA Inventory Notification
(Active-Inactive) Requirements,” EPA should update the Interim Active Inventory on a frequent
and regular basis. This would alert others that manufacture those same substances and avoid
redundant reporting, thereby reducing unnecessary reporting and the overall cost of compliance.
The purpose of the Active Inventory is to create a list of chemicals currently in commerce, not a
list of manufacturers that produce or import those chemicals.
II.

Existing Regulations Prior to LCSA

a) EPA can reduce the burdens of substantiating CBI claims.
Congress has provided EPA with a great deal of discretion when it comes to substantiating claims
of CBI. EPA requires up-front substantiation and periodic re-substantiation for all CBI claims,
which has become quite burdensome over the years. AFPM views CBI as intellectual property
and believes that companies should be afforded more deference when asserting a CBI claim.
40 CFR 711.30 outlines the questions companies are required to answer when asserting a CBI
claim. The questions are numerous and burdensome, which provides a disincentive to companies
wishing to keep their sensitive business information confidential, especially from foreign
competitors that do not respect the concept of intellectual property. EPA could significantly reduce
the regulatory burden by limiting the number of questions that need to be answered to substantiate
a CBI claim.
b) EPA should reduce the reporting requirements of substances that are non-toxic or do
not present a potential for exposure under the intended use, and use its Section 8
Preliminary Assessment and Information Rule (PAIR) authority to collect
information for chemicals it intends to prioritize.
Currently, data on production, use and exposure must be reported for substances on the TSCA
Inventory that are produced or imported above 25,000 pounds per year, regardless of whether those
chemicals pose a risk to human health or the environment. This includes materials that are non-

27
00663

Case 1:18-cv-00613-WHP Document 26-4 Filed 05/23/18 Page 557 of 627

toxic or for which there is no potential for exposure under their intended uses. During the last
available reporting cycle, EPA collected information on 7,690 chemicals from 4,785 sites.
AFPM supports the Agency’s efforts to collect information under CDR. Casting such a broad net,
however, is not necessary. Most of the information collected under CDR will not be used for
prioritization or risk evaluation; rather, it will just be put on a web site. Additionally, the quality
of the exposure information collected under CDR is questionable, since manufacturers are unlikely
to possess downstream use and exposure information.
EPA could reduce the reporting burdens under CDR by exempting or partially exempting nontoxic chemicals and those that do not present a potential for exposure under the intended uses, such
as intermediates. Limiting collected information to quantities manufactured and known uses can
still provide EPA with enough information to make a rough estimate of risk.
EPA has computer models and other tools that can predict ranges of toxicity and potential
exposures, just by knowing the molecular structure of the chemical and its general uses. If EPA
requires more precise or detailed information, it should use its authority under TSCA Section 8(a)
and issue a PAIR rule that includes processors (i.e., those most likely to have downstream use and
exposure information). PAIR rules are more targeted than general information collections (i.e.,
CDR reporting) and can include specific entities without burdening the rest of industry.
c) Chemicals that are manufactured in the U.S. for export and returned to the U.S.
should not be counted as imports or subject to CDR reporting.
There are a number of reasons why a chemical could be manufactured, exported, then returned to
the U.S. The only information relevant to EPA should be the original manufacture of the
substance. To count returns as imports results in double-counting and distorts the actual market
picture, in addition to placing an unnecessary burden on reporters.
d) Substances that are byproducts from recycling processes should be exempt or
partially exempt from reporting under the CDR rule.
TSCA Section 8(b) requires EPA to create and maintain a list of chemicals in commerce,
commonly known as the TSCA Inventory. For many years companies were required to report the
chemicals and amounts they were manufacturing and importing under the Inventory Update Rule
(IUR). In 2006, EPA changed the nature of IUR reporting, significantly increasing the burden by
including information related to use and exposure. EPA stopped using the term “Inventory Update
Rule” in 2011 and established the term “Chemical Data Reporting.”
Included in CDR reporting are byproducts from recycling processes. AFPM believes that the
burden associated with reporting byproducts under CDR is a strong disincentive for recycling.
Furthermore, it results in a distortion of the marketplace because the recycling does not change the
overall volume of the manufacture for that substance. Those same molecules are counted over and
over, each time the material is recycled. To make matters worse, the companies required to report
byproducts of recycling will be considered manufacturers and could be subject to even more costly
burdens, such as toxicity testing and risk evaluations. EPA should exempt byproducts of recycling
processes from CDR reporting.
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e) EPA should allow for a non-punitive correction to the TSCA Inventory for Chemical
Substances of Unknown or Variable Composition, Complex Reaction Products, and
Biological Materials (UVCBs) to reduce the potential burden associated with the new
chemical review process.
UVCB substances, also known as Class 2 substances, cannot be represented by a distinct molecular
structure. They may be isomeric mixtures, complex and naturally occurring mixtures of related
molecules, and other materials for which separation and purification of components is technically
or economically unfeasible. Many products derived from oil, such as petroleum streams, waxes,
base oils, etc., are UVCBs.
In the past several years, EPA’s enforcement office has threatened action against AFPM member
companies because EPA staff insisted that certain UVCB nomenclature was outdated. This
marked a distinct change in nomenclature policy, but the regulated community was never afforded
the opportunity to comment on the change, nor was it given any chance to comply.
EPA stated that the manufacturers of those substances were out of compliance with TSCA and
demanded that certain UVCBs be renamed and treated as new chemicals subject to the burdensome
new chemical review process, even though the products and processes used by manufacturers had
not changed in decades, even before there was an EPA. AFPM members and petroleum-related
products are not the only ones facing this sudden burden.
In addition to fines of up to $25,000 per day, the burden of reporting the substance as a new
chemical would entail a sudden stoppage in manufacturing or import, disrupting supply chains that
depend on the chemical. Each UVCB would have to be broken up into sub-species and a
premanufacture notice would be required for each separate substance, potentially numbering in the
hundreds. The potential burden under this scenario could cripple a small or medium-sized
company. EPA could easily reduce the burden of UVCB nomenclature issues by instituting a nonpunitive TSCA Inventory correction and allow companies to work in cooperation with the Agency
to resolve long-standing nomenclature issues.

D. Conclusion
AFPM encourages the Administration to work with Congress to bring long overdue reforms to the
regulatory process. Reforms to increase transparency, enhance the quality of data used in
rulemaking, and increase the accountability of the Administration and Congress to the American
people are important goals that will promote economic opportunities while protecting health,
safety, and the environment. Significant reductions in air, water, and waste pollution have
occurred over the past several decades. Further reductions generally come at an increasing cost
and are smaller than prior reductions. This rising cost to benefit ratio should be strongly considered
in any future statutory or regulatory changes.
AFPM looks forward to continuing our work with you and other federal agencies to create a
regulatory environment that protects public health and welfare without destroying jobs,
jeopardizing our nation’s energy security, or eroding our domestic manufacturing capabilities. If
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you have any questions about our comments or need any additional information, please contact
me at (202) 552-8461 or dfriedman@afpm.org.

Sincerely,

David Friedman
Vice President, Regulatory Affairs
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Testimony of Scott Faber
Senior Vice President
Environmental Working Group
Before the
Subcommittee on Superfund, Waste Management, and Regulatory Oversight
of the Senate Committee on Environment and Public Works
on
S. 543, the EPA Science Advisory Board Reform Act of 2015
May 20, 2015

Thank you for the opportunity to testify. My name is Scott Faber and I am Senior Vice President
of Government Affairs for EWG, a national environmental health organization.

EWG strongly opposes legislation designed to cripple the Environmental Protection Agency’s
ability to carry out its essential functions, including S. 543, the EPA Science Advisory Board
Reform Act of 2015.

By providing independent advice to the EPA Administrator, the Science Advisory Board has
played a unique role in environmental protection for more than three decades. The SAB is
primarily focused on technical issues, not policy issues, and does not make risk management or
regulatory decisions. Its role is limited to offering advice on the scientific and technical basis on
which the agency makes its risk management and regulatory decisions. The Board makes
recommendations that are grounded in science, not politics.

Unfortunately, S. 543 would inject politics and needless delay into the Board’s scientific and
technical deliberations.

First, S. 543 would place the affiliation of potential Board members ahead of their scientific
qualifications by establishing a quota for representatives of state, local and tribal governments.
HEADQUARTERS 1436 U St. NW, Suite 100 Washington, DC 20009 | P: 202.667.6982 F: 202.232.2592
CALIFORNIA OFFICE 2201 Broadway, Suite 308 Oakland, CA 94612 | P: 510.444.0973 F: 510.444.0982
MIDWEST OFFICE 103 E. 6th Street, Suite 201 Ames, IA 50010 | P: 515.598.2221
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SAB members are called upon to provide their technical and professional expertise, not to
represent the views of any particular agency or organization. By creating such a quota system, S.
543 would undermine the integrity of the SAB and the original intent of Congress to enlist the
advice of scientists “qualified by education, training and experience to evaluate scientific and
technical information.”1

Second, S. 543 would allow the appointment of Board members who have potential financial
conflicts of interest, so long as those interests are disclosed. Under current law, EPA carefully
evaluates the potential conflicts of interest of all Board members in accordance with federal law,
which permits waivers in some cases, and with the ethics requirements of the Federal Advisory
Committee Act (FACA). Like the quota system described in Sec. 2(b)(2)(B) of S. 543, a
provision permitting Board members with financial conflicts would undermine the integrity, and
potentially the impartiality, of SAB reviews.

Third, S. 543 would discourage qualified experts from agreeing to serve on the Board. In
particular, Sec. 2(b)(3)(D) would have a chilling effect on participation by requiring public
disclosure of SAB members’ private financial information. In addition, Sec. 2(b)(7) would
needlessly limit the number of terms a Board member could serve, frustrating the SAB’s access
to individuals with specialized expertise.

Fourth, S. 543 would create significant new and unnecessary burdens on the Board that are
ultimately designed to delay EPA action. In particular, S. 543 would require the SAB to provide
written responses to all public comments – which in some cases number more than 100,000. In
addition, S. 543 would extend the public comment period beyond a Board meeting – even though
FACA prevents the board from considering such comments without holding yet another public
meeting. This would create an endless cycle of meetings and comments that would ultimately
impede and delay the Board’s ability to provide the Administrator with its scientific and
technical advice.
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Advocates for S. 543 claim these reforms would increase transparency, empower scientists,
avoid conflicts of interest and enhance the Board’s scientific integrity.2 However, the Federal
Advisory Committee Act already provides important safeguards that prevent conflicts of interest
and ensure public access and input to the SAB’s deliberations. What’s more, the Board already
has launched initiatives to solicit even greater public participation.3 More generally, the Office of
Science and Technology Policy4 has taken steps to ensure the scientific integrity of agency
actions and the EPA has adopted its own Scientific Integrity Policy,5 consistent with the
Information Quality Guidelines of the Office of Management and Budget.6

In summary, these provisions of S. 543 would undermine the SAB’s scientific integrity by
making Board membership subject to organizational affiliation rather than merit; by increasing,
not reducing, financial conflicts of interest; and by creating a needless cycle of meetings and
comments that will only serve to delay action.

As the Union of Concerned Scientists has noted, S. 543 and S. 544, the so-called “Secret Science
Reform Act of 2015,” are elements of a broader strategy to delay and ultimately deny to EPA the
ability to improve air and water quality for all Americans.

In particular, S. 544 would sharply limit the science EPA can rely on by prohibiting the use of
studies based on private health data, proprietary models and confidential business information. S.
544 would also prohibit the use of long-term studies, workplace exposure studies, oil and
chemical spill studies, and other research that is difficult or impractical to “reproduce” but that
provides critical information about health effects. What’s more, S. 544 creates an outrageous
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double standard by restricting the use of such studies in actions designed to protect public health
but permitting them in actions that benefit industry, such as permit approvals and chemical
registrations.

Taken together, these bills would needlessly rob EPA of the ability to rely upon basic science
and needlessly limit the agency’s ability to subject scientific and technical questions to review by
the Science Advisory Board. We urge you to oppose S. 543 and S. 544.

Thank you for the opportunity to testify.
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Subcommittee on Superfund, Waste Management, and Regulatory
Oversight Hearing:
“Oversight of Scientific Advisory Panels and Processes at the
Environmental Protection Agency and Legislative Hearing on S. 543
the Science Advisory Board Reform Act of 2015”
Wednesday, May 20, 2015, at 9:30 a.m.
Thank you Subcommittee Chairman Rounds for convening today’s
oversight and legislative hearing, and thank you to our witnesses for
being here to testify. Today’s hearing covers a very important issue that
hinges nearly every decision made by the Environmental Protection
Agency (EPA): science.
When it comes to very technical and complex matters before the
EPA, Congress specially crafted laws to ensure that EPA decisions are
based on sound science and advice from independent experts. Two key
panels advising the EPA on such matters we will review today include
the Science Advisory Board (SAB) and the Clean Air Scientific
Advisory Committee (CASAC).
Ideally, these panels should be composed of well-qualified and
balanced experts, operate in an open and transparent process, and
provide a robust and independent review to inform EPA action.
However, current SAB and CASAC panels deviate far from this
framework. We will hear testimony today that these panels exclude
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professionals with real-world expertise, lack geographic diversity, limit
public participation, and fail to hold the EPA accountable.
A prominent theme that will emerge from the testimony today is
that the SAB is not fully independent from the EPA. The SAB has not
fulfilled its obligation to respond to Congress because of EPA
interference. EPA limits the ability for the SAB to review critical
science and regulatory actions. The SAB is discouraged from
expressing dissenting views and communicating uncertainties in
reviews. EPA selects members of the SAB and CASAC who are
seemingly an extension of the Agency due to the number of EPA grants
received, work cited under review, or tenure on such panels.
Testimony will also highlight the need for Senators Boozman and
Manchin’s S. 543, the Science Advisory Board Reform Act of 2015, to
address these issues. I am a proud cosponsor of S. 543. The bill would
bring the much needed transparency, public participation, accountability,
and independence to the advisory process which will ultimately lead to
better science and better EPA decision-making.
I ask that my full statement be entered into the record. Thank you.
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STATEMENT OF
Roger O. McClellan
Advisor, Toxicology and Human Health Risk Analysis
Albuquerque, New Mexico

Before the
Subcommittee on Superfund, Waste Management and Regulatory Oversight
Committee on Environmental and Public Works
U.S. Senate

Hearing Purpose:
a) Oversight related to the panels and processes by which the Environmental Protection
Agency receives independent advice
b) Review of S.543, the Science Advisory Board Reform Act of 2015

May 20, 2015
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Good Morning, Mr. Chairman and Members of the Subcommittee. Thank you for the invitation
to present my views on the importance of independent scientific advice and an effective and
efficient Science Advisory Board to inform the Environmental Protection Agency’s policy
decisions and regulations.
My biography is attached to this statement (Attachment 1). Since 1999, I have served as
an Advisor to public and private organizations on issues related to air quality in the ambient
environment and workplace drawing on more than 50 years of experience in comparative
medicine, toxicology, aerosol science, and risk analysis. Prior to 1999, I provided scientific
leadership for two organizations – the Chemical Industry Institute of Toxicology (1988-1999) in
Research Triangle Park, NC and the Lovelace Inhalation Toxicology Research Institute (19661988) in Albuquerque, NM. The Chemical Industry Institute of Toxicology (now The Hamner
Institutes for Health Sciences), was a not-for-profit research organization funded primarily by the
chemical industry. The Lovelace Inhalation Toxicology Research Institute, continuing today as
part of the Lovelace Respiratory Research Institute, was a non-profit research institute funded
with both public and private funds. Both organizations, under my leadership, earned an
international reputation for developing scientific data that informed the setting of important
occupational and environmental health standards. During my career, I have held adjunct faculty
appointments at 8 different universities and held major leadership roles in scientific
organizations with membership from all sectors of the economy. I make this point since, in my
opinion, the USA is fortunate to have many well-qualified scientists in all sectors of Society.
In my opinion, sound scientific advice from highly competent scientists and engineers is
critical to the successful functioning of any science-based enterprise operating in the public or
private sector. This includes the Environmental Protection Agency that develops policies and
regulations that have substantial impact on the health and well-being of the American public,
including those mediated through the U.S. economy. The EPA’s policy decisions and the
resultant promulgation of regulations must be informed by the best available scientific
information independent of any preconceived ideological inclination as to a particular policy or
regulatory outcome.
The testimony I offer today also draws on my experience serving on numerous scientific
advisory committees for government agencies, academic institutions, non-profit entities, trade
associations and private companies. This has included service on advisory committees to all the
major federal agencies concerned with health issues, including service on many EPA Scientific
Advisory Committees starting soon after the U.S. Environmental Protection Agency (EPA) was
created by President Richard M. Nixon by Executive Order.
At the time EPA was created, I was serving as Chair of the Environmental Radiation
Exposure Committee to the U.S. Public Health Service (USPHS). When the USPHS radiation
protection activities were transferred to the new EPA, the Environmental Radiation Exposure
Advisory Committee became advisory to the EPA along with dozens of other Advisory
Committees that had operated as part of EPA’s predecessor Agencies, such as the National Air
Pollution Control Administration. The Bureau of the Budget, the predecessor to the current
Office of Management and Budget, noted the large number of Advisory Committees and the
1
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hundreds of consultants. The Bureau of Budget thought there must be a more efficient way for
the new Agency to secure scientific advice. The EPA responded, after seeking informal consent
from the Congress, by creating a Science Advisory Board (SAB) under the Chairmanship of the
late Dr. Emil Mrak, then Chancellor of the University of California-Davis. The new SAB had
umbrella committees organized along disciplinary lines; the key committees were Health,
Engineering, and Ecology. I argued for an alternative structure with committees organized by
issues or media. However, I lost the argument, with my colleagues noting that “birds of a
feather” are comfortable together, and that Academic institutions are organized by disciplines.
Recognizing that the radiation science field is different, that specific Committee was retained and
I joined the SAB Executive Committee. Thus began my long involvement with EPA and its
advisory processes.
In one of my files I have a photograph of Administrator William Ruckelshaus providing
me a certificate confirming my appointment as Chair of the EPA’s Environmental Radiation
Exposure Committee. As expected, most of the early advisory attention focused on each
Committee advocating for a bigger share of the budget from the EPA’s newly created centralized
Office of Research and Development. Only later would the SAB become involved with the other
programmatic offices.
One of the first major issues EPA management brought to the SAB involved airborne Pb.
The Natural Resources Defense Council (NRDC) had sued the EPA to have Pb listed as a criteria
air pollutant under the Clean Air Act Amendments of 1970. When EPA lost the suit at the
Appeals Court, it had to proceed with developing a Criteria Document to support its issuance of
a National Ambient Air Quality Standard for Pb. Administrator Douglas Costle, on the advice of
Dr. Mrak as Chair of the SAB, asked me to chair an ad hoc Committee to review the draft
criteria document on airborne Pb. The Administrator appointed an appropriately diverse
committee with multiple scientific and engineering disciplines represented. Within a week of the
appointments being announced, I received a telephone call from one of the prospective
Committee members telling me that he had two problems with the Committee. One problem, as
he expressed it, was that two committee members were “lackeys or toadies of industry.” The
second problem of concern to him was my serving as Chair – “I do not think you will advocate
for a stringent airborne Pb NAAQS.” At the time I was an employee of the Lovelace Medical
Foundation in Albuquerque, NM managing an Atomic Energy Commission funded program on
the toxicity of airborne materials. I suggested that if the prospective member had any problems
with the composition of the Committee or chairmanship he should contact Administrator Costle.
Needless to say, the deliberations of the Committee, and especially the hallway conversations,
were contentious. As the deliberations proceeded, the EPA wisely decided to remove the
recommendation of a specific Pb NAAQS from the criteria document, recognizing that the level
of the standard and averaging time were policy decisions that should be informed by science and
not made by scientists. It is noteworthy that a significant amount of Committee time was spent
receiving public comments. I am proud to note that when the ad hoc airborne Pb standard
committee concluded its work, the lead attorney from the NRDC congratulated me on my
leadership of the Committee.
Forty five years later I have five major concerns with EPA’s Advisory Committee
activities: (a) the role of academic scientists versus scientists employed or engaged by industry,
2
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(b) the important distinction between offering scientific advice to inform policy decisions versus
scientists making and/or endorsing policy decisions, (c) the role of the SAB in offering
independent science advice versus responding only to EPA requests for advice, (d) the role of the
SAB committee activities as a forum for public comment, and (e) the need for a strong SAB
Executive Committee to enhance the effectiveness of the multiple committees operating under
the SAB umbrella.
Over the subsequent years, I have been a member of several dozen EPA Advisory
Committees, including serving as Chairman of seven Committees and more than 20 years of
service on the SAB Executive Committee. In those early decades, the SAB Executive
Committee – consisting of about 12 individuals who chaired the major SAB committees or had
at-large appointments – played a valuable role in coordinating the activities of multiple
committees and, most importantly, advising the EPA Administrator on major scientific issues.
This included the SAB offering both unsolicited advice and independently recommending the
initiation of important advisory functions. I am disappointed that the current EPA SAB
apparently no longer has that kind of Executive Committee.
I am proud to say that the activities of the ad hoc Committee that reviewed the Pb
Criteria Document, which I noted earlier, had a small role in the Congress amending the Clean
Air Act in 1978 to formally require the EPA Administrator to appoint a Clean Air Scientific
Advisory Committee (CASAC). I am pleased to have served both as Chair of CASAC (19881992) and in one of the seven positions mandated by the Clean Air Act and as a consultant on
numerous CASAC Panels that considered all of the criteria pollutants. I note the role of both
members of CASAC and consultants. In my opinion, the appointment of CASAC members and
consultants deserves equal attention. The consultants frequently out-number the seven CASAC
members that are legislatively mandated. My last CASAC service was on the Particulate Matter
(PM) Panel (2000-2007). The CASAC and the PM Panel struggled over the distinction between
offering scientific advice and attempting to mandate the specific level of the NAAQS for PM 2.5 .
The majority of the Panel wanted to advise the Administrator that the annual PM 2.5 National
Ambient Air Quality Standard (NAAQS) must be reduced from 15 μg/m3 to 14 μg/m3 or lower.
I was a minority on the Panel, arguing that the specific concentration level and statistical forms
of the NAAQS were inter-related policy decisions that should be informed by science; however,
the level and form are ultimately policy judgments that can only be made by the EPA
Administrator. Science alone cannot identify the concentration and statistical form requisite to
setting a NAAQS consistent with the language of the Clean Air Act. I have addressed this issue
in a paper I authored entitled “Role of Science and Judgment in Setting National Ambient Air
Quality Standards: How low is low enough?” Air Quality and Atmospheric Health 5: 243-258,
2012.
In addition to serving on numerous EPA Advisory Committees, I have served on
Advisory Committees to essentially all of the federal agencies that are concerned with
environmental and occupational factors influencing the health of individuals and populations. I
have also served on various committees of the National Research Council and the Institute of
Medicine of which I am a member. In many cases, the issues at hand have been at the interface
between the physical and engineering sciences and the biological and medical sciences. Each of
these disciplinary areas has different traditions and approaches to defining what is known and
3
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unknown on a given subject. Issues in the life sciences are especially contentious because they
are at the interface of science, the environment and health, where different individuals, including
scientists, have strong personal ideological views as to a preferred policy outcome or regulation.
It is my professional opinion that scientific advisory committees offer the most useful
advice to inform public policy when they examine all the scientific evidence relevant to the issue
at hand, identifying the strengths and weaknesses of various facets of the science, including
differences in the opinions of individual Board or Committee members on specific scientific
matters. I am concerned that the differences in scientific views among Committee members are
frequently down-played in a rush to create a consensus opinion. It is my view that consensus is
best left to ideologically-based institutions such as religious organizations, labor unions and
political parties. “Consensus” positions in the life sciences are frequently based on ideological
positions and pressure, not necessarily science alone.
An issue of major concern for scientific advisory committees, irrespective of the issue
being addressed, is how the deliberations and actions of the Committee are influenced by
funding that the Committee members have received in the past or may receive during the course
of future employment. This issue is of heightened interest as institutions, in both the public and
private sectors, increasingly face severe constraints on financial support for scientific research.
Indeed, the top priority for many organizations that are science-based is what can be done to
make certain their scientific constituency receives its “fair share” of funding.
Many scientists hold the view that funding from federal agencies comes with no strings
attached, while anyone receiving private sector funding is somehow indentured. In short, some
individuals argue that academic scientists are free of bias and conflicts of interest, while industry
affiliated scientists automatically have biases and conflicts of interest. I think such a viewpoint
is open to question when the funding agency, such as the EPA, is also a regulatory agency. In
my opinion, the agency needs to focus on reducing scientific uncertainty on a range of issues and
take special precautions to avoid creating a funding environment focused on identifying new
crises or creating more stringent regulations. In my opinion, the creation of a more stringent
standard or regulation should not be viewed as a criterion of success for scientific research or
scientific advisory bodies. Alternatively, I argue that the criterion of success for an advisory
committee should be whether it appropriately examined all the scientific evidence, including
both the strengths and weaknesses, so the information could inform policy judgments.
As an aside, I am of the opinion that private sector funding is of critical importance to
advancing scientific knowledge and its application. However, the interface between industryfunded science and its use in informing policy decisions needs the same kind of scrutiny as the
science created with public funding.
Let me return to the importance of distinguishing between an advisory committee’s
evaluation of the science, on the one hand, and its entering into the policy arena and offering
policy judgments, on the other hand. This is dangerous turf because many policy makers would
like to say the science “dictated” the outcome on specific difficult policy decision; that the
Administrator was a mere bystander to the science. I addressed these issues in the paper I noted
earlier.
4
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An important underlying concern for the use of science to inform policy decisions is
access to the underlying data for review and, indeed, re-analysis by others. This is an issue
addressed in Senate Bill 544. In my opinion, any science used in the federal regulatory process
should have been published in a high-quality peer-reviewed journal and, equally as important,
the underlying data must be available to other qualified scientists for review and potential reanalysis. Key data used in the setting of several of the NAAQS in the past have not always met
the second test. As one academic scientist noted, “I do not want some industrial-hired gun
wading through my data.” I applaud the Johns Hopkins University team that created the
National Morbidity and Mortality Air Pollution (NMMAPS) data set, used extensively in the
setting of several NAAQS, for making that data set publicly available to others. My colleague,
Dr. Suresh Moolgavkar, and I have recently used the NMMAPS data set to explore alternative
approaches to data analysis (Moolgavkar, SH, McClellan, RO, et al, Time-Series Analyses of Air
Pollution and Mortality in the United States: A Subsampling Approach. Environ. Health
Perspectives 121(1): 73-78, 2013.). I am concerned that in recent years the use of the NMMPS
data has been constrained.
Likewise, I applaud the National Institute of Occupational Safety and Health (NIOSH)
and the National Cancer Institute (NCI) for seeking ways to make the Diesel Exhaust in Miners
Study (DEMS) available to qualified investigators. Initiated in the early 1990s, DEMS was
completed in 2012 with the publication of five exposure assessment papers and two seminal
epidemiological papers (Attfield et al, The Diesel Exhaust in Miners Study: A Cohort Mortality
Study with Emphasis on Lung Cancer, J Natl Cancer Inst 104:1-15, 2012; Silverman et al, The
Diesel Exhaust in Miners Study: A Nested Case-Control Study of Lung Cancer and Diesel
Exhasust, J Natl Cancer Inst 104:855-868, 2012)). The complete data set acquired by federal
employees and collaborators at a cost of over $12 million needs to be made available and
evaluated by other scientists before it is used to establish federal regulations and standards. I am
pleased that NCI ultimately released the key exposure assessment data in response to a Freedom
of Information Act request and that both NCI and NIOSH developed ways for qualified scientists
to access the DEMS epidemiological data.
With leadership from my colleague, Dr. Kenny Crump, the exposure assessment that is a
crucial component of DEMS has been evaluated with funding from a coalition of industry trade
associations (Crump, K. and C. Van Landingham, Evaluation of an Exposure Assessment used in
Epidemiological Studies of Diesel Exhaust and Lung Cancer in Underground Mines, Crit.
Reviews in Toxicol. 42(7):599-812, 2012). Dr. Crump identified major flaws and uncertainties in
the methodology used in the original exposure assessment. Subsequently, with funding from an
industry coalition, Dr. Suresh Moolgavkar and Dr. Kenny Crump replicated the epidemiological
analyses of the original DEMS investigation and, more importantly, conducted additional
analyses using alternative methods and exposure assessments, which have been published in
peer-reviewed journals (Moolgavkar et al, Diesel Engine Exhaust and Lung Cancer Mortality –
Time Related Factors in Exposure and Risk, Risk Analysis, in press, 2015; Crump et al.,
Reanalysis of the DEMS Nested Case-Control Study of Lung Cancer and Diesel Exhaust:
Suitability for Quantitative Risk Assessment, Risk Analysis, in press, 2015). These analyses
revealed major uncertainties in estimates of excess lung cancer risk associated with exposures of
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non-metal miners to diesel exhaust over and above that associated with the primary wellestablished risk factor – cigarette smoking.
The critical question now is how both the results of the original NIOSH/NCI
investigators and the subsequent results of Drs. Moolgavkar and Crump, using the same DEMS
data set, will be evaluated and used to inform subsequent scientific analyses, such as their
potential use in quantitative risk analysis and to inform public policy decisions and regulatory
actions by EPA, NIOSH, the Occupational Safety and Health Administration and the Mine
Safety and Health Administration. I have urged that the results of all the analyses should be
considered on a level playing field, irrespective of when they were conducted, who conducted
the analyses, or if they were conducted with public or private funding. Other individuals have
advanced the view that the analyses conducted with industry support should be viewed as
secondary because the industry support was alleged to focus on obtaining particular outcomes.
These questions are being addressed by a Panel organized by the Health Effects Institute, a nonprofit entity jointly funded by EPA and the private sector, primarily the manufacturers of
combustion engines. That Panel’s report will be of special interest since the hurdle of access to
data was cleared allowing the Panel to focus on evaluating the results of the original
investigators and subsequent analyses by other independent scientists.
Before leaving my discussion of service on EPA Advisory Committees, I would like to
briefly note an EPA Committee I did not serve on – the CASAC Ozone Panel whose
deliberations started in the early 2000s and concluded in 2008. When the CASAC Ozone Panel
was being formed, I was encouraged by the Chair of CASAC to self-nominate for service on the
Panel. I did so. Some months later I received a call from a Reporter asking if I had seen the
letter a prominent ENGO had sent to SAB concerning my services on the Panel. I said no. He
said you need to see the comments; they are not very flattering. I promptly called the SAB
offices and inquired about the letter. The SAB staffer acknowledged receipt of not one, but two
letters concerning my potential service and that of two well-qualified colleagues. I asked if he
would share the letters with me. His response was “I think you will need to file a Freedom of
Information Act (FOIA) request.” I told him “That is ridiculous – my fax machine is available
and if I did not receive the letters within an hour I will take the matter up with the Administrator
and my elected Senators and Representatives.” I promptly received the letters via fax. The
letters from two different ENGOs were virtually identical. They questioned how I could be
considered for membership on a CASAC Panel when I had previously served as President and
CEO of the Chemical Industry Institute of Toxicology, a research laboratory principally funded
by the chemical industry. To top it off, they suggested I was not qualified professionally to serve
on the Panel since – “he was trained as a Veterinarian.”
While I can appreciate that an agency may wish to solicit comments on nominees to
particular Committees, I think it should be with the understanding that any comments received
by the Agency will be shared with the nominee. Indeed, if an organization is moved to comment
on a nominee, the organization should be willing to directly confront the nominee by sharing its
concerns directly with the nominee. Appointments to scientific advisory committees should be
made in an open and transparent manner and not influenced by sub rosa innuendos as to their
qualifications. I will never know if those two letters influenced the Agency’s decision to not
appoint me to EPA’s CASAC Ozone Panel.
6
00679

Case 1:18-cv-00613-WHP Document 26-4 Filed 05/23/18 Page 573 of 627

I appreciate the Subcommittee on Super Fund, Waste Management and Regulatory
Oversight of the Committee on Environment and Public Works holding this hearing and
addressing the important topic of the processes by which EPA receives independent scientific
advice, including the important role of the Science Advisory Board. I view this topic as part of a
much bigger picture – how do we move the economy of the USA forward building on this
nation’s remarkable pool of scientific talent?
Let me provide some context for this statement. I am regularly asked by fellow
scientists, including those at regulatory agencies, as to what I think are the most important
factors influencing human health. In some cases, the question is framed relative to revision of
the National Ambient Air Quality Standards for particulate matter or ozone or some specific
chemical. My answer is simple – in my opinion, the single most important risk factor for the
health of the U.S. citizens and other populations around the world is their SOCIO-ECONOMIC
STATUS (SES). Jobs and income matter! A study by Steenland et al (2004) showed that the
mortality ratio for all-cause mortality for men in the lowest quartile of SES over the top quartile
is about 2.00 (Steenland, K. and J. Walker, All-Cause and Cause-Specific Mortality by
Socioeconomic Status Among Employed Persons in 27 US States, 1984-1997, Am. J. Public
Health 94(6): 1037-1042, 2004). In other words, there is a doubling of the mortality rate for
individuals in the lowest quartile of SES versus those in the top quartile. Putting it another way,
moving from the bottom quartile to the second quartile reduced the mortality ratio to 1.69 and a
move from the second to the third quartile reduced the mortality ratio to 1.25. In short, an
optimal way to improve the health of Americans is to create employment – JOBS.
Some individuals reading this may argue that I am off track relative to the topic subject of
this hearing. I am on track – let me explain.
The USA has a remarkable pool of scientific and engineering talent. We have excellent
colleges and universities that attract students from around the world, including the world’s most
rapidly advancing economy – China. Historically, well-educated individuals have found an
abundance of job opportunities in the USA. Indeed, many students who came from abroad
elected to stay in the USA for the opportunities it affords. The current job market for
professionals in the USA is the softest I have seen during my professional career spanning a half
century. While I am optimistic the situation can change, major change will require many small
and seemingly insignificant changes.
One change that is required is to start using ALL of the USA’s scientific and engineering
talent as candidates to serve as members or consultants on Scientific Advisory Committees such
as those assembled by the EPA. In the past, EPA’s scientific advisory committees have been
composed largely of academic scientist and engineers. Using information from the EPA SAB
website, I note that for the standing SAB only 2 individuals are affiliated with commercial firms,
3 individuals are apparently private consultants, 3 individuals are with NGOs, 3 individuals are
with State Agencies and 36 individuals are affiliated with academic institutions. The SAB has 7
Standing Committees listed on its website with a total of 115 members. Some of these
individuals are also on the primary SAB. Only 3 of these individuals are affiliated with major
commercial firms selling products or commercial services, eight individuals are independent
7
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consultants or with consulting firms, 7 are affiliated with State agencies, and 100 members are
affiliated with academic institutions. I know many of these academicians personally; they are
first-rate scientists or engineers. Do they represent the best and brightest of all the scientists and
engineers in the USA? The answer cannot be Yes, since that would mean the millions of
scientists and engineers employed in the private sector somehow do not measure up to the
academic scientists.
Some will quickly note that those in the private sector have financial conflicts of interest
that preclude their service on EPA Advisory Committees because of requirements of the Federal
Advisory Committee Act (FACA). If FACA is used to deny the EPA of the talents of
individuals from the private sector, then I think the solution is quite simple – Congress should
change FACA. Some academic scientists and EPA managers would argue that individuals in the
private sector are biased – their primary motivation is making certain their employer does the
right thing and stays profitable. I am glad they have that motivation, it is important. It is
consistent with the best interests of the USA. I have worked with many private sector firms and
employees. I can assure you they understand the importance of getting the science right to
ensure long-term profitability. In other words, individuals employed or funded by the private
sector are just as interested in the quality of scientific information and seeing it used properly as
are academics.
One might ask why it is important to broaden the talent pool for service on EPA’s
Science Advisory Board and other Advisory Committees. One good reason is context. EPA’s
scientific committees deal with complex issues, not abstract scientific facts; it is science
interpreted and used in the context of resolving complex issues. For example, the question is not
just whether a chemical or technology is hazardous, but, also how can use of the chemical be
changed or the technology advanced to reduce health hazards and increase efficiency and
effectiveness. Private sector scientists and engineers deal with these concepts daily and could
bring the concepts to bear in EPA Advisory Committee discussions. Everyone wins when all
participants contribute to the dialogue on the issue under consideration and everyone takes
something home to their university or private sector job.
In this regard, I think the remarkable advances made in diesel engine technology over the
last several decades are an excellent example, as covered in a paper I co-authored (McClellan,
R.O., T.W. Hesterberg and J. C. Wall, Evaluation of Carcinogenic Hazard of Diesel Engine
Exhaust Needs to Consider Revolutionary Changes in Diesel Technology, Regulatory Toxicol.
Pharmacol. 63: 225-258, 2012). In the 1970s and 1980s, new toxicological and epidemiological
evidence emerged pointing to the potential lung cancer hazard of exposure to diesel engines
using high-sulfur fuels. There was no question that exposure to high levels of exhaust were
hazardous to health. However, there was considerable debate over whether the scientific
knowledge was sufficiently robust to develop quantitative estimates of risk. In the face of
uncertainty, EPA made a policy decision to move forward with stringent regulations for reduced
diesel engine emissions of particulate matter and nitrogen oxides, and mandated the marketing of
ultra-low sulfur fuel. The engine manufacturers and fuel refiners responded to the challenge.
The diesel engines marketed today meet the new standards and, in combination with use of ultralow sulfur fuel, are contributing to cleaner air. A quantitative estimate of the lung cancer risk of
the old technology was not needed to advance the technology. The question now is how rapidly
8
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the new technology will be deployed to replace old technology on the road and in off-road
applications.
In preparation for this hearing, I reviewed the SAB website to determine the status of
recent activities of the Board and its seven standing Committees [Chemical Assessment
Advisory, Drinking Water, Ecological Processes and Effects, Environmental Economics
Advisory, Environmental Engineering, Exposure and Human Health, and Radiation Advisory
Committees].
A new Agricultural Science Committee is being formed. I hope its membership will be
truly representative of America’s substantial agricultural enterprise. Quite frankly, I was
surprised by the size of the SAB staff, the modest number of reports completed over the last
decade, the infrequent meetings of some of the Standing Committees, and the relative absence of
any activities that were initiated by the SAB. If I were to encounter this situation in a private
sector organization I was advising, I would suggest it was time for a rigorous retrospective
assessment of the entire SAB operation and its processes. This would include assessing what has
been done well, what is not working, and how the SAB can be best organized and managed to
provide the EPA sound, independent scientific advice to inform policies and regulations that
have substantial impact on the American people and the American economy.
The Bill, S 543, “EPA Science Advisory Board Reform Act of 2015” includes provisions
that will strengthen the independent role of the SAB. However, the changes required by
provisions in S. 543 will need to be augmented by substantial changes initiated by EPA
management to create a more efficient and effective SAB to better serve the American public.
I will be pleased to address any questions you may have now or wish to forward to me.
Disclosure
The foregoing statement was prepared by me and represents my independent views and
advice. I gratefully acknowledge financial support provided to me by Tronox Corporation to
cover my expenses related to participation in this Hearing. I advise Tronox Corporation on air
quality issues. Tronox Corporation is committed to using the best available scientific
information to guide its operations and to endorsing the use of the best available scientific
information to inform federal policies and regulations.
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ATTACHMENT 1

BIOGRAPHY
ROGER O. McCLELLAN, DVM, MMS, DSc (Honorary),
Dipl-ABT, ABVT, Fellow-ATS
Advisor: Inhalation Toxicology and Human Health Risk Analysis
13701 Quaking Aspen NE
Albuquerque, NM 87111-7168, USA
Tel: (505) 296-7083; Cell: (505) 850-9190; Fax: (505) 296-9573
e-mail: roger.o.mcclellan@att.net
ROGER O. McCLELLAN serves as an advisor to public and private organizations on issues concerned
with inhalation toxicology, comparative medicine, and human health risk analysis focusing on issues of
air quality in the ambient environment and work place. He has over three decades of experience studying
the human health hazards of exposure to diesel exhaust and promoting advances in diesel technology to
minimize any health hazards. He received his Doctor of Veterinary Medicine degree with Highest
Honors from Washington State University in 1960 and a Master of Management Science degree from the
University of New Mexico in 1980. He is a Diplomate of the American Board of Toxicology and the
American Board of Veterinary Toxicology and a Fellow of the Academy of Toxicological Sciences.
He served as Chief Executive Officer and President of the Chemical Industry Institute of Toxicology
(CIIT) in Research Triangle Park, NC from 1988 through 1999. CIIT continues today as The Hamner
Institute for Health Sciences. During his tenure, the organization achieved international recognition for
development of scientific information under-girding important environmental and occupational health
decisions and regulations. Prior to his CIIT appointment, Dr. McClellan was Director of the Inhalation
Toxicology Research Institute, and President of the Lovelace Biomedical and Environmental Research
Institute, Albuquerque, New Mexico. The Institute continues today as a core element of the Lovelace
Respiratory Research Institute. During 22 years with the Lovelace organization, he provided leadership
for development of one of the world's leading research programs concerned with the health hazards of
airborne radioactive and chemical materials. Prior to joining the Lovelace organization, he was a scientist
with the Division of Biology and Medicine, U.S. Atomic Energy Commission, Washington, DC (19651966), and Hanford Laboratories, General Electric Company, Richland, WA (1959-1964). In those
assignments, he conducted and managed research directed toward understanding the human health risks
of internally deposited radionuclides.
Dr. McClellan is an internationally recognized authority in the fields of inhalation toxicology, aerosol
science, comparative medicine, and human health risk analysis. He has authored or co-authored over 350
scientific papers and reports and edited 10 books. In addition, he frequently speaks on risk assessment
and air pollution issues in the United States and abroad. He is active in the affairs of a number of
professional organizations, including past service as President of the Society of Toxicology and the
American Association for Aerosol Research. He serves in an editorial role for a number of journals,
including service since 1987 as Editor of Critical Reviews in Toxicology. He serves or has served on the
Adjunct Faculty of 8 universities.
Dr. McClellan has served in an advisory role to numerous public and private organizations. He has
served on senior advisory committees for the major federal agencies concerned with human health. This
included services as past Chairman of the Clean Air Scientific Advisory Committee, Environmental
Health Committee, Research Strategies Advisory Committee, and Member of the Executive Committee,
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Science Advisory Board, U. S. Environmental Protection Agency; Member, National Council on
Radiation Protection and Measurements; Member, Advisory Council for Center for Risk Management,
Resources for the Future; Member, Health Research Committee, Health Effects Institute; and service on
National Academy of Sciences/National Research Council Committees on Toxicology (served as
Chairman for 7 years), Risk Assessment for Hazardous Air Pollutants, Health Risks of Exposure to
Radon, Research Priorities for Airborne Particulate Matter, as well as the Committee on Environmental
Justice of the Institute of Medicine. He has served on the Board of Scientific Councilors for the Center
for Environmental Health Research of the Centers for Disease Control and Prevention and the Agency for
Toxic Substances and Disease Registry and on the National Institutes of Health Scientific Advisory
Committee on Alternative Toxicological Methods. He currently serves on the National Aeronautics and
Space Administration Lunar Airborne Dust Toxicity Advisory Group.
Dr. McClellan's contributions have been recognized by receipt of a number of honors, including election
in 1990 to membership in the Institute of Medicine of the National Academy of Sciences. He is a Fellow
of the Society for Risk Analysis, the American Association for Aerosol Research, the Health Physics
Society, and the American Association for the Advancement of Science. In 1998, he received the
International Achievement Award of the International Society of Regulatory Toxicology and
Pharmacology for outstanding contributions to improving the science used for decision making and the
International Aerosol Fellow Award of the International Aerosol Research Assembly for outstanding
contributions to aerosol science and technology. In 2002, he was inducted into the University of New
Mexico Anderson School of Management Hall of Fame for contributions to the effective management of
multi-disciplinary research organizations. He received the Society of Toxicology Merit Award in 2003
for a distinguished career in toxicology and the Society’s Founders Award in 2009 for contributions to
science-based safety/risk decision-making. In 2012, he received the Outstanding Career Achievement
Award of the International Dose-Response Society for contributions to understanding dose-response
relationships and the David Sinclair Award of the American Association for Aerosol Research for
sustained excellence in aerosol research and technology.
In 2005, The Ohio State University awarded him an Honorary Doctor of Science degree for his
contributions to comparative medicine and the science under-girding improved air quality. In 2006, he
received the New Mexico Distinguished Public Service Award. In 2008, Washington State University
presented Dr. McClellan the Regents Distinguished Alumnus Award, the highest recognition the
University can bestow on an Alumnus.
Dr. McClellan has a long-standing interest in environmental and occupational health issues, especially
those involving risk assessment, and air quality and in the management of multidisciplinary research
organizations. He is a strong advocate of science-based decision-making and the need to integrate data
from epidemiological, controlled clinical, laboratory animal and cell studies to assess human health risks
of exposure to toxic materials and to inform policy makers in developing standards and guidance to
protect public health.
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Oversight of Scientific Advisory Panels and Processes at the Environmental
Protection Agency
Subcommittee on Superfund, Waste Management, and Regulatory Oversight
Committee on Environment and Public Works
United States Senate
Testimony of
Terry F. Yosie, President and CEO
World Environment Center
May 20, 2015
Thank you, Mr. Chairman, for the opportunity to testify today on the issue of the management
of scientific advisory panels at the U.S. Environmental Protection Agency and their role in public
health and environmental decision making. I appear in a personal capacity as my employer, the
World Environment Center, is a non-profit organization that conducts no advocacy activities
and takes no positions on public policy issues.
My comments today will reflect several experiences. From 1981-1988 I served as the Director
of EPA’s Science Advisory Board during the Administration of Ronald Reagan. Between 19881992, I was Vice President for Health and Environment at the American Petroleum Institute and
from 1999-2005 I was a Vice President at the American Chemistry Council responsible for
environment, health, safety and security. During all the years of my post-government
employment, up to the present time, I have actively served on a number of scientific advisory
panels advising the U.S. government, including Boards and Committees of the National
Academy of Sciences.
Effective management of scientific advisory processes at EPA should embody several important
principles that I believe are also consistent with the law and best practices as implemented in
both Republican and Democratic administrations. These principles include:
x

The advice provided by scientific advisory committees should only be advisory in
nature. Both the Federal Advisory Committee Act and the Environmental Research,
Development, and Demonstration Authorization Act of 1978 (that legislatively
established the EPA Science Advisory Board) embody this principle. In practice, this
means that advisory committee reports should be explicitly taken into account during
1
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the policymaking process, but they are not binding. The reason for such a principle is
simple and compelling: many other factors in addition to science must be taken into
account in finalizing a public policy decision such as economics and implementation
feasibility. Neither the professional training of scientists, nor their subsequent careers,
prepares them to offer specific insight or expertise concerning these non-scientific
factors.
x

Appointments to scientific advisory panels should be made on the basis of merit rather
than institutional affiliation, quotas or other factors. In 1982, President Ronald Reagan
vetoed legislation that would have undermined this principle by requiring that
appointments to EPA’s Science Advisory be based on representation of specific interests
rather than scientific merit. If I may quote President Reagan, “this requirement runs
counter to the basic premise of modern scientific thought as an objective
undertaking…the purpose of the Science Advisory Board is to apply the universally
accepted principles of scientific peer review to the research conclusions that will form
the basis for EPA regulations, a function that must remain above interest group politics.”
I believe that President Reagan’s words echo across the subsequent decades and are
directly relevant to the discussion we’re having today.

x

Scientists can never answer all of the scientific questions, but they can help
policymakers focus on the important questions. I believe that EPA Administrators,
members of Congress and stakeholders frequently have very unrealistic expectations
about what scientists and scientific peer review can deliver. I once worked for a very
distinguished EPA Administrator who was upset that EPA’s Clean Air Scientific Advisory
Committee did not recommend a specific numerical limit for him to establish the
national ambient air quality standard for particulate matter. Both environmental and
industry groups frequently petition for the re-opening of scientific reviews even when
no significantly new information is available. This leads to worse case outcomes such as
the twenty years it took EPA to conduct its dioxin risk assessment.

x

Most potential conflict of interest issues can be resolved by appropriate
transparency—but not all of them. I personally would take a dim view of any scientist
who refuses to disclose the source of his/her research funding or who believes there is
no conflict issue in reviewing one’s own published work that may have an important
bearing in a risk assessment. On the other hand, I believe that scientists from industry,
environmental groups and other institutions have important expertise that needs to be
represented on scientific advisory panels. So long as no single interest group has
disproportionate representation on an advisory committee and has representatives that
2
00686

Case 1:18-cv-00613-WHP Document 26-4 Filed 05/23/18 Page 580 of 627

qualify for appointment based on merit, I believe the Federal Advisory Committee Act’s
requirement for “balanced points of view” can be effectively met.
x

Priorities for peer review panels should remain focused on research and scientific
assessment. Throughout the long history of peer review, executive branch
policymakers, Congress, and interest groups have sometimes sought to expand the
scope of scientific peer reviews beyond the scope of relevant scientific information.
These have included requests for to review proposed standards in addition to the
science underlying proposed standards, or recommendations that advisory panels
review public comments along with scientific research and assessments. In my
professional experience, these attempts at expanding the scope and priorities of the
review process distort the concept and practice of scientific review, and are outside the
purview of the capabilities of scientists serving on such panels.

x

Scientists are under no obligation to serve on scientific advisory panels. Adding
further non-scientific responsibilities to peer review panels will make the recruitment
of qualified, independent scientists even more difficult. This is a continuing challenge
given the many commitments that talented scientists already have. Requiring scientists
to review public comments, in addition to EPA assessment documents, or to burden
scientists with additional information requirements, will only further hinder the ability
to recruit scientists to scientific review panels.

With these principles in mind, I have several specific comments to offer regarding S. 543. They
include:
x

Section 2(B) states that “at least ten percent of the membership of the Board are from
State, local or tribal governments.” This is similar to a provision that was the basis for
President Reagan’s veto of similar legislation in 1982. The proposed legislation
substitutes a quota for merit as the basis for a significant percentage of advisory
committee appointments. In practice, this will distort the peer review process. Let me
provide an example. In 1986, the Science Advisory Board reviewed a draft EPA risk
assessment to evaluate the potential health and environmental effects of stratospheric
ozone depletion. The chemicals of concern at that time were chlorofluorocarbons (CFC).
Various substitutes have replaced CFCs in commerce, yet some of these substitutes are
now implicated in public health and environmental risks. If EPA were to ask the Science
Advisory Board to review the risk assessment for any of the current substitutes, it would
be required, under the proposed legislation, to recruit representatives of State, local
and tribal governments for the peer review panel. There are many issues where
3
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expertise from such constituencies is valuable and necessary, but I do not believe that
their expertise in CFC substitutes is a main competency. Thus, the proposed legislation
would substitute a quota for merit without added an informed perspective on the
critical scientific issues under review.
x

Section 2(E) states that members “may not participate in advisory activities that directly
or indirectly involve review or evaluation of their own work, unless fully disclosed to the
public and the work has been externally peer-reviewed.” In other words, the proposed
legislation would permit scientists to review their own work. I believe this provision will
result in compromising the integrity of the scientific review process—and here’s why.
Many risk assessment are highly dependent upon only a very few studies published by a
small number of scientists. If one of the major study authors also serves on the advisory
panel reviewing a risk assessment that relies upon his/her work, how is the integrity of
the process then not compromised?

x

Section 3(D) of S. 543 requires the filing of a “written report disclosing financial
relationships and interests” including EPA grants, contracts, etc. I believe that more
extensive financial disclosures about personal investments and portfolios will greatly
discourage scientists from even considering participation in advisory panels. Scientists
are like you and me—they don’t want government officials having access to their private
investment portfolio data. Another important disclosure factor that is not considered
by the legislation is the need to report whether the scientist on an EPA advisory panel is
also under contract to advise any other institution on the same issues that come before
the panel for review. In addition, it’s important not only to disclose EPA grants but also
grants or contracts supported by other federal agencies, private industry or other
institutions.

x

In reviewing public participation, S. 543 proposes that “prior to conducting major
advisory activities, the Board shall hold a public information-gathering session to discuss
the state of the science related to the advisory activity.” As a point of reference, the
Science Advisory Board conducted approximately 60-80 annual scientific reviews during
the latter period of my tenure in the Reagan Administration. Had the S. 543 language
been in effect during that time, I would have been required to organize 60-80
information-gathering sessions. The question I pose to this Subcommittee is: when
would I have been able to actually organize the scientific reviews for which the Science
Advisory Board is constituted? S. 543 adds a new, intrusive and expensive layer of
bureaucracy to the scientific review process that would result in its breakdown and
paralysis and directly undermine the peer review process.
4
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x

The proposed legislation also would require that public comments during Science
Advisory Board reviews “shall not be limited by an insufficient or arbitrary time
restrictions.” I’ve had a great deal of professional experience in integrating public
comments into the scientific review process. Public comments can provide valuable
information or perspective bearing on important scientific issues, and they deserve to
be heard by advisory panels. Public comments can also provide input that is not related
to the purpose of the scientific review, or they can be duplicative across the various
business or environmental organizations that seek formal time on the agenda. One
characteristic of many public requests for comments from both industry and
environmental groups is that they seek to “flood the zone.” This means that multiple
organizations with a common interest will make individual requests for comments on
similar issues rather than coordinating their comments. By providing unlimited time for
public comments, S. 543 creates the perverse incentive of driving scientific advisory
panels away from their focus on the underlying science and towards a role of referee
among competing interest groups. This provision of S. 543 should be removed.

In summary, as I reviewed the provisions of S. 543, I’m having a tremendous case of déjà vu
that recalls my experience as Science Advisory Board Director during President Ronald Reagan’s
Administration. Then, as now, Congress proposed legislation that substituted quotas for
scientific merit in the appointment of advisory committee members. Then, as now, proposed
legislation would add burdensome new requirements to the operation of scientific advisory
panels that compete with and diminish their ability to focus on their core purpose—to provide
independent evaluation of the quality of research and the scientific basis of proposed criteria,
risks assessments and proposed policies and standards. Enactment of this proposed legislation
will waste of taxpayer dollars and will further divert the focus away from the critical need of
ensuring that scientific panels advising the EPA deliver qualified, timely and effective scientific
advice.

5
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TITLE 42—THE PUBLIC HEALTH AND WELFARE

(C) the environmental, energy, and economic
impact of such processes, procedures, and
methods.
(g) Assessment of risks to ecosystems
The Administrator may assess the risks to
ecosystems from exposure to criteria air pollutants (as identified by the Administrator in the
Administrator’s sole discretion).
(h) RACT/BACT/LAER clearinghouse
The Administrator shall make information regarding emission control technology available
to the States and to the general public through
a central database. Such information shall include all control technology information received pursuant to State plan provisions requiring permits for sources, including operating permits for existing sources.
(July 14, 1955, ch. 360, title I, § 108, as added Pub.
L. 91–604, § 4(a), Dec. 31, 1970, 84 Stat. 1678;
amended Pub. L. 95–95, title I, §§ 104, 105, title IV,
§ 401(a), Aug. 7, 1977, 91 Stat. 689, 790; Pub. L.
101–549, title I, §§ 108(a)–(c), (o), 111, Nov. 15, 1990,
104 Stat. 2465, 2466, 2469, 2470; Pub. L. 105–362,
title XV, § 1501(b), Nov. 10, 1998, 112 Stat. 3294.)
CODIFICATION
November 15, 1990, referred to in subsec. (e), was in
the original ‘‘enactment of the Clean Air Act Amendments of 1989’’, and was translated as meaning the date
of the enactment of Pub. L. 101–549, popularly known as
the Clean Air Act Amendments of 1990, to reflect the
probable intent of Congress.
Section was formerly classified to section 1857c–3 of
this title.
PRIOR PROVISIONS
A prior section 108 of act July 14, 1955, was renumbered section 115 by Pub. L. 91–604 and is classified to
section 7415 of this title.
AMENDMENTS
1998—Subsec. (f)(3), (4). Pub. L. 105–362 struck out par.
(3), which required reports by the Secretary of Transportation and the Administrator to be submitted to
Congress by Jan. 1, 1993, and every 3 years thereafter,
reviewing and analyzing existing State and local air
quality related transportation programs, evaluating
achievement of goals, and recommending changes to
existing programs, and par. (4), which required that in
each report after the first report the Secretary of
Transportation include a description of the actions
taken to implement the changes recommended in the
preceding report.
1990—Subsec. (e). Pub. L. 101–549, § 108(a), inserted
first sentence and struck out former first sentence
which read as follows: ‘‘The Administrator shall, after
consultation with the Secretary of Transportation and
the Secretary of Housing and Urban Development and
State and local officials and within 180 days after August 7, 1977, and from time to time thereafter, publish
guidelines on the basic program elements for the planning process assisted under section 7505 of this title.’’
Subsec. (f)(1). Pub. L. 101–549, § 108(b), in introductory
provisions, substituted present provisions for provisions relating to Federal agencies, States, and air pollution control agencies within either 6 months or one
year after Aug. 7, 1977.
Subsec. (f)(1)(A). Pub. L. 101–549, § 108(b), substituted
present provisions for provisions relating to information prepared in cooperation with Secretary of Transportation, regarding processes, procedures, and methods to reduce certain pollutants.
Subsec. (f)(3), (4). Pub. L. 101–549, § 111, added pars. (3)
and (4).

§ 7409

Subsec. (g). Pub. L. 101–549, § 108(o), added subsec. (g).
Subsec. (h). Pub. L. 101–549, § 108(c), added subsec. (h).
1977—Subsec. (a)(1)(A). Pub. L. 95–95, § 401(a), substituted ‘‘emissions of which, in his judgment, cause or
contribute to air pollution which may reasonably be
anticipated to endanger public health or welfare’’ for
‘‘which in his judgment has an adverse effect on public
health or welfare’’.
Subsec. (b)(1). Pub. L. 95–95, § 104(a), substituted ‘‘cost
of installation and operation, energy requirements,
emission reduction benefits, and environmental impact
of the emission control technology’’ for ‘‘technology
and costs of emission control’’.
Subsec. (c). Pub. L. 95–95, § 104(b), inserted provision
directing the Administrator, not later than six months
after Aug. 7, 1977, to revise and reissue criteria relating
to concentrations of NO2 over such period (not more
than three hours) as he deems appropriate, with the
criteria to include a discussion of nitric and nitrous
acids, nitrites, nitrates, nitrosamines, and other carcinogenic and potentially carcinogenic derivatives of
oxides of nitrogen.
Subsecs. (e), (f). Pub. L. 95–95, § 105, added subsecs. (e)
and (f).
EFFECTIVE DATE OF 1977 AMENDMENT
Amendment by Pub. L. 95–95 effective Aug. 7, 1977, except as otherwise expressly provided, see section 406(d)
of Pub. L. 95–95, set out as a note under section 7401 of
this title.
MODIFICATION OR RESCISSION OF RULES, REGULATIONS,
DETERMINATIONS,
CONTRACTS,
CERTIFIORDERS,
CATIONS, AUTHORIZATIONS, DELEGATIONS, AND OTHER
ACTIONS
All rules, regulations, orders, determinations, contracts, certifications, authorizations, delegations, or
other actions duly issued, made, or taken by or pursuant to act July 14, 1955, the Clean Air Act, as in effect
immediately prior to the date of enactment of Pub. L.
95–95 [Aug. 7, 1977] to continue in full force and effect
until modified or rescinded in accordance with act July
14, 1955, as amended by Pub. L. 95–95 [this chapter], see
section 406(b) of Pub. L. 95–95, set out as an Effective
Date of 1977 Amendment note under section 7401 of this
title.

§ 7409. National primary and secondary ambient
air quality standards
(a) Promulgation
(1) The Administrator—
(A) within 30 days after December 31, 1970,
shall publish proposed regulations prescribing
a national primary ambient air quality standard and a national secondary ambient air
quality standard for each air pollutant for
which air quality criteria have been issued
prior to such date; and
(B) after a reasonable time for interested
persons to submit written comments thereon
(but no later than 90 days after the initial publication of such proposed standards) shall by
regulation promulgate such proposed national
primary and secondary ambient air quality
standards with such modifications as he deems
appropriate.
(2) With respect to any air pollutant for which
air quality criteria are issued after December 31,
1970, the Administrator shall publish, simultaneously with the issuance of such criteria and
information, proposed national primary and secondary ambient air quality standards for any
such pollutant. The procedure provided for in
paragraph (1)(B) of this subsection shall apply to
the promulgation of such standards.

00690

Case 1:18-cv-00613-WHP Document 26-4 Filed 05/23/18 Page 584 of 627
§ 7409

TITLE 42—THE PUBLIC HEALTH AND WELFARE

(b) Protection of public health and welfare
(1) National primary ambient air quality
standards, prescribed under subsection (a) of
this section shall be ambient air quality standards the attainment and maintenance of which
in the judgment of the Administrator, based on
such criteria and allowing an adequate margin
of safety, are requisite to protect the public
health. Such primary standards may be revised
in the same manner as promulgated.
(2) Any national secondary ambient air quality standard prescribed under subsection (a) of
this section shall specify a level of air quality
the attainment and maintenance of which in the
judgment of the Administrator, based on such
criteria, is requisite to protect the public welfare from any known or anticipated adverse effects associated with the presence of such air
pollutant in the ambient air. Such secondary
standards may be revised in the same manner as
promulgated.
(c) National primary ambient air quality standard for nitrogen dioxide
The Administrator shall, not later than one
year after August 7, 1977, promulgate a national
primary ambient air quality standard for NO2
concentrations over a period of not more than 3
hours unless, based on the criteria issued under
section 7408(c) of this title, he finds that there is
no significant evidence that such a standard for
such a period is requisite to protect public
health.
(d) Review and revision of criteria and standards; independent scientific review committee; appointment; advisory functions
(1) Not later than December 31, 1980, and at
five-year intervals thereafter, the Administrator
shall complete a thorough review of the criteria
published under section 7408 of this title and the
national ambient air quality standards promulgated under this section and shall make such revisions in such criteria and standards and promulgate such new standards as may be appropriate in accordance with section 7408 of this
title and subsection (b) of this section. The Administrator may review and revise criteria or
promulgate new standards earlier or more frequently than required under this paragraph.
(2)(A) The Administrator shall appoint an
independent scientific review committee composed of seven members including at least one
member of the National Academy of Sciences,
one physician, and one person representing
State air pollution control agencies.
(B) Not later than January 1, 1980, and at fiveyear intervals thereafter, the committee referred to in subparagraph (A) shall complete a
review of the criteria published under section
7408 of this title and the national primary and
secondary ambient air quality standards promulgated under this section and shall recommend to the Administrator any new national
ambient air quality standards and revisions of
existing criteria and standards as may be appropriate under section 7408 of this title and subsection (b) of this section.
(C) Such committee shall also (i) advise the
Administrator of areas in which additional
knowledge is required to appraise the adequacy
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and basis of existing, new, or revised national
ambient air quality standards, (ii) describe the
research efforts necessary to provide the required information, (iii) advise the Administrator on the relative contribution to air pollution concentrations of natural as well as anthropogenic activity, and (iv) advise the Administrator of any adverse public health, welfare, social, economic, or energy effects which may result from various strategies for attainment and
maintenance of such national ambient air quality standards.
(July 14, 1955, ch. 360, title I, § 109, as added Pub.
L. 91–604, § 4(a), Dec. 31, 1970, 84 Stat. 1679;
amended Pub. L. 95–95, title I, § 106, Aug. 7, 1977,
91 Stat. 691.)
CODIFICATION
Section was formerly classified to section 1857c–4 of
this title.
PRIOR PROVISIONS
A prior section 109 of act July 14, 1955, was renumbered section 116 by Pub. L. 91–604 and is classified to
section 7416 of this title.
AMENDMENTS
1977—Subsec. (c). Pub. L. 95–95, § 106(b), added subsec.
(c).
Subsec. (d). Pub. L. 95–95, § 106(a), added subsec. (d).
EFFECTIVE DATE OF 1977 AMENDMENT
Amendment by Pub. L. 95–95 effective Aug. 7, 1977, except as otherwise expressly provided, see section 406(d)
of Pub. L. 95–95, set out as a note under section 7401 of
this title.
MODIFICATION OR RESCISSION OF RULES, REGULATIONS,
DETERMINATIONS,
CONTRACTS,
CERTIFIORDERS,
CATIONS, AUTHORIZATIONS, DELEGATIONS, AND OTHER
ACTIONS
All rules, regulations, orders, determinations, contracts, certifications, authorizations, delegations, or
other actions duly issued, made, or taken by or pursuant to act July 14, 1955, the Clean Air Act, as in effect
immediately prior to the date of enactment of Pub. L.
95–95 [Aug. 7, 1977] to continue in full force and effect
until modified or rescinded in accordance with act July
14, 1955, as amended by Pub. L. 95–95 [this chapter], see
section 406(b) of Pub. L. 95–95, set out as an Effective
Date of 1977 Amendment note under section 7401 of this
title.
TERMINATION OF ADVISORY COMMITTEES
Advisory committees established after Jan. 5, 1973, to
terminate not later than the expiration of the 2-year
period beginning on the date of their establishment,
unless, in the case of a committee established by the
President or an officer of the Federal Government, such
committee is renewed by appropriate action prior to
the expiration of such 2-year period, or in the case of
a committee established by the Congress, its duration
is otherwise provided for by law. See section 14 of Pub.
L. 92–463, Oct. 6, 1972, 86 Stat. 776, set out in the Appendix to Title 5, Government Organization and Employees.
ROLE OF SECONDARY STANDARDS
Pub. L. 101–549, title VIII, § 817, Nov. 15, 1990, 104 Stat.
2697, provided that:
‘‘(a) REPORT.—The Administrator shall request the
National Academy of Sciences to prepare a report to
the Congress on the role of national secondary ambient
air quality standards in protecting welfare and the environment. The report shall:
‘‘(1) include information on the effects on welfare
and the environment which are caused by ambient
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concentrations of pollutants listed pursuant to section 108 [42 U.S.C. 7408] and other pollutants which
may be listed;
‘‘(2) estimate welfare and environmental costs incurred as a result of such effects;
‘‘(3) examine the role of secondary standards and
the State implementation planning process in preventing such effects;
‘‘(4) determine ambient concentrations of each such
pollutant which would be adequate to protect welfare
and the environment from such effects;
‘‘(5) estimate the costs and other impacts of meeting secondary standards; and
‘‘(6) consider other means consistent with the goals
and objectives of the Clean Air Act [42 U.S.C. 7401 et
seq.] which may be more effective than secondary
standards in preventing or mitigating such effects.
‘‘(b) SUBMISSION TO CONGRESS; COMMENTS; AUTHORIZATION.—(1) The report shall be transmitted to the Congress not later than 3 years after the date of enactment
of the Clean Air Act Amendments of 1990 [Nov. 15, 1990].
‘‘(2) At least 90 days before issuing a report the Administrator shall provide an opportunity for public
comment on the proposed report. The Administrator
shall include in the final report a summary of the comments received on the proposed report.
‘‘(3) There are authorized to be appropriated such
sums as are necessary to carry out this section.’’

§ 7410. State implementation plans for national
primary and secondary ambient air quality
standards
(a) Adoption of plan by State; submission to Administrator; content of plan; revision; new
sources; indirect source review program;
supplemental or intermittent control systems
(1) Each State shall, after reasonable notice
and public hearings, adopt and submit to the Administrator, within 3 years (or such shorter period as the Administrator may prescribe) after
the promulgation of a national primary ambient
air quality standard (or any revision thereof)
under section 7409 of this title for any air pollutant, a plan which provides for implementation,
maintenance, and enforcement of such primary
standard in each air quality control region (or
portion thereof) within such State. In addition,
such State shall adopt and submit to the Administrator (either as a part of a plan submitted
under the preceding sentence or separately)
within 3 years (or such shorter period as the Administrator may prescribe) after the promulgation of a national ambient air quality secondary
standard (or revision thereof), a plan which provides for implementation, maintenance, and enforcement of such secondary standard in each
air quality control region (or portion thereof)
within such State. Unless a separate public
hearing is provided, each State shall consider its
plan implementing such secondary standard at
the hearing required by the first sentence of this
paragraph.
(2) Each implementation plan submitted by a
State under this chapter shall be adopted by the
State after reasonable notice and public hearing. Each such plan shall—
(A) include enforceable emission limitations
and other control measures, means, or techniques (including economic incentives such as
fees, marketable permits, and auctions of
emissions rights), as well as schedules and
timetables for compliance, as may be necessary or appropriate to meet the applicable
requirements of this chapter;

§ 7410

(B) provide for establishment and operation
of appropriate devices, methods, systems, and
procedures necessary to—
(i) monitor, compile, and analyze data on
ambient air quality, and
(ii) upon request, make such data available
to the Administrator;
(C) include a program to provide for the enforcement of the measures described in subparagraph (A), and regulation of the modification and construction of any stationary source
within the areas covered by the plan as necessary to assure that national ambient air
quality standards are achieved, including a
permit program as required in parts C and D of
this subchapter;
(D) contain adequate provisions—
(i) prohibiting, consistent with the provisions of this subchapter, any source or other
type of emissions activity within the State
from emitting any air pollutant in amounts
which will—
(I) contribute significantly to nonattainment in, or interfere with maintenance by,
any other State with respect to any such
national primary or secondary ambient air
quality standard, or
(II) interfere with measures required to
be included in the applicable implementation plan for any other State under part C
of this subchapter to prevent significant
deterioration of air quality or to protect
visibility,
(ii) insuring compliance with the applicable requirements of sections 7426 and 7415 of
this title (relating to interstate and international pollution abatement);
(E) provide (i) necessary assurances that the
State (or, except where the Administrator
deems inappropriate, the general purpose local
government or governments, or a regional
agency designated by the State or general purpose local governments for such purpose) will
have adequate personnel, funding, and authority under State (and, as appropriate, local) law
to carry out such implementation plan (and is
not prohibited by any provision of Federal or
State law from carrying out such implementation plan or portion thereof), (ii) requirements
that the State comply with the requirements
respecting State boards under section 7428 of
this title, and (iii) necessary assurances that,
where the State has relied on a local or regional government, agency, or instrumentality for the implementation of any plan provision, the State has responsibility for ensuring
adequate implementation of such plan provision;
(F) require, as may be prescribed by the Administrator—
(i) the installation, maintenance, and replacement of equipment, and the implementation of other necessary steps, by owners or
operators of stationary sources to monitor
emissions from such sources,
(ii) periodic reports on the nature and
amounts of emissions and emissions-related
data from such sources, and
(iii) correlation of such reports by the
State agency with any emission limitations
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Membership Balance Plan
ENVIRONMENTAL PROTECTION AGENCY

1. FEDERAL ADVISORY COMMITTEE NAME
State the legal name of the FAC

Clean Air Scientific Advisory Committee (CASAC)

2. AUTHORITY
Identify the authority for establishing the FAC

Statutory: Section 109 of the Clean Air Act (CAA) enacted on August 7, 1977 (42 U.S.C. § 7409),
specifically directs the EPA Administrator to review the air quality criteria published under section 108
and the national ambient air quality standards (NAAQS) promulgated under section 109 and to make
such revisions in such criteria and standards and promulgate such new standards as may be
appropriate no later than every five years. Section 109 also directs the Administrator to establish this
committee to review the criteria and standards promulgated, and provide other related scientific and
technical advice.

3. MISSION/FUNCTION
Describe the mission/function of the FAC

The CASAC is identified as a scientific/technical advisory committee. As required by CAA section
109(d), the CASAC will: (a.) review the criteria published under section 108 of the Clean Air Act and
the national primary and secondary ambient air quality standards and recommend to the Administrator
any new national ambient air quality standards and revisions of existing criteria and standards as may
be appropriate; (b.) advise the Administrator of areas in which additional knowledge is required to
appraise the adequacy and basis of existing, new, or revised national ambient air quality standards; (c.)
describe the research efforts necessary to provide the required information; (d.) advise the
Administrator on the relative contribution to air pollution concentrations of natural as well as
anthropogenic activity; and (e.) advise the Administrator of any adverse public health, welfare, social,
economic, or energy effects which may result from various strategies for attainment and maintenance
of such national ambient air quality standards.

4. POINTS OF VIEW
Based on understanding the purpose of the FAC,
(a) describe the process that will be used to ensure the committee is balanced, and identify the categories
(b) consider identifying an anticipated relative distribution of candidates across the categories; and
(c) explain how a determination was made to appoint any individuals as Special Government Employees
or Representative members

CASAC will be composed of seven (7) members. The Administrator will appoint a Chairperson and six
members including, as required by CAA section 109(d), at least one member of the National Academy
of Sciences (NAS), one physician, and one person representing State air pollution control agencies.
Members shall be persons who have demonstrated high levels of competence, knowledge, and
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expertise in the scientific/technical fields relevant to air pollution and air quality issues. Members will
generally serve as Special Government Employees (SGE).

5. OTHER BALANCE FACTORS
List any other factors EPA identifies as important in achieving a balanced FAC

Geographic location may be considered.

6. CANDIDATE IDENTIFICATION PROCESS
Summarize the process intended to be used to identify candidates for the FAC, key resources expected to be
tapped to identify candidates and the key persons (by position, not name) who will evaluate FAC balance. The
summary should:
(a) describe the process
(b) identify EPA key staff involved (by position, not name)
(c) briefly describe how FAC vacancies, if any, will be handled by EPA
(d) state the membership term limit of FAC members, if applicable

Prior to the H[SLUDWLRQRIFRPPLWWHHPHPEHUV¶WHUPV, the Designated Federal Officer (DFO) meets with
(3$¶VFederal Advisory Committee Management Division (FACMD) to discuss the outreach plan,
establish a timeline, and other issues concerning the membership package. After approval of the
outreach plan the DFO conducts outreach for new members in accordance with the plan. The DFO
also solicits candidates through a Federal Register solicitation.
After a review of the pool of nominees, a determination is made to consider whether additional
outreach is needed. Each SGE candidate is researched to determine whether the person is a federally
registered lobbyist. In addition, SGE candidates are screened for the absence of financial conflicts of
interest as well as the absence of an appearance of a lack of impartiality. The DFO develops a draft
grid of nominees, including at least one alternate candidate for each point of view for the function the
committee is to perform.
A balance review of the proposed membership is then conducted by FACMD and the Office of General
Counsel. Different levels of EPA managers then review the draft package for questions or comments
before the final package is prepared.
Formal letters of invitation to serve on the CASAC will be extended by the Administrator or Deputy
Administrator of EPA. This cycle will be repeated for any occurring vacancies. CASAC members are
usually appointed for a three-year term. Generally, members may be reappointed for a total of 6 years.

7. SUBCOMMITTEE BALANCE
Subcommittees subject to FACA* should either state that the process for determining FAC member balance on
subcommittees is the same as the process for the parent FAC, or describe how it is different
*This is relevant to those agencies that require their subcommittees to follow all FACA requirements.

EPA plans to use the process that is used to determine advisory committee member balance for the
parent (Tier1) Federal advisory committee for any Tier 2 subcommittee(s) that may be created.

8. OTHER
Provide any additional information that supports the balance of the FAC
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Not applicable.

9. DATE PREPARED/UPDATED
April 14, 2017
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Membership Balance Plan
ENVIRONMENTAL PROTECTION AGENCY

1. FEDERAL ADVISORY COMMITTEE NAME
State the legal name of the FAC

EPA Board of Scientific Counselors

2. AUTHORITY
Identify the authority for establishing the FAC

Agency Authority

3. MISSION/FUNCTION
Describe the mission/function of the FAC

The EPA Board of Scientific Counselors (BOSC) will provide advice and recommendations on all
aspects (technical and management) of the Office of Research and Development’s (ORD) research
program. As appropriate, the BOSC will consult and coordinate its work with the EPA Science Advisory
Board. The major objectives are to provide advice and recommendations on:
a. ORD’s research programs and research management practices, and actions to improve research
program quality, relevance, and performance, as well as program structure, scientific leadership,
research coordination, communication, and outcomes;
b. ORD's program development, progress, and research program balance, which may include
evaluation of ORD’s Strategic Research Action Plans and Cross-cutting Research Roadmaps;
c. Use of peer review within ORD to sustain and enhance the quality of science in EPA;
d. Scientific and management issues specific to ORD Offices, National Laboratories, and Centers; and
e. ORD’s human resources planning, such as scientist career development and rotational assignment
programs, and the appropriate scope and design of training programs for environmental research
professionals.

4. POINTS OF VIEW
Based on understanding the purpose of the FAC,
(a) describe the process that will be used to ensure the committee is balanced, and identify the categories
(b) consider identifying an anticipated relative distribution of candidates across the categories; and
(c) explain how a determination was made to appoint any individuals as Special Government Employees
or Representative members

The BOSC will be composed of approximately twenty (20) members who will serve as Special
Government Employees (SGEs). In selecting members, EPA will consider candidates from the
environmental scientific and technical fields, human health care professions, academia, industry, public
and private research institutes and organizations, and other relevant interest areas.
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5. OTHER BALANCE FACTORS
List any other factors EPA identifies as important in achieving a balanced FAC

Balances in disciplines, work sector (i.e., academia, government – federal/state/local, industry,
environmental associations), diversity, and geographic distribution area are also considered.

6. CANDIDATE IDENTIFICATION PROCESS
Summarize the process intended to be used to identify candidates for the FAC, key resources expected to be
tapped to identify candidates and the key persons (by position, not name) who will evaluate FAC balance.
The summary should:
(a) describe the process
(b) identify EPA key staff involved (by position, not name)
(c) briefly describe how FAC vacancies, if any, will be handled by EPA
(d) state the membership term limit of FAC members, if applicable

Approximately 8 months prior to expiration of committee members’ terms the DFO meets with EPA’s
Federal Advisory Committee Management (FACM) staff to discuss the outreach plan, establish a
timeline, and address other issues concerning the membership package. After approval of the
outreach plan, the DFO conducts outreach for new members in accordance with the plan.
The DFO solicits candidate names through a Federal Register notice and from individuals who are
actively engaged in interests relating to environmental scientific and technical fields, human health care
professions, academia, industry, public and private research institutes and organizations, and other
relevant interest areas.
After a review of the pool of nominees, a determination is made to consider whether additional
outreach is needed. Each candidate is researched to determine whether the person is a federally
registered lobbyist. In addition, candidates are screened for the absence of conflicts of interest and
other ethics issues. The DFO develops a draft grid of nominees, including at least one additional
candidate for each point of view for the function the committee is to perform.
A balance review of the proposed membership is then conducted by FACM staff and the Office of
General Counsel FACA Attorney. Different levels of EPA managers then review the draft package for
questions or comments before the final package is prepared.
Formal letters of invitation to serve on the BOSC will be extended by the Administrator or Deputy
Administrator of EPA. This cycle will be repeated for any occurring vacancies. Members are usually
appointed for a three-year term. Generally, members may be reappointed for a total of 6 years.

7. SUBCOMMITTEE BALANCE
Subcommittees subject to FACA* should either state that the process for determining FAC member balance on
subcommittees is the same as the process for the parent FAC, or describe how it is different
*This is relevant to those agencies that require their subcommittees to follow all FACA requirements.

EPA plans to use the process that is used to determine advisory committee member balance for the
parent (Tier 1) Federal advisory committee for any Tier 2 subcommittee(s) that may be created.
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8. OTHER
Provide any additional information that supports the balance of the FAC

Not applicable.

9. DATE PREPARED/UPDATED
February 29, 2016
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FACA Essentials at EPA
for Federal Advisory Committee Members

What is FACA and to whom does it apply?
Congress passed the Federal Advisory
Committee Act (FACA), 5 U.S.C. App. 2, in
1972, to create an orderly procedure by which
Federal agencies may seek collective advice
from federal advisory committees. FACA
establishes procedures for the management
of federal advisory committees, ensures
transparency of advisory committee decisionmaking, and ensures balanced representation on
advisory committees. When a Federal agency
establishes a group (or manages and controls a
group established by a non-federal entity) to
obtain collective advice, the agency may be required to comply with FACA if the group has
one or more members who are not Federal government employees.
FACA ensures that committees convened to
give group advice are accountable to the public
by maximizing public access to advisory
committee deliberations and minimizing the
influence of special interests through balanced
committee membership. In addition, the Act
seeks to reduce wasteful expenditures and
improve the overall administration of advisory
committees.

a strategic role in the Agency to carry out its
mission to protect human health and the environment.
In 2016, the Agency held 96 committee
meetings. These meetings included
approximately 720 scientists, public health
officials, industry representatives, academics,
citizens, Tribal groups, and stakeholders.
What are your responsibilities as a new
federal advisory committee member?
The primary responsibilities of federal
advisory committee members are to:
ƒ Attend and participate in committee
meetings.
ƒ Study any review material in advance of
the meetings.
ƒ Be willing to engage in an exchange of
views and perspectives and search for
consensus solutions, where appropriate.
ƒ Represent your constituent group if you are
appointed as a representative member, or
provide your best independent judgment if
appointed as a special government employee.

Today, an average of 1000 advisory committees
ƒ Comply with the applicable ethics in
with more than 70,000 members advise the
President and the Executive Branch agencies on government laws if appointed as a special
government employee.
a variety of issues. Advisory committees are
established by one of four authorities –
ƒ Cooperate with your committee’s Designated
Presidential authority, statutory requirement,
Federal Officer.
statutory authority, and Federal Agency
ƒ Serve on the committee for your appointed
discretion.
term, or if you find you cannot serve, resign
Federal advisory committees are an important
from the committee.
tool within EPA for building consensus and
ƒ Refrain from any language or activities that
providing input and recommendations from
would compromise the civility of the
EPA’s diverse customers, partners, and
committee.
stakeholders. EPA manages approximately 22
committees, and 16 subcommittees, which play
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ƒ Maintain an environment that promotes
the participation of individuals regardless
of race, color, national origin, age, sex,
religion, disability, sexual orientation,
genetic information, prior EEO activity,
status as a parent or marital status.
What are the main requirements for
committee operations under FACA?
Each committee must have a Designated
Federal Officer (DFO) or Federal employee
to attend each meeting. Meetings may not be
conducted in the absence of that officer or
employee. 5 U.S.C. App.2 § 10(e).
Committee meetings must be announced in
advance and open to the public, unless
designated as closed for national security, or
other appropriate reasons. The public shall be
provided an opportunity to voice comments to
the committee. 5 U.S.C. App.2 § 10(a).
All committee documents provided to or
prepared by the committee, including reports,
transcripts, drafts, minutes, working papers,
and agenda must be made available for public
inspection and copying, unless they can be
withheld under the Freedom of Information
Act. 5 U.S.C. App.2 § 10(b).
The committees must be “fairly balanced” in
the points of view represented for the
functions to be performed. 5 U.S.C. App.2 § 5
(b)(2) & 5(c).
How does FACA impact collaborative processes at EPA?
EPA has been a leader among Federal
agencies and departments in using
collaborative approaches to environmental
problem-solving. Collaborative processes can
take many forms and can be either formal or
informal.
In general, FACA applies to collaborative
efforts when all of the following criteria are
met:
1) EPA establishes (organizes or forms)
or utilizes (exerts “actual management
or control” of) a group;

2) The group includes one or more individuals
who are not government employees;
3) The product of the collaboration is
group advice for EPA, another federal
agency, or the President.
What are the types of members appointed
to federal advisory committees?
Your functions as a committee member may
differ depending on the type of membership
under which you were invited.
Representative members ar e selected to
represent the point of view of a group.
Representative Members may represent groups
or organizations, such as industry, labor,
consumers, or any other recognizable group of
persons having an interest in matters before the
committee.
Special Government Employee (SGE)
members ar e appointed to pr ovide the
Agency with their own best independent judgment based on their individual expertise. As
an SGE member, you are speaking for yourself
as an expert in your field.

Regular Government Employee (RGE)
members ar e individuals employed by the
Federal Government 5 U.S.C. 2105.
Where can you find further information
on FACA?
Federal Advisory Committee Act
http://www.epa.gov/laws-regulations/
summary-federal-advisory-committee-act
Information on EPA’s Federal Advisory
Committees
http://www.epa.gov/faca
or
Federal Advisory Committee Management
Division
U.S. Environmental Protection Agency
1200 Pennsylvania Avenue, N.W.,
MC-1601M
Washington D.C. 20460

FACA Essentials Fact Sheet created by FACMD, revised January 26, 2017
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General Services
Administration
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GENERAL SERVICES
ADMINISTRATION
41 CFR Parts 101–6 and 102–3
[FPMR Amendment A–57]
RIN 3090–AG49

Federal Advisory Committee
Management
Office of Governmentwide
Policy, GSA.
ACTION: Final rule.
AGENCY:

The General Services
Administration (GSA) is revising
Federal Property Management
Regulations (FPMR) coverage on Federal
advisory committee management and
moving it into the Federal Management
Regulation (FMR). A cross-reference is
added to the FPMR to direct readers to
the coverage in the FMR. The FMR
coverage is written in plain language to
provide agencies with updated
regulatory material that is easy to read
and understand. This action is
necessary due to legislative and policy
changes that have occurred, and judicial
decisions that have been issued since
the regulation was last updated. It is
based also on suggestions for
improvement from other Federal
agencies and interested parties, and
clarifies how the regulation applies or
does not apply to certain situations.
EFFECTIVE DATE: August 20, 2001.
FOR FURTHER INFORMATION CONTACT:
Charles F. Howton, Deputy Director,
Committee Management Secretariat
(202) 273–3561, or electronically at the
following Internet address:
charles.howton@gsa.gov.
SUPPLEMENTARY INFORMATION:
SUMMARY:

A. Background
GSA’s authority for administering the
Federal Advisory Committee Act
(FACA), as amended, 5 U.S.C., App.
(also referred to as ‘‘the Act’’), is
contained in section 7 of the Act and
Executive Order 12024 (42 FR 61445; 3
CFR 1977 Comp., p. 158). Under
Executive Order 12024, the President
delegated to the Administrator of
General Services all of the functions
vested in the President by the Act.
GSA’s responsibilities for administering
the Act have been delegated to the
Associate Administrator for
Governmentwide Policy and to the
Director of the Committee Management
Secretariat.
In a previous issue of the Federal
Register (62 FR 31550, June 10, 1997),
GSA published an Advance Notice of
Proposed Rulemaking (ANPRM) and
requested comments. Additional

comments were requested from the
Interagency Committee on Federal
Advisory Committee Management. GSA
requested comments on: (1) Suggested
issues to address; (2) specific
recommendations about changes needed
in the current Federal Advisory
Committee Management subpart; (3)
examples of situations where FACA was
either a useful tool or a hindrance to
public involvement; and (4) GSA’s
intent to include illustrative examples
and principles. On January 14, 2000,
GSA published a proposed rule in the
Federal Register (65 FR 2504) and
requested comments over a 60-day
period ending on March 14, 2000. All
comments received were considered in
drafting this final rule.
This final rule provides
administrative and interpretive
guidelines and management controls for
Federal agencies to implement the
provisions of the Act, and is intended to
improve the management and operation
of Federal advisory committees in the
executive branch.
B. Discussion of Comments
Twenty-six commenters responded to
the invitation for comments, including
twenty commenters from the executive
branch and six commenters from nonFederal sources. Of the twenty
comments received from executive
branch sources, three comments were
submitted by subcomponents of a
Federal department or agency. A total of
fifty-nine specific issues or
recommendations were identified, of
which seven were either fully
supportive of the proposed rule or
concerned typographical errors. GSA
addressed the disposition of the
remaining fifty-two issues or
recommendations as follows:
The Final Rule Should Include More
Guidance Relating to the Management
of Advisory Committees, Including the
Impact of Other Statutes and Issues on
Day-to-Day Operations
Several commenters provided
suggestions regarding the addition of
guidance on issues that, although not
addressed by the Act, likely would
improve the management of advisory
committees. For example, one
commenter suggested that the final rule
include a provision to encourage
agencies to streamline their internal
processes and procedures in order to
expedite the establishment of advisory
committees. Other commenters
requested that GSA: (1) Provide more
detailed provisions on the
compensation of advisory committee
members and staff, and experts and
consultants; (2) expand the range of

information required to be listed in an
advisory committee’s charter to include
the nature and disposition of records;
and (3) incorporate new regulatory
requirements for increasing access to
advisory committee information, such
as providing meeting notices, minutes,
and reports via the Internet.
In response to these
recommendations, GSA expanded the
number of examples included within
the final rule to illustrate how other
statutes or issues potentially could
affect the effective management of
advisory committees.
In addition, GSA reorganized the
examples and other guidance into
appendices to avoid any ambiguity
between actions required by the Act and
the final rule, and actions that are
suggested only within an implementing
framework of ‘‘best practices.’’ In the
final rule, a ‘‘Key Points and Principles’’
appendix appears at the end of each
subpart to which it relates.
In applying the ‘‘best practices’’
offered in the appendices, users of the
final rule should continue to examine
the extent to which other factors,
including agency-specific statutory
provisions and internal agency
procedures, may affect a specific
advisory committee or program.
Although GSA believes that the
examples contained in the appendices
to the final rule represent the
circumstances most commonly
encountered during the day-to-day
management of advisory committees,
the listing is not exhaustive and must be
supplemented based upon the unique
requirements of the user.
Provide Additional Guidance Regarding
What Advisory Committees and Their
Subcommittees Must Do To Comply
With the Act
Many commenters expressed concern
over language contained in the preamble
to the proposed rule relating to coverage
of subcommittees under the Act. The
preamble to the proposed rule noted
that:
The applicability of the procedural
requirements contained in FACA and this
proposed rule to subcommittees of advisory
committees has been clarified. GSA’s current
FACA regulation does not make clear that
subcommittees reporting to a parent
committee are not subject to FACA. Indeed,
the regulation states just the opposite,
providing that ‘‘[s]ubcommittees that do not
function independently of the full or parent
advisory committee’’ are subject to all
requirements of FACA except the
requirement for a charter. (See 41 CFR 101–
6.1007(b)(3).) This provision is problematic
for two reasons. First, it applies FACA more
broadly than the statute itself requires.
Second, it essentially creates a special type
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of advisory committee that is subject to some,
but not all of FACA’s requirements, which
has no foundation in the statute. Under
FACA, a group is either an advisory
committee subject to all of the statutory
requirements, or it is not an advisory
committee, and therefore not subject to any
of its requirements. Because a subcommittee
which reports to a parent committee is not
an ‘‘advisory committee’’ under FACA, there
is no legal basis for applying any of FACA’s
requirements to such a subcommittee.

In evaluating the comments received,
GSA notes that there were no objections
to the exclusions contained in § 102–
3.185 of the proposed rule (now § 102–
3.160 of the final rule), relating to
‘‘What activities of an advisory
committee are not subject to the notice
and open meeting requirements of the
Act?’’ The exclusions in § 102–3.160 of
the final rule continue to cover the types
of activities routinely performed by
subcommittees. By this reasoning GSA
sought to bring into harmony these
activities with those provisions in the
proposed rule differentiating
subcommittees reporting to a parent
advisory committee from those
reporting directly to a Federal officer or
agency.
However, the preamble to the
proposed rule did not explain and
describe adequately the legal framework
for GSA’s decision to differentiate
subcommittees that report only to a
parent advisory committee more clearly
from advisory committees that report
directly to a Federal officer or agency.
The Act defines the term ‘‘advisory
committee’’ as ‘‘any committee, * * *
or any subcommittee or other subgroup
thereof which is established or utilized
by the President or an agency in the
interest of obtaining advice or
recommendations for the President or
one or more agencies or officers of the
Federal Government’’. Under this
definition, a subcommittee is an
‘‘advisory committee’’ subject to the Act
if it provides advice to the President or
a Federal officer or agency. Most
subcommittees, however, report only to
a parent advisory committee and it is
the parent committee that is normally
responsible for providing advice or
recommendations to the Government. In
this conventional scenario, the
subcommittee is not subject to the Act
because it is not providing advice to the
Government.
Case law supports this conclusion. In
National Anti-Hunger Coalition v.
Executive Committee, 557 F.Supp. 524
(D.D.C.), aff’d, 711 F.2d 1071 (D.C. Cir.
1983), the question presented was
whether the Act applied to task forces
reporting to the Executive Committee of
the President’s Private Sector Survey on

Cost Control in the Federal Government.
The task forces had no authority to
make recommendations to agencies or to
the President. Instead, their function
was to do the ‘‘preliminary work of the
survey, including fact-gathering,
statistical evaluations, and the
formulation of preliminary reports.’’
(557 F.Supp. at 526). Although it was
undisputed that the Executive
Committee was subject to the Act, the
court held that the Act did not apply to
the task forces under the following
reasoning:
There is no question that the task forces are
intimately involved in the gathering of
information about federal programs and the
formulation of possible recommendations for
consideration of the Committee. That is not
enough to render them subject to the FACA.
The Act itself applies only to committees
‘‘established or utilized by’’ the President or
an agency ‘‘in the interest of obtaining advice
or recommendations for the President or one
or more agencies.’’ The Act does not cover
groups performing staff functions such as
those performed by the so-called task forces.
(557 F.Supp. at 529). (See also Association of
American Physicians and Surgeons v.
Clinton, 997 F.2d 898, 911–913 (D.C. Cir.
1993).)

GSA believes that as a result of this
decision, subcommittees that report to a
parent advisory committee generally are
not subject to the Act. GSA also believes
that subcommittees whose advice or
recommendations are provided directly
to a Federal officer or agency are subject
to the Act. However, GSA further
believes that this decision does not
shield those subcommittees from
coverage under the Act whose advice or
recommendations are not subject to
deliberation by their parent advisory
committees.
From this reasoning, it is not
permissible for parent advisory
committees simply to ‘‘rubber-stamp’’
the advice or recommendations of their
subcommittees, thereby depriving the
public of its opportunity to know about,
and participate contemporaneously in,
an advisory committee’s deliberations.
Agencies are cautioned to avoid
excluding the public from attending any
meeting where a subcommittee develops
advice or recommendations that are not
expected to be reviewed and considered
by the parent advisory committee before
being submitted to a Federal officer or
agency. These exclusions may run
counter to the provisions of the Act that
require contemporaneous access to the
advisory committee deliberative
process.
To address these issues more clearly,
GSA strengthened language in the final
rule by: (1) Adding a new § 102–3.35
that outlines policies relating to
subcommittees; (2) clarifying language
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in § 102–3.145 relating to subcommittee
meetings; and (3) clarifying the
examples contained in Appendix A to
Subpart C.
Correct and Clarify the Definition of
‘‘Utilized’’
Nine commenters recommended that
GSA revise its definition of the term,
‘‘utilized’’ to conform to governing case
law.
As noted by some of the commenters,
the definition of the term ‘‘utilized’’ in
§ 102–3.30 of the proposed rule
inadvertently misstated the applicable
legal test. The proposed rule stated that
a committee is ‘‘utilized within the
meaning of the Act when the President
or a Federal agency exercises actual
management and control over its
operation.’’ This construction would
require an agency both to have
management of the committee and to
exercise control over the committee
before the committee can be deemed
‘‘utilized.’’ The proper statement of the
‘‘utilized’’ test is whether an agency
either has management of the committee
or, in some fashion other than
management, exercises control over the
committee.
The controlling legal authority is
Washington Legal Foundation v. U. .
Sentencing Commission, 17 F.3d 1446
(D.C. Cir. 1994). In that case, the appeals
court gave structure to the U.S. Supreme
Court’s prior decision interpreting the
term ‘‘utilized.’’ (See Public Citizen v.
Department of Justice, 491 U.S. 440
(1989).) The appeals court ruled that the
word ‘‘utilized’’ indicates ‘‘something
along the lines of actual management or
control of the advisory committee.’’ (17
F.3d at 1450). The operative criterion for
determining whether a committee has
sufficiently close ties to an agency in
order to render it ‘‘utilized’’ is whether
the agency has either management of
the committee or exerts some other type
of control, but not necessarily both.
Similarly, § 102–3.50(b) of the
proposed rule (now § 102–3.185(b) of
the final rule) used the phrase ‘‘actual
management and control’’ with regard to
section 15 of the Act. In explaining the
relationship between Federal agencies
and the National Academy of Sciences
(NAS) and the National Academy of
Public Administration (NAPA) covered
by section 15 of the Act, § 102–3.50(b)
of the proposed rule states that
‘‘[a]gencies must not manage or control
the specific procedures adopted by each
academy.’’ However, committees
covered by section 15 of the Act must
be under both the actual management
and the control of the academies, not
that of a Federal agency. In this
instance, the use of the conjunctive
00703
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word ‘‘and’’ is appropriate and indicates
that the academies cannot relinquish
either management or control of their
committees to Federal agencies.
Accordingly, GSA revised the
language contained in the final rule by
changing management and control to
management or control in the definition
of the term ‘‘utilized,’’ now in § 102–
3.25 of the final rule, and in those
instances in which it appears in the
‘‘Key Points and Principles’’ guidance in
the appendices to the final rule.
Clarify the Application of the Act to
Agency Interactions With the Public
Several commenters noted that
Federal agencies are increasingly reliant
on local communities, individual
citizens, and interested parties to obtain
information, advice, or
recommendations on which to base
decisions. They expressed concerns
that: (1) Uncertainty about the scope of
the Act creates a disincentive for
Federal officers and agencies wishing to
engage in public outreach; (2) the
requirements of the Act are being
interpreted differently within and
among agencies; and (3) GSA’s current
regulations do not adequately
differentiate between those groups and
activities covered by the Act and others
that are not. (See 41 CFR 101–6.10.)
GSA recognizes that the broad
definition in the Act of an ‘‘advisory
committee’’ might be interpreted to
extend coverage by the Act to any
gathering or two or more persons from
whom the President or other Federal
officers or agencies seek advice or
recommendations. However, in the
cases discussed above, the courts have
rejected such a broad reading of
‘‘advisory committee.’’ GSA believes
that the sections in the final rule on
definitions and on groups not covered
by the Act, §§ 102–3.25 and 102–3.40,
respectively, clarify the limits of the
coverage by, or scope of, the Act when
applied together.
Within this group of comments, GSA
noted a consistent theme related to the
need for more information regarding
public participation tools and
techniques that would allow for more
collaboration that is not subject to the
Act. Although advisory committees
support Federal decisions in a variety of
situations, GSA believes that the ability
of agencies to interact with the public in
numerous other ways is particularly
important because advisory committees
are only one method for agencies to
obtain the views of the public for their
programs. Federal agencies may engage
in continuous collaboration using
diverse, but complimentary, tools,
techniques, and methods. Whether or

not a selected approach includes the use
of advisory committees, the potential or
perceived applicability of the Act must
not prevent constructive collaboration
from taking place. Agencies are
encouraged to contact GSA concerning
not only the use of Federal advisory
committees, but also for information
about alternative forms of public
involvement.
In GSA’s view, agencies have broad
latitude to consult with the public using
many different approaches that are not
subject to the Act. Public consultation
formats that generally fall outside of the
scope of the Act include public
meetings, information exchange forums,
meetings initiated with or by nongovernmental organizations, Federal
participation on groups that are not
established or utilized by the
Government, and certain work products
generated by contractors as a result of
consultation with the public.
While FACA is not a public
participation statute, it directly affects
how the executive branch is held
accountable for the use and
management of Federal advisory
committees as a major means of
obtaining public involvement. Within
this context, agencies wishing to consult
with private individuals, nongovernmental organizations, or with the
public at large through other
assemblages often must consider
whether or not the Act applies to a
given situation.
The number and range of scenarios
presented by the commenters
underscore the importance of presenting
a clearer understanding of how advisory
committees are established by Federal
agencies or how the Government’s
relationship with groups not established
within the meaning of the Act may
nevertheless become subject to the Act
if they are utilized. Based upon the
comments received, the circumstances
under which advisory committees are
established within the executive branch
appear to be well understood.
Accordingly, GSA retained the language
contained in § 102–3.30 of the proposed
rule in § 102–3.25 of the final rule and
throughout subpart B.
However, as noted in the above
discussion of the proposed rule’s
treatment of the term ‘‘utilized,’’
agencies must determine whether or not
their relationship with a group created
by non-Federal entities constitutes
actual management or control within
the meaning of the Act. To help
agencies make this determination, GSA
has included within the final rule
several new examples illustrating the
application of the actual management
or control test to different situations.

These additions are contained in the
‘‘Key Points and Principles’’ guidance in
Appendix A to Subpart A.
Explain the Relationship Between
Committees Established by the National
Academy of Sciences (NAS) or the
National Academy of Public
Administration (NAPA) and the Act
The Federal Advisory Committee Act
Amendments of 1997, Public Law 105–
153, December 17, 1997, established
separate procedures for committees that
are managed and controlled by NAS or
NAPA. Subpart E of the final rule
contains implementing instructions for
the new section 15 of FACA.
Clarify the Distinction Between Advisory
Committees Subject to the Act and
Operational Committees Not Covered by
the Act
Five commenters suggested that
further guidance in the final rule is
necessary to assist agencies in
differentiating an operational committee
not covered by the Act from one that
performs primarily advisory functions
and is, therefore, subject to the Act. GSA
added guidance within Appendix A to
Subpart A listing those characteristics
generally associated with committees
having primarily operational, as
opposed to advisory, functions.
Clarify the Applicability of the Act to
Advisory Committee Meetings
Conducted Through Electronic Means
Four commenters supported GSA’s
language contained in the proposed rule
extending the definition of ‘‘committee
meeting’’ to meetings conducted in
whole or part through electronic means.
However, two commenters suggested
additional clarifications, which GSA has
adopted.
First, GSA slightly modified the
definition of ‘‘committee meeting’’
contained in § 102–3.25 of the final rule
to include a ‘‘gathering’’ of advisory
committee members whether in person
or through electronic means. This
change was made to highlight coverage
by the Act of both physical and
‘‘virtual’’ meetings conducted by such
means as a teleconference,
videoconference, the Internet, or other
electronic medium.
Second, GSA amended the language
contained in § 102–3.140 of the final
rule to provide for adequate public
access to advisory committee meetings
that are conducted in whole or part
through electronic means. This change
complements existing policy covering
advisory committee meetings that are
held within a physical setting, such as
a conference room, by ensuring that
agencies adequately plan for public
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participation by adding additional
capability (such as a designated number
of public call-in lines for a
teleconference) to ensure access to
committee deliberations.
Provide Additional Guidance on
Balanced Representation and Selection
of Members
One commenter expressed concern
that the proposed rule did not contain
sufficient guidance on balanced
representation and the selection of
members. GSA recognizes that the
guidance contained in the proposed rule
is limited to the language of the Act, but
believes that the provisions of section
5(c) of the Act are broad enough to
allow for agency discretion in
determining advisory committee
representation and membership relative
to applicable statutes, Executive orders,
and the needs of the agency responsible
for the advisory committee.
However, GSA added a list of possible
considerations within Appendix A to
Subpart B that, while not
comprehensive or universally
applicable, may help in developing a
plan for balancing an advisory
committee’s membership.
Emphasize the Importance of
Maximizing an Advisory Committee’s
Independent Judgment
Five commenters offered various
suggestions to address the requirement
contained in section 5(b)(3) of the Act,
which is intended to ensure that the
work products of an advisory committee
reflect the group’s independent
judgment.
Included among these suggestions
were recommendations from the U.S.
Office of Government Ethics (OGE) that
GSA modify the language contained in
§ 102–3.155 of the proposed rule (now
contained in Appendix A to Subpart C
of the final rule) to clarify the
applicability of conflict of interest
statutes and other Federal ethics rules to
advisory committee members. GSA
adopted all of OGE’s suggestions.
The remaining suggestions received
concerned the appointment of advisory
committee members, including a
recommended change to § 102–3.155 of
the proposed rule (now Appendix A to
Subpart C) to clarify that: (1) An agency
may appoint a member to an advisory
committee based upon the
recommendation of an organization to
be represented; and (2)
recommendations from an advisory
committee may be a part of an agency’s
process to nominate new members. GSA
adopted these changes and suggestions.

Provide Additional Guidance on the
Management of Federal Records
GSA received suggestions from the
National Archives and Records
Administration (NARA) regarding three
areas where additional guidance on
records management issues could be
useful. Specifically, NARA
recommended that § 102–3.190 of the
proposed rule: (1) Be expanded to
include all recordkeeping requirements
specified by the Act, not just those
relating to advisory committee minutes;
(2) include a statement that records
should be scheduled for disposition
before actual termination of the advisory
committee; and (3) with regard to
information that must be included
within an advisory committee’s charter,
include a determination as to whether
its records fall within the Presidential
Records Act, 44 U.S.C. Chap 22.
GSA addressed these
recommendations by expanding § 102–
3.200 of the proposed rule (now
Appendix A to Subpart D) to include
additional guidance relating to records
management and to highlight the
applicability and importance of Federal
recordkeeping statutes and policies to
advisory committee operations. GSA
decided to include this guidance within
this appendix because the Act generally
is silent on records management issues,
with the exception of the
responsibilities of the
CommitteeManagement Officer (CMO)
in section 8(b)(2) of the Act.
Pursuant to the National Archives and
Records Administration Act, 44
U.S.C.Chap. 21, the Archivist of the
United States is responsible for records
management in the Federal
Government, including the issuance of
regulations and guidance for records
retention and disposition. The
Archivist, working in conjunction with
the agencies’’ Records Management
Officers, also is responsible for
identifying records that are appropriate
for transfer to the permanent Archives
of the United States and those that must
be processed in accordance with the
Presidential Records Act.
Strengthen Provisions Relating to the
Public’s Access to Advisory Committee
Records
Two commenters suggested that the
final rule contain more explicit
guidance regarding the public’s access
to committee records under section
10(b) of the Act. In particular, the
commenters recommended adding
language describing the circumstances
under which records may be withheld
pursuant to the Freedom of Information
Act (FOIA), as amended, 5 U.S.C. 552.

37731

GSA believes that timely access to
advisory committee records is an
important element of the public access
provisions of the Act and, therefore,
agrees with these suggestions. GSA
further believes that there are two
separate, but equally important issues
related to the availability of advisory
committee records under section 10(b)
of FACA: (1) The extent to which
records may be protected from
disclosure under FOIA; and (2) the
extent to which agencies may require
that requests for non-exempt records be
processed under the request and review
process established by section 552(a)(3)
of FOIA.
Section 10(b) of the Act provides that:
Subject to section 552 of title 5, United
States Code, the records, reports, transcripts,
minutes, appendixes, working papers, drafts,
studies, agenda, or other documents which
were made available to or prepared for or by
each advisory committee shall be available
for public inspection and copying at a single
location in the offices of the advisory
committee or the agency to which the
advisory committee reports until the advisory
committee ceases to exist.

The purpose of section 10(b) of the
Act is to provide for the
contemporaneous availability of
advisory committee records that, when
taken in conjunction with the ability to
attend advisory committee meetings,
ensures that interested parties have a
meaningful opportunity to comprehend
fully the work undertaken by the
advisory committee. Records covered by
the exemptions set forth in section
552(b) of FOIA generally may be
withheld. However, it should be noted
that FOIA Exemption 5 generally cannot
be used to withhold documents
reflecting an advisory committee’s
internal deliberations.
An opinion of the Office of Legal
Counsel, U.S. Department of Justice, 12
Op. O.L.C. 73, April 29, 1988, entitled
‘‘Disclosure of Advisory Committee
Deliberative Materials,’’ concludes that
FOIA Exemption 5 ‘‘is not generally
applicable to materials prepared by or
for an advisory committee, but that it
does extend to protect privileged
documents delivered from the agency to
an advisory committee.’’ The opinion
further states that:
This construction gives meaning to
exemption 5 without vitiating Congress’
enumeration of deliberative documents such
as working papers and drafts as subject to
disclosure. It is also supported by a close
reading of exemption 5 itself. Because by its
terms exemption 5 protects only inter-agency
and intra-agency documents and because an
advisory committee is not an agency,
documents do not receive the protection of
exemption 5 by virtue of the fact that they
are prepared by an advisory committee. On
00705
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the other hand, documents prepared by an
agency do not lose the protection of
exemption 5 by virtue of the fact that they
are delivered to an advisory committee.

In determining whether or not such
records fall within these narrow
exclusions, the OLC opinion provides
that consideration should be given to
determining whether or not section
10(b) of FACA is applicable in the first
instance. As noted in the OLC opinion:
Section 10(b) itself applies only to
materials made available to or prepared for
or by an advisory committee established by
statute or reorganization plan or established
or utilized by the President or an agency. 5
U.S.C. app. I, 3(2), 10(b). Accordingly, in
determining whether a document is to be
disclosed the first issue is not whether it is
subject to an exemption under 5 U.S.C. 552
but whether it meets this threshold
definition.

In explaining this threshold
determination of whether particular
records are subject to the section 10(b)
disclosure requirement, the OLC
opinion states that:
The courts and this Office have construed
the concept of advisory committees
established or utilized by the President or an
agency to preclude section 10(b)’s
application to the work prepared by a staff
member of an advisory committee or a
staffing entity within an advisory committee,
such as an independent task force limited to
gathering information, or a subcommittee of
the advisory committee that is not itself
established or utilized by the President or
agency, so long as the material was not used
by the committee as a whole.

Although advisory committee records
may be withheld under the provisions

of FOIA if there is a reasonable
expectation that the records sought fall
within the exemptions contained in
section 552(b) of FOIA, agencies may
not require members of the public or
other interested parties to file requests
for non-exempt advisory committee
records under the request and review
process established by section 552(a)(3)
of FOIA.
In Food Chemical News v.
Department of Health and Human
Services, 980 F.2d 1468, 299 U.S. App.
DC 25, the appeals court held that:
Under section 10(b) of FACA an agency is
generally obligated to make available for
public inspection and copying all materials
that were made available to or prepared for
or by an advisory committee. Except with
respect to those materials that the agency
reasonably claims to be exempt from
disclosure pursuant to FOIA, a member of the
public need not request disclosure in order
for FACA 10(b) materials to be made
available. Thus, whenever practicable, all
10(b) materials must be available for public
inspection and copying before or on the date
of the advisory committee meeting to which
they apply.

Accordingly, GSA included language
within § 102–3.170 of the final rule
describing the policy to be followed in
implementing section 10(b) of the Act,
and included additional guidance in
Appendix A to Subpart D concerning
the applicability of FOIA to records
covered by section 10(b) of FACA.
Improve the Organization of the Final
Rule
During the course of evaluating
comments received from all sources,

GSA conducted a review of the
proposed rule’s general organization
and structure for the purpose of
achieving greater clarity and
consistency in presentation. This effort
led to a number of changes, such as
redesignating the ‘‘Key Points and
Principles’’ sections following each
subpart as appendices. Other changes
were made throughout the final rule to
improve alignment between section
headings and the material that follows.
Similar changes were made within the
appendices in order to improve the
linkage between the examples or
questions and the corresponding
guidance.
In addition, GSA reorganized the final
rule to redesignate subpart B as subpart
E to improve the flow of information
distinguishing Federal advisory
committees subject to the Act from
those committees created by the
National Academy of Sciences (NAS) or
the National Academy of Public
Administration (NAPA) which, if not
utilized by the executive branch, are not
subject to the Act’s provisions. Section
numbers previously assigned in the
proposed rule affected by the
redesignation of subpart B as subpart E,
subpart C as subpart B, subpart D as
subpart C, and subpart E as subpart D
have been changed accordingly.
C. Technical and Procedural Comments
The final rule incorporates several
technical and procedural
recommendations made by a range of
commenters, particularly in the
following sections or appendices:

Section/Appendix

Modification

102–3.60 .........................................

Specific procedures for consulting with the Secretariat have been eliminated. GSA will issue separate guidance to agencies covering the administration of the consultation requirement.

Appendix A to Subpart B ................

Addition of guidance relating to the achievement of ‘‘balanced’’ advisory committee membership.

Appendix A to Subpart B ................

Addition of guidance covering the legal duration of the charter of an advisory committee required by statute
where Congress authorizes the advisory committee for a period exceeding two years.

Appendix A to Subpart C ................

Addition of guidance addressing the designation of an alternate Designated Federal Officer (DFO).

102–3.130 .......................................

All references to compensation limits imposed by the Act have been updated, and references to alternative
similar agency compensation systems other than the General Schedule have been included.

102–3.130 .......................................

All references to the word, ‘‘handicapped,’’ have been replaced with the phrase, ‘‘with disabilities.’’

Appendix A to Subpart D ................

Addition of guidance regarding activities that are not subject to the notice and open meeting requirements
of the Act.

102–3.165 .......................................

The requirement for the completion of advisory committee meeting minutes now requires the DFO to ensure certification within the time limit specified.

D. Consultation With Other Federal
Agencies
Pursuant to section 7(d) of the Act,
the guidelines contained in this final

rule with respect to uniform fair rates of
compensation for comparable services
of members and staff of, and experts and
consultants to advisory committees have

been established after consultation with
the U.S. Office of Personnel
Management (OPM).
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Although not required by the Act, the
guidelines contained in this final rule
that refer to the applicability of conflict
of interest statutes and other Federal
ethics rules to advisory committee
members have been established after
consultation with the U.S. Office of
Government Ethics (OGE).
Although not required by the Act, the
guidelines contained in this final rule
that relate to the management of
advisory committee records have been
established after consultation with the
National Archives and Records
Administration (NARA).

Subpart 101–6.10—Federal Advisory
Committee Management
Authority: Sec. 205(c), 63 Stat. 390 (40
U.S.C. 486(c)); sec. 7, 5 U.S.C., App.; and
E.O. 12024, 3 CFR, 1977 Comp., p. 158.
§ 101–6.1001 Cross-reference to the
Federal Management Regulation (FMR) (41
CFR chapter 102, parts 102–1 through 102–
220).

For Federal advisory committee
management information previously
contained in this subpart, see FMR part
102–3 (41 CFR part 102–3).

E. Executive Order 12866

CHAPTER 102—[AMENDED]

GSA has determined that this final
rule is a significant rule for the purposes
of Executive Order 12866 of September
30, 1993.

2. Part 102–3 is added to subchapter
A of chapter 102 to read as follows:

F. Regulatory Flexibility Act
GSA has determined that this final
rule will not have a significant
economic impact on a substantial
number of small entities (including
small businesses, small organizational
units, and small governmental
jurisdictions) within the meaning of the
Regulatory Flexibility Act, 5 U.S.C. 601,
et seq. The rule does not impact small
entities and applies only to Federal
officers and agencies.
G. Paperwork Reduction Act
The Paperwork Reduction Act does
not apply because this final rule does
not contain any information collection
requirements that require the approval
of the Office of Management and Budget
(OMB) under 44 U.S.C. 3501, et seq.
H. Small Business Regulatory
Enforcement Fairness Act
This final rule is being submitted for
Congressional review as prescribed
under 5 U.S.C. 801.
List of Subjects in 41 CFR Parts 101–6
and 102–3
Advisory committees, Government
property management.
Dated: July 5, 2001.
Stephen A. Perry,
Administrator of General Services.

For the reasons set forth in the
preamble, GSA amends 41 CFR chapters
101 and 102 as follows:
CHAPTER 101—[AMENDED]

PART 101–6—MISCELLANEOUS
REGULATIONS
1. Subpart 101–6.10 is revised to read
as follows:

PART 102–3—FEDERAL ADVISORY
COMMITTEE MANAGEMENT
Subpart A—What Policies Apply To
Advisory Committees Established Within
the Executive Branch?
Sec.
102–3.5 What does this subpart cover and
how does it apply?
102–3.10 What is the purpose of the Federal
Advisory Committee Act?
102–3.15 Who are the intended users of this
part?
102–3.20 How does this part meet the needs
of its audience?
102–3.25 What definitions apply to this
part?
102–3.30 What policies govern the use of
advisory committees?
102–3.35 What policies govern the use of
subcommittees?
102–3.40 What types of committees or
groups are not covered by the Act and
this part?
Appendix A to Subpart A of Part 102–3—Key
Points and Principles
Subpart B—How Are Advisory Committees
Established, Renewed, Reestablished, and
Terminated?
102–3.45 What does this subpart cover and
how does it apply?
102–3.50 What are the authorities for
establishing advisory committees?
102–3.55 What rules apply to the duration
of an advisory committee?
102–3.60 What procedures are required to
establish, renew, or reestablish a
discretionary advisory committee?
102–3.65 What are the public notification
requirements for discretionary advisory
committees?
102–3.70 What are the charter filing
requirements?
102–3.75 What information must be
included in the charter of an advisory
committee?
102–3.80 How are minor charter
amendments accomplished?
102–3.85 How are major charter
amendments accomplished?
Appendix A to Subpart B of Part 102–3—Key
Points and Principles

37733

Subpart C—How Are Advisory Committees
Managed?
102–3.90 What does this subpart cover and
how does it apply?
102–3.95 What principles apply to the
management of advisory committees?
102–3.100 What are the responsibilities and
functions of GSA?
102–3.105 What are the responsibilities of
an agency head?
102–3.110 What are the responsibilities of a
chairperson of an independent
Presidential advisory committee?
102–3.115 What are the responsibilities and
functions of an agency Committee
Management Officer (CMO)?
102–3.120 What are the responsibilities and
functions of a Designated Federal Officer
(DFO)?
102–3.125 How should agencies consider
the roles of advisory committee members
and staff?
102–3.130 What policies apply to the
appointment, and compensation or
reimbursement of advisory committee
members, staff, and experts and
consultants?
Appendix A to Subpart C of Part 102–3—Key
Points and Principles
Subpart D—Advisory Committee Meeting
and Recordkeeping Procedures
102–3.135 What does this subpart cover
and how does it apply?
102–3.140 What policies apply to advisory
committee meetings?
102–3.145 What policies apply to
subcommittee meetings?
102–3.150 How are advisory committee
meetings announced to the public?
102–3.155 How are advisory committee
meetings closed to the public?
102–3.160 What activities of an advisory
committee are not subject to the notice
and open meeting requirements of the
Act?
102–3.165 How are advisory committee
meetings documented?
102–3.170 How does an interested party
obtain access to advisory committee
records?
102–3.175 What are the reporting and
recordkeeping requirements for an
advisory committee?
Appendix A to Subpart D of Part 102–3—Key
Points and Principles
Subpart E—How Does This Subpart Apply
to Advice or Recommendations Provided to
Agencies by the National Academy of
Sciences or the National Academy of Public
Administration?
102–3.180 What does this subpart cover
and how does it apply?
102–3.185 What does this subpart require
agencies to do?
Appendix A to Subpart E of Part 102–3—Key
Points and Principles
Authority: Sec. 205(c), 63 Stat. 390 (40
U.S.C. 486(c)); sec. 7, 5 U.S.C., App.; and
E.O. 12024, 3 CFR, 1977 Comp., p. 158.
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Subpart A—What Policies Apply to
Advisory Committees Established
Within the Executive Branch?
§ 102–3.5 What does this subpart cover
and how does it apply?

This subpart provides the policy
framework that must be used by agency
heads in applying the Federal Advisory
Committee Act (FACA), as amended (or
‘‘the Act’’), 5 U.S.C., App., to advisory
committees they establish and operate.
In addition to listing key definitions
underlying the interpretation of the Act,
this subpart establishes the scope and
applicability of the Act, and outlines
specific exclusions from its coverage.
§ 102–3.10 What is the purpose of the
Federal Advisory Committee Act?

FACA governs the establishment,
operation, and termination of advisory
committees within the executive branch
of the Federal Government. The Act
defines what constitutes a Federal
advisory committee and provides
general procedures for the executive
branch to follow for the operation of
these advisory committees. In addition,
the Act is designed to assure that the
Congress and the public are kept
informed with respect to the number,
purpose, membership, activities, and
cost of advisory committees.
§ 102–3.15
this part?

Who are the intended users of

(a) The primary users of this Federal
Advisory Committee Management part
are:
(1) Executive branch officials and
others outside Government currently
involved with an established advisory
committee;
(2) Executive branch officials who
seek to establish or utilize an advisory
committee;
(3) Executive branch officials and
others outside Government who have
decided to pursue, or who are already
engaged in, a form of public
involvement or consultation and want
to avoid inadvertently violating the Act;
and
(4) Field personnel of Federal
agencies who are increasingly involved
with the public as part of their efforts to
increase collaboration and improve
customer service.
(b) Other types of end-users of this
part include individuals and
organizations outside of the executive
branch who seek to understand and
interpret the Act, or are seeking
additional guidance.
§ 102–3.20 How does this part meet the
needs of its audience?

This Federal Advisory Committee
Management part meets the general and

specific needs of its audience by
addressing the following issues and
related topics:
(a) Scope and applicability. This part
provides guidance on the threshold
issue of what constitutes an advisory
committee and clarifies the limits of
coverage by the Act for the benefit of the
intended users of this part.
(b) Policies and guidelines. This part
defines the policies, establishes
minimum requirements, and provides
guidance to Federal officers and
agencies for the establishment,
operation, administration, and duration
of advisory committees subject to the
Act. This includes reporting
requirements that keep Congress and the
public informed of the number,
purpose, membership, activities,
benefits, and costs of these advisory
committees. These requirements form
the basis for implementing the Act at
both the agency and Governmentwide
levels.
(c) Examples and principles. This part
provides summary-level key points and
principles at the end of each subpart
that provide more clarification on the
role of Federal advisory committees in
the larger context of public involvement
in Federal decisions and activities. This
includes a discussion of the
applicability of the Act to different
decisionmaking scenarios.
§ 102–3.25 What definitions apply to this
part?

The following definitions apply to
this Federal Advisory Committee
Management part:
Act means the Federal Advisory
Committee Act, as amended, 5 U.S.C.,
App.
Administrator means the
Administrator of General Services.
Advisory committee subject to the
Act, except as specifically exempted by
the Act or by other statutes, or as not
covered by this part, means any
committee, board, commission, council,
conference, panel, task force, or other
similar group, which is established by
statute, or established or utilized by the
President or by an agency official, for
the purpose of obtaining advice or
recommendations for the President or
on issues or policies within the scope of
an agency official’s responsibilities.
Agency has the same meaning as in 5
U.S.C. 551(1).
Committee Management Officer
(‘‘CMO’’), means the individual
designated by the agency head to
implement the provisions of section 8(b)
of the Act and any delegated
responsibilities of the agency head
under the Act.

Committee Management Secretariat
(‘‘Secretariat’’), means the organization
established pursuant to section 7(a) of
the Act, which is responsible for all
matters relating to advisory committees,
and carries out the responsibilities of
the Administrator under the Act and
Executive Order 12024 (3 CFR, 1977
Comp., p. 158).
Committee meeting means any
gathering of advisory committee
members (whether in person or through
electronic means) held with the
approval of an agency for the purpose of
deliberating on the substantive matters
upon which the advisory committee
provides advice or recommendations.
Committee member means an
individual who serves by appointment
or invitation on an advisory committee
or subcommittee.
Committee staff means any Federal
employee, private individual, or other
party (whether under contract or not)
who is not a committee member, and
who serves in a support capacity to an
advisory committee or subcommittee.
Designated Federal Officer (‘‘DFO’’),
means an individual designated by the
agency head, for each advisory
committee for which the agency head is
responsible, to implement the
provisions of sections 10(e) and (f) of
the Act and any advisory committee
procedures of the agency under the
control and supervision of the CMO.
Discretionary advisory committee
means any advisory committee that is
established under the authority of an
agency head or authorized by statute.
An advisory committee referenced in
general (non-specific) authorizing
language or Congressional committee
report language is discretionary, and its
establishment or termination is within
the legal discretion of an agency head.
Independent Presidential advisory
committee means any Presidential
advisory committee not assigned by the
Congress in law, or by President or the
President’s delegate, to an agency for
administrative and other support.
Non-discretionary advisory committee
means any advisory committee either
required by statute or by Presidential
directive. A non-discretionary advisory
committee required by statute generally
is identified specifically in a statute by
name, purpose, or functions, and its
establishment or termination is beyond
the legal discretion of an agency head.
Presidential advisory committee
means any advisory committee
authorized by the Congress or directed
by the President to advise the President.
Subcommittee means a group,
generally not subject to the Act, that
reports to an advisory committee and
not directly to a Federal officer or
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agency, whether or not its members are
drawn in whole or in part from the
parent advisory committee.
Utilized for the purposes of the Act,
does not have its ordinary meaning. A
committee that is not established by the
Federal Government is utilized within
the meaning of the Act when the
President or a Federal office or agency
exercises actual management or control
over its operation.
§ 102–3.30 What policies govern the use of
advisory committees?

The policies to be followed by Federal
departments and agencies in
establishing and operating advisory
committees consistent with the Act are
as follows:
(a) Determination of need in the
public interest. A discretionary advisory
committee may be established only
when it is essential to the conduct of
agency business and when the
information to be obtained is not
already available through another
advisory committee or source within the
Federal Government. Reasons for
deciding that an advisory committee is
needed may include whether:
(1) Advisory committee deliberations
will result in the creation or elimination
of (or change in) regulations, policies, or
guidelines affecting agency business;
(2) The advisory committee will make
recommendations resulting in
significant improvements in service or
reductions in cost; or
(3) The advisory committee’s
recommendations will provide an
important additional perspective or
viewpoint affecting agency operations.
(b) Termination. An advisory
committee must be terminated when:
(1) The stated objectives of the
committee have been accomplished;
(2) The subject matter or work of the
committee has become obsolete by the
passing of time or the assumption of the
committee’s functions by another entity;
(3) The agency determines that the
cost of operation is excessive in relation
to the benefits accruing to the Federal
Government;
(4) In the case of a discretionary
advisory committee, upon the
expiration of a period not to exceed two
years, unless renewed;
(5) In the case of a non-discretionary
advisory committee required by
Presidential directive, upon the
expiration of a period not to exceed two
years, unless renewed by authority of
the President; or
(6) In the case of a non-discretionary
advisory committee required by statute,
upon the expiration of the time
explicitly specified in the statute, or
implied by operation of the statute.

(c) Balanced membership. An
advisory committee must be fairly
balanced in its membership in terms of
the points of view represented and the
functions to be performed.
(d) Open meetings. Advisory
committee meetings must be open to the
public except where a closed or
partially-closed meeting has been
determined proper and consistent with
the exemption(s) of the Government in
the Sunshine Act, 5 U.S.C. 552b(c), as
the basis for closure.
(e) Advisory functions only. The
function of advisory committees is
advisory only, unless specifically
provided by statute or Presidential
directive.
§ 102–3.35 What policies govern the use of
subcommittees?

(a) In general, the requirements of the
Act and the policies of this Federal
Advisory Committee Management part
do not apply to subcommittees of
advisory committees that report to a
parent advisory committee and not
directly to a Federal officer or agency.
However, this section does not preclude
an agency from applying any provision
of the Act and this part to any
subcommittee of an advisory committee
in any particular instance.
(b) The creation and operation of
subcommittees must be approved by the
agency establishing the parent advisory
committee.
§ 102–3.40 What types of committees or
groups are not covered by the Act and this
part?

The following are examples of
committees or groups that are not
covered by the Act or this Federal
Advisory Committee Management part:
(a) Committees created by the
National Academy of Sciences (NAS) or
the National Academy of Public
Administration (NAPA). Any committee
created by NAS or NAPA in accordance
with section 15 of the Act, except as
otherwise covered by subpart E of this
part;
(b) Advisory committees of the Central
Intelligence Agency and the Federal
Reserve System. Any advisory
committee established or utilized by the
Central Intelligence Agency or the
Federal Reserve System;
(c) Committees exempted by statute.
Any committee specifically exempted
from the Act by law;
(d) Committees not actually managed
or controlled by the executive branch.
Any committee or group created by nonFederal entities (such as a contractor or
private organization), provided that
these committees or groups are not
actually managed or controlled by the
executive branch;
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(e) Groups assembled to provide
individual advice. Any group that meets
with a Federal official(s), including a
public meeting, where advice is sought
from the attendees on an individual
basis and not from the group as a whole;
(f) Groups assembled to exchange
facts or information. Any group that
meets with a Federal official(s) for the
purpose of exchanging facts or
information;
(g) Intergovernmental committees.
Any committee composed wholly of
full-time or permanent part-time officers
or employees of the Federal Government
and elected officers of State, local and
tribal governments (or their designated
employees with authority to act on their
behalf), acting in their official
capacities. However, the purpose of
such a committee must be solely to
exchange views, information, or advice
relating to the management or
implementation of Federal programs
established pursuant to statute, that
explicitly or inherently share
intergovernmental responsibilities or
administration (see guidelines issued by
the Office of Management and Budget
(OMB) on section 204(b) of the
Unfunded Mandates Reform Act of
1995, 2 U.S.C. 1534(b), OMB
Memorandum M–95–20, dated
September 21, 1995, available from the
Committee Management Secretariat
(MC), General Services Administration,
1800 F Street, NW., Washington, DC
20405–0002);
(h) Intragovernmental committees.
Any committee composed wholly of
full-time or permanent part-time officers
or employees of the Federal
Government;
(i) Local civic groups. Any local civic
group whose primary function is that of
rendering a public service with respect
to a Federal program;
(j) Groups established to advise State
or local officials. Any State or local
committee, council, board, commission,
or similar group established to advise or
make recommendations to State or local
officials or agencies; and
(k) Operational committees. Any
committee established to perform
primarily operational as opposed to
advisory functions. Operational
functions are those specifically
authorized by statute or Presidential
directive, such as making or
implementing Government decisions or
policy. A committee designated
operational may be covered by the Act
if it becomes primarily advisory in
nature. It is the responsibility of the
administering agency to determine
whether a committee is primarily
operational. If so, it does not fall under
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the requirements of the Act and this
part.

Appendix A to Subpart A of Part 102–
3—Key Points and Principles
This appendix provides additional
guidance in the form of answers to frequently

asked questions and identifies key points and
principles that may be applied to situations
not covered elsewhere in this subpart. The
guidance follows:

APPENDIX A TO SUBPART A
Key points and principles

Section(s)

Question(s)

Guidance

I. FACA applies to advisory
committees that are either
‘‘established’’ or ‘‘utilized’’
by an agency.

102–3.25,
3.40(f)

102–3.40(d),

102–

1. A local citizens group
wants to meet with a Federal official(s) to help improve the condition of a
forest’s trails and quality of
concessions. May the Government meet with the
group without chartering
the group under the Act?
2. May an agency official attend meetings of external
groups where advice may
be offered to the Government during the course of
discussions?
3. May an agency official
participate in meetings of
groups or organizations as
a member without chartering the group under the
Act?
4. Is the Act applicable to
meetings between agency
officials and their contractors, licensees, or other
‘‘private sector program
partners?’’

A. The answer to questions 1, 2, and 3 is
yes, if the agency does not either ‘‘establish’’ or ‘‘utilize’’ (exercise ‘‘actual management or control’’ over) the group. (i)
Although there is no precise legal definition of ‘‘actual management or control,’’
the following factors may be used by an
agency to determine whether or not a
group is ‘‘utilized’’ within the meaning of
the Act: (a) Does the agency manage or
control the group’s membership or otherwise determine its composition? (b) Does
the agency manage or control the group’s
agenda? (c) Does the agency fund the
group’s activities? (ii) Answering ‘‘yes’’ to
any or all of questions 1, 2, or 3 does not
automatically mean the group is ‘‘utilized’’
within the meaning of the Act. However,
an agency may need to reconsider the
status of the group under the Act if the
relationship in question essentially is indistinguishable from an advisory committee established by the agency.
B. The answer to question 4 is no. Agencies often meet with contractors and licensees, individually and as a group, to
discuss specific matters involving a contract’s solicitation, issuance, and implementation, or an agency’s efforts to ensure compliance with its regulations. Such
interactions are not subject to the Act because these groups are not ‘‘established’’
or ‘‘utilized’’ for the purpose of obtaining
advice or recommendations.

II. The development of consensus among all or some
of the attendees at a public
meeting or similar forum
does not automatically invoke FACA.

102–3.25,
3.40(f)

102–3.40(d),

102–

1. If, during a public meeting
of the ‘‘town hall’’ type
called by an agency, it appears that the audience is
achieving consensus, or a
common point of view, is
this an indication that the
meeting is subject to the
Act and must be stopped?

A. No, the public meeting need not be
stopped. (i) A group must either be ‘‘established’’ or ‘‘utilized’’ by the executive
branch in order for the Act to apply. (ii)
Public meetings represent a chance for
individuals to voice their opinions and/or
share information. In that sense, agencies
do not either ‘‘establish’’ the assemblage
of individuals as an advisory committee or
‘‘utilize’’ the attendees as an advisory
committee because there are no elements of either ‘‘management’’ or ‘‘control’’ present or intended.
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APPENDIX A TO SUBPART A—Continued
Key points and principles

Section(s)

Question(s)

Guidance

III. Meetings between a Federal official(s) and a collection of individuals where advice is sought from the
attendees on an individual
basis are not subject to the
Act.

102–3.40(e)

1. May an agency official
meet with a number of persons collectively to obtain
their individual views without violating the Act?
2. Does the concept of an
‘‘individual’’ apply only to
‘‘natural persons?’’

A. The answer to questions 1 and 2 is yes.
The Act applies only where a group is established or utilized to provide advice or
recommendations ‘‘as a group.’’ (i) A
mere assemblage or collection of individuals where the attendees are providing
individual advice is not acting ‘‘as a
group’’ under the Act. (ii) In this respect,
‘‘individual’’ is not limited to ‘‘natural persons.’’ Where the group consists of representatives of various existing organizations, each representative individually
may provide advice on behalf of that person’s organization without violating the
Act, if those organizations themselves are
not ‘‘managed or controlled’’ by the agency.

IV. Meetings between Federal,
State, local, and tribal elected officials are not subject
to the Act.

102–3.40(g)

1. Is the exclusion from the
Act covering elected officials of State, local, and
tribal governments acting
in their official capacities
also applicable to associations of State officials?

A. Yes. The scope of activities covered by
the exclusion from the Act for intergovernmental activities should be construed
broadly to facilitateFederal/State/local/tribal discussions on shared intergovernmental program responsibilities or administration. Pursuant to a Presidential delegation, the Office of Management and
Budget (OMB) issued guidelines for this
exemption, authorized by section 204(b)
of the Unfunded Mandates Reform Act of
1995, 2U.S.C. 1534(b). (See OMB Memorandum M–95–20, dated September 21,
1995, published at 60 FR 50651 (September 29, 1995), and which is available
from the Committee Management Secretariat (MC), General Services Administration, 1800 F Street, NW, Washington, DC
20405–0002).

V. Advisory committees established under the Act may
perform advisory functions
only, unless authorized to
perform ‘‘operational’’ duties
by the Congress or by Presidential directive.

102–3.30(e), 102–3.40(k)

1. Are ‘‘operational committees’’ subject to the Act,
even if they may engage in
some advisory activities?

A. No, so long as the operational functions
performed by the committee constitute
the ‘‘primary’’ mission of the committee.
Only committees established or utilized by
the executive branch in the interest of obtaining advice or recommendations are
subject to the Act. However, without specific authorization by the Congress or direction by the President, Federal functions (decisionmaking or operations) cannot be delegated to, or assumed by, nonFederal individuals or entities.
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APPENDIX A TO SUBPART A—Continued

Key points and principles
VI. Committees authorized by
the Congress in law or by
Presidential directive to perform primarily ‘‘operational’’
functions are not subject to
the Act.

Section(s)
102–3.40(k)

Subpart B—How Are Advisory
Committees Established, Renewed,
Reestablished, and Terminated?
§ 102–3.45 What does this subpart cover
and how does it apply?

Requirements for establishing and
terminating advisory committees vary
depending on the establishing entity
and the source of authority for the
advisory committee. This subpart covers
the procedures associated with the
establishment, renewal,
reestablishment, and termination of
advisory committees. These procedures
include consulting with the Secretariat,
preparing and filing an advisory
committee charter, publishing notice in
the Federal Register, and amending an
advisory committee charter.
§ 102–3.50 What are the authorities for
establishing advisory committees?

FACA identifies four sources of
authority for establishing an advisory
committee:
(a) Required by statute. By law where
the Congress establishes an advisory
committee, or specifically directs the
President or an agency to establish it
(non-discretionary);
(b) Presidential authority. By
Executive order of the President or other
Presidential directive (nondiscretionary);
(c) Authorized by statute. By law
where the Congress authorizes, but does

Question(s)

Guidance

1. What characteristics are
common to ‘‘operational
committees?’’
2. A committee created by
the Congress by statute is
responsible, for example,
for developing plans and
events to commemorate
the contributions of wildlife
to the enjoyment of the
Nation’s parks. Part of the
committee’s role includes
providing advice to certain
Federal agencies as may
be necessary to coordinate
these events. Is this committee subject to FACA?

A. In answer to question 1, non-advisory, or
‘‘operational’’ committees generally have
the following characteristics: (i) Specific
functions and/or authorities provided by
the Congress in law or by Presidential directive; (ii) The ability to make and implement traditionally Governmental decisions; and (iii) The authority to perform
specific tasks to implement a Federal program.
B. Agencies are responsible for determining
whether or not a committee primarily provides advice or recommendations and is,
therefore, subject to the Act, or is primarily ‘‘operational’’ and not covered by
FACA.
C. The answer to question 2 is no. The
committee is not subject to the Act because: (i) Its functions are to plan and implement specific tasks; (ii) The committee
has been granted the express authority
by the Congress to perform its statutorily
required functions; and (iii) Its incidental
role of providing advice to other Federal
agencies is secondary to its primarily
operational role of planning and implementing specific tasks and performing
statutory functions.

not direct the President or an agency to
establish it (discretionary); or
(d) Agency authority. By an agency
under general authority in title 5 of the
United States Code or under other
general agency-authorizing statutes
(discretionary).

reestablished in accordance with § 102–
3.60.
(b) When an advisory committee
terminates, the agency shall notify the
Secretariat of the effective date of the
termination.

§ 102–3.55 What rules apply to the
duration of an advisory committee?

§ 102–3.60 What procedures are required
to establish, renew, or reestablish a
discretionary advisory committee?

(a) An advisory committee
automatically terminates two years after
its date of establishment unless:
(1) The statutory authority used to
establish the advisory committee
provides a different duration;
(2) The President or agency head
determines that the advisory committee
has fulfilled the purpose for which it
was established and terminates the
advisory committee earlier;
(3) The President or agency head
determines that the advisory committee
is no longer carrying out the purpose for
which it was established and terminates
the advisory committee earlier; or
(4) The President or agency head
renews the committee not later than two
years after its date of establishment in
accordance with § 102–3.60. If an
advisory committee needed by the
President or an agency terminates
because it was not renewed in a timely
manner, or if the advisory committee
has been terminated under the
provisions of § 102–3.30(b), it can be

(a) Consult with the Secretariat.
Before establishing, renewing, or
reestablishing a discretionary advisory
committee and filing the charter as
addressed later in § 102–3.70, the
agency head must consult with the
Secretariat. As part of this consultation,
agency heads are encouraged to engage
in constructive dialogue with the
Secretariat. With a full understanding of
the background and purpose behind the
proposed advisory committee, the
Secretariat may share its knowledge and
experience with the agency on how best
to make use of the proposed advisory
committee, suggest alternate methods of
attaining its purpose that the agency
may wish to consider, or inform the
agency of a pre-existing advisory
committee performing similar functions.
(b) Include required information in
the consultation. Consultations covering
the establishment, renewal, and
reestablishment of advisory committees
must, as a minimum, contain the
following information:
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(1) Explanation of need. An
explanation stating why the advisory
committee is essential to the conduct of
agency business and in the public
interest;
(2) Lack of duplication of resources.
An explanation stating why the advisory
committee’s functions cannot be
performed by the agency, another
existing committee, or other means such
as a public hearing; and
(3) Fairly balanced membership. A
description of the agency’s plan to attain
fairly balanced membership. The plan
will ensure that, in the selection of
members for the advisory committee,
the agency will consider a cross-section
of those directly affected, interested,
and qualified, as appropriate to the
nature and functions of the advisory
committee. Advisory committees
requiring technical expertise should
include persons with demonstrated
professional or personal qualifications
and experience relevant to the functions
and tasks to be performed.
§ 102–3.65 What are the public notification
requirements for discretionary advisory
committees?

A notice to the public in the Federal
Register is required when a
discretionary advisory committee is
established, renewed, or reestablished.
(a) Procedure. Upon receiving notice
from the Secretariat that its review is
complete in accordance with § 102–
3.60(a), the agency must publish a
notice in the Federal Register
announcing that the advisory committee
is being established, renewed, or
reestablished. For the establishment of a
new advisory committee, the notice also
must describe the nature and purpose of
the advisory committee and affirm that
the advisory committee is necessary and
in the public interest.
(b) Time required for notices. Notices
of establishment and reestablishment of
advisory committees must appear at
least 15 calendar days before the charter
is filed, except that the Secretariat may
approve less than 15 calendar days
when requested by the agency for good
cause. This requirement for advance
notice does not apply to advisory
committee renewals, notices of which
may be published concurrently with the
filing of the charter.
§ 102–3.70 What are the charter filing
requirements?

No advisory committee may meet or
take any action until a charter has been
filed by the Committee Management
Officer (CMO) designated in accordance
with section 8(b) of the Act, or by
another agency official designated by
the agency head.

(a) Requirement for discretionary
advisory committees. To establish,
renew, or reestablish a discretionary
advisory committee, a charter must be
filed with:
(1) The agency head;
(2) The standing committees of the
Senate and the House of Representatives
having legislative jurisdiction of the
agency, the date of filing with which
constitutes the official date of
establishment for the advisory
committee;
(3) The Library of Congress, AngloAmerican Acquisitions Division,
Government Documents Section,
Federal Advisory Committee Desk, 101
Independence Avenue, SE.,
Washington, DC 20540–4172; and
(4) The Secretariat, indicating the date
the charter was filed in accordance with
paragraph (a)(2) of this section.
(b) Requirement for non-discretionary
advisory committees. Charter filing
requirements for non-discretionary
advisory committees are the same as
those in paragraph (a) of this section,
except the date of establishment for a
Presidential advisory committee is the
date the charter is filed with the
Secretariat.
(c) Requirement for subcommittees
that report directly to the Government.
Subcommittees that report directly to a
Federal officer or agency must comply
with this subpart and include in a
charter the information required by
§ 102–3.75.
§ 102–3.75 What information must be
included in the charter of an advisory
committee?

(a) Purpose and contents of an
advisory committee charter. An
advisory committee charter is intended
to provide a description of an advisory
committee’s mission, goals, and
objectives. It also provides a basis for
evaluating an advisory committee’s
progress and effectiveness. The charter
must contain the following information:
(1) The advisory committee’s official
designation;
(2) The objectives and the scope of the
advisory committee’s activity;
(3) The period of time necessary to
carry out the advisory committee’s
purpose(s);
(4) The agency or Federal officer to
whom the advisory committee reports;
(5) The agency responsible for
providing the necessary support to the
advisory committee;
(6) A description of the duties for
which the advisory committee is
responsible and specification of the
authority for any non-advisory
functions;

(7) The estimated annual costs to
operate the advisory committee in
dollars and person years;
(8) The estimated number and
frequency of the advisory committee’s
meetings;
(9) The planned termination date, if
less than two years from the date of
establishment of the advisory
committee;
(10) The name of the President’s
delegate, agency, or organization
responsible for fulfilling the reporting
requirements of section 6(b) of the Act,
if appropriate; and
(11) The date the charter is filed in
accordance with § 102–3.70.
(b) The provisions of paragraphs (a)(1)
through (11) of this section apply to all
subcommittees that report directly to a
Federal officer or agency.
§ 102–3.80 How are minor charter
amendments accomplished?

(a) Responsibility and limitation. The
agency head is responsible for amending
the charter of an advisory committee.
Amendments may be either minor or
major. The procedures for making
changes and filing amended charters
will depend upon the authority basis for
the advisory committee. Amending any
existing advisory committee charter
does not constitute renewal of the
advisory committee under § 102–3.60.
(b) Procedures for minor
amendments. To make a minor
amendment to an advisory committee
charter, such as changing the name of
the advisory committee or modifying
the estimated number or frequency of
meetings, the following procedures
must be followed:
(1) Non-discretionary advisory
committees. The agency head must
ensure that any minor technical changes
made to current charters are consistent
with the relevant authority. When the
Congress by law, or the President by
Executive order, changes the
authorizing language that has been the
basis for establishing an advisory
committee, the agency head or the
chairperson of an independent
Presidential advisory committee must
amend those sections of the current
charter affected by the new statute or
Executive order, and file the amended
charter as specified in § 102–3.70.
(2) Discretionary advisory committees.
The charter of a discretionary advisory
committee may be amended when an
agency head determines that technical
provisions of a filed charter are
inaccurate, or specific provisions have
changed or become obsolete with the
passing of time, and that these
amendments will not alter the advisory
committee’s objectives and scope
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substantially. The agency must amend
the charter language as necessary and
file the amended charter as specified in
§ 102–3.70.
§ 102–3.85 How are major charter
amendments accomplished?

Procedures for making major
amendments to advisory committee
charters, such as substantial changes in

objectives and scope, duties, and
estimated costs, are the same as in
§ 102–3.80, except that for discretionary
advisory committees an agency must:
(a) Consult with the Secretariat on the
amended language, and explain the
purpose of the changes and why they
are necessary; and
(b) File the amended charter as
specified in § 102–3.70.

Appendix A to Subpart B of Part 102–
3—Key Points and Principles
This appendix provides additional
guidance in the form of answers to frequently
asked questions and identifies key points and
principles that may be applied to situations
not covered elsewhere in this subpart. The
guidance follows:

APPENDIX A TO SUBPART B
Key points and principles

Section(s)

Question(s)

Guidance

I. Agency heads must consult
with the Secretariat prior to
establishing a discretionary
advisory committee.

102–3.60, 102–3.115 .............

1. Can an agency head delegate to the Committee
Management Officer (CMO)
responsibility for consulting
with the Secretariat regarding the establishment, renewal, or reestablishment
of discretionary advisory
committees?

A. Yes. Many administrative functions performed to implement the Act may be delegated. However, those functions related to
approving the final establishment, renewal,
or reestablishment of discretionary advisory committees are reserved for the
agency head. Each agency CMO should
assure that their internal processes for
managing advisory committees include appropriate certifications by the agency
head.

II. Agency heads are responsible for complying with the
Act, including determining
which discretionary advisory
committees should be established and renewed.

102–3.60(a), 102–3.105 ........

1. Who retains final authority
for establishing or renewing
a discretionary advisory
committee?

A. Although agency heads retain final authority for establishing or renewing discretionary advisory committees, these decisions should be consistent with § 102–
3.105(e) and reflect consultation with the
Secretariat under § 102–3.60(a).

III. An advisory committee must
be fairly balanced in its membership in terms of the points
of view represented and the
functions to be performed.

102–3.30(c), 102–3.60(b)(3) ..

1. What factors should be
considered in achieving a
‘‘balanced’’ advisory committee membership?

A. The composition of an advisory committee’s membership will depend upon several factors, including: (i) The advisory
committee’s mission; (ii) The geographic,
ethnic, social, economic, or scientific impact of the advisory committee’s recommendations; (iii) The types of specific
perspectives required, for example, such
as those of consumers, technical experts,
the public at-large, academia, business, or
other sectors; (iv) The need to obtain divergent points of view on the issues before the advisory committee; and (v) The
relevance of State, local, or tribal governments to the development of the advisory
committee’s recommendations.

IV. Charters for advisory committees required by statute
must be filed every two years
regardless of the duration provided in the statute.

102–3.70(b) ............................

1. If an advisory committee’s
duration exceeds two
years, must a charter be
filed with the Congress and
GSA every two years?

A. Yes. Section 14(b)(2) of the Act provides
that: Any advisory committee established
by an Act of Congress shall file a charter
upon the expiration of each successive
two-year period following the date of enactment of the Act establishing such advisory committee.

§ 102–3.95 What principles apply to the
management of advisory committees?

Subpart C—How Are Advisory
Committees Managed?
§ 102–3.90 What does this subpart cover
and how does it apply?

This subpart outlines specific
responsibilities and functions to be
carried out by the General Services
Administration (GSA), the agency head,
the Committee Management Officer
(CMO), and the Designated Federal
Officer (DFO) under the Act.

Agencies are encouraged to apply the
following principles to the management
of their advisory committees:
(a) Provide adequate support. Before
establishing an advisory committee,
agencies should identify requirements
and assure that adequate resources are
available to support anticipated
activities. Considerations related to
support include office space, necessary
supplies and equipment, Federal staff

support, and access to key
decisionmakers.
(b) Focus on mission. Advisory
committee members and staff should be
fully aware of the advisory committee’s
mission, limitations, if any, on its
duties, and the agency’s goals and
objectives. In general, the more specific
an advisory committee’s tasks and the
more focused its activities are, the
higher the likelihood will be that the
advisory committee will fulfill its
mission.
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(c) Follow plans and procedures.
Advisory committee members and their
agency sponsors should work together
to assure that a plan and necessary
procedures covering implementation are
in place to support an advisory
committee’s mission. In particular,
agencies should be clear regarding what
functions an advisory committee can
perform legally and those that it cannot
perform.
(d) Practice openness. In addition to
achieving the minimum standards of
public access established by the Act and
this part, agencies should seek to be as
inclusive as possible. For example,
agencies may wish to explore the use of
the Internet to post advisory committee
information and seek broader input
from the public.
(e) Seek feedback. Agencies
continually should seek feedback from
advisory committee members and the
public regarding the effectiveness of the
advisory committee’s activities. At
regular intervals, agencies should
communicate to the members how their
advice has affected agency programs
and decisionmaking.
§ 102–3.100 What are the responsibilities
and functions of GSA?

(a) Under section 7 of the Act, the
General Services Administration (GSA)
prepares regulations on Federal
advisory committees to be prescribed by
the Administrator of General Services,
issues other administrative guidelines
and management controls for advisory
committees, and assists other agencies
in implementing and interpreting the
Act. Responsibility for these activities
has been delegated by the Administrator
to the GSA Committee Management
Secretariat.
(b) The Secretariat carries out its
responsibilities by:
(1) Conducting an annual
comprehensive review of
Governmentwide advisory committee
accomplishments, costs, benefits, and
other indicators to measure
performance;
(2) Developing and distributing
Governmentwide training regarding the
Act and related statutes and principles;
(3) Supporting the Interagency
Committee on Federal Advisory
Committee Management in its efforts to
improve compliance with the Act;
(4) Designing and maintaining a
Governmentwide shared Internet-based
system to facilitate collection and use of
information required by the Act;
(5) Identifying performance measures
that may be used to evaluate advisory
committee accomplishments; and
(6) Providing recommendations for
transmittal by the Administrator to the

Congress and the President regarding
proposals to improve accomplishment
of the objectives of the Act.
§ 102–3.105 What are the responsibilities
of an agency head?

The head of each agency that
establishes or utilizes one or more
advisory committees must:
(a) Comply with the Act and this
Federal Advisory Committee
Management part;
(b) Issue administrative guidelines
and management controls that apply to
all of the agency’s advisory committees
subject to the Act;
(c) Designate a Committee
Management Officer (CMO);
(d) Provide a written determination
stating the reasons for closing any
advisory committee meeting to the
public, in whole or in part, in
accordance with the exemption(s) of the
Government in the Sunshine Act, 5
U.S.C. 552b(c), as the basis for closure;
(e) Review, at least annually, the need
to continue each existing advisory
committee, consistent with the public
interest and the purpose or functions of
each advisory committee;
(f) Determine that rates of
compensation for members (if they are
paid for their services) and staff of, and
experts and consultants to advisory
committees are justified and that levels
of agency support are adequate;
(g) Develop procedures to assure that
the advice or recommendations of
advisory committees will not be
inappropriately influenced by the
appointing authority or by any special
interest, but will instead be the result of
the advisory committee’s independent
judgment;
(h) Assure that the interests and
affiliations of advisory committee
members are reviewed for conformance
with applicable conflict of interest
statutes, regulations issued by the U.S.
Office of Government Ethics (OGE)
including any supplemental agency
requirements, and other Federal ethics
rules;
(i) Designate a Designated Federal
Officer (DFO) for each advisory
committee and its subcommittees; and
(j) Provide the opportunity for
reasonable participation by the public in
advisory committee activities, subject to
§ 102–3.140 and the agency’s guidelines.
§ 102–3.110 What are the responsibilities
of a chairperson of an independent
Presidential advisory committee?

The chairperson of an independent
Presidential advisory committee must:
(a) Comply with the Act and this
Federal Advisory Committee
Management part;
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(b) Consult with the Secretariat
concerning the designation of a
Committee Management Officer (CMO)
and Designated Federal Officer (DFO);
and
(c) Consult with the Secretariat in
advance regarding any proposal to close
any meeting in whole or in part.
§ 102–3.115 What are the responsibilities
and functions of an agency Committee
Management Officer (CMO)?

In addition to implementing the
provisions of section 8(b) of the Act, the
CMO will carry out all responsibilities
delegated by the agency head. The CMO
also should ensure that sections 10(b),
12(a), and 13 of the Act are
implemented by the agency to provide
for appropriate recordkeeping. Records
to be kept by the CMO include, but are
not limited to:
(a) Charter and membership
documentation. A set of filed charters
for each advisory committee and
membership lists for each advisory
committee and subcommittee;
(b) Annual comprehensive review.
Copies of the information provided as
the agency’s portion of the annual
comprehensive review of Federal
advisory committees, prepared
according to § 102–3.175(b);
(c) Agency guidelines. Agency
guidelines maintained and updated on
committee management operations and
procedures; and
(d) Closed meeting determinations.
Agency determinations to close or
partially close advisory committee
meetings required by § 102–3.105.
§ 102–3.120 What are the responsibilities
and functions of a Designated Federal
Officer (DFO)?

The agency head or, in the case of an
independent Presidential advisory
committee, the Secretariat, must
designate a Federal officer or employee
who must be either full-time or
permanent part-time, to be the DFO for
each advisory committee and its
subcommittees, who must:
(a) Approve or call the meeting of the
advisory committee or subcommittee;
(b) Approve the agenda, except that
this requirement does not apply to a
Presidential advisory committee;
(c) Attend the meetings;
(d) Adjourn any meeting when he or
she determines it to be in the public
interest; and
(e) Chair the meeting when so
directed by the agency head.
§ 102–3.125 How should agencies
consider the roles of advisory committee
members and staff?

FACA does not assign any specific
responsibilities to members of advisory
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committees and staff, although both
perform critical roles in achieving the
goals and objectives assigned to
advisory committees. Agency heads,
Committee Management Officers
(CMOs), and Designated Federal
Officers (DFOs) should consider the
distinctions between these roles and
how they relate to each other in the
development of agency guidelines
implementing the Act and this Federal
Advisory Committee Management part.
In general, these guidelines should
reflect:
(a) Clear operating procedures. Clear
operating procedures should provide for
the conduct of advisory committee
meetings and other activities, and
specify the relationship among the
advisory committee members, the DFO,
and advisory committee or agency staff;
(b) Agency operating policies. In
addition to compliance with the Act,
advisory committee members and staff
may be required to adhere to additional
agency operating policies; and
(c) Other applicable statutes. Other
agency-specific statutes and regulations
may affect the agency’s advisory
committees directly or indirectly.
Agencies should ensure that advisory
committee members and staff
understand these requirements.
§ 102–3.130 What policies apply to the
appointment, and compensation or
reimbursement of advisory committee
members, staff, and experts and
consultants?

In developing guidelines to
implement the Act and this Federal
Advisory Committee Management part
at the agency level, agency heads must
address the following issues concerning
advisory committee member and staff
appointments, and considerations with
respect to uniform fair rates of
compensation for comparable services,
or expense reimbursement of members,
staff, and experts and consultants:
(a) Appointment and terms of
advisory committee members. Unless
otherwise provided by statute,
Presidential directive, or other
establishment authority, advisory
committee members serve at the
pleasure of the appointing or inviting
authority. Membership terms are at the
sole discretion of the appointing or
inviting authority.
(b) Compensation guidelines. Each
agency head must establish uniform
compensation guidelines for members
and staff of, and experts and consultants
to an advisory committee.
(c) Compensation of advisory
committee members not required.
Nothing in this subpart requires an
agency head to provide compensation to

any member of an advisory committee,
unless otherwise required by a specific
statute.
(d) Compensation of advisory
committee members. When an agency
has authority to set pay administratively
for advisory committee members, it may
establish appropriate rates of pay
(including any applicable locality pay
authorized by the President’s Pay Agent
under 5 U.S.C. 5304(h)), not to exceed
the rate for level IV of the Executive
Schedule under 5 U.S.C. 5315, unless a
higher rate expressly is allowed by
another statute. However, the agency
head personally must authorize a rate of
basic pay in excess of the maximum rate
of basic pay established for the General
Schedule under 5 U.S.C. 5332, or
alternative similar agency compensation
system. This maximum rate includes
any applicable locality payment under 5
U.S.C. 5304. The agency may pay
advisory committee members on either
an hourly or a daily rate basis. The
agency may not provide additional
compensation in any form, such as
bonuses or premium pay.
(e) Compensation of staff. When an
agency has authority to set pay
administratively for advisory committee
staff, it may establish appropriate rates
of pay (including any applicable locality
pay authorized by the President’s Pay
Agent under 5 U.S.C. 5304(h)), not to
exceed the rate for level IV of the
Executive Schedule under 5 U.S.C.
5315, unless a higher rate expressly is
allowed by another statute. However,
the agency head personally must
authorize a rate of basic pay in excess
of the maximum rate of basic pay
established for the General Schedule
under 5 U.S.C. 5332, or alternative
similar agency compensation system.
This maximum rate includes any
applicable locality payment under 5
U.S.C. 5304. The agency must pay
advisory committee staff on an hourly
rate basis. The agency may provide
additional compensation, such as
bonuses or premium pay, so long as
aggregate compensation paid in a
calendar year does not exceed the rate
for level IV of the Executive Schedule,
with appropriate proration for a partial
calendar year.
(f) Other compensation
considerations. In establishing rates of
pay for advisory committee members
and staff, the agency must comply with
any applicable statutes, Executive
orders, regulations, or administrative
guidelines. In determining an
appropriate rate of basic pay for
advisory committee members and staff,
an agency must give consideration to
the significance, scope, and technical
complexity of the matters with which

the advisory committee is concerned,
and the qualifications required for the
work involved. The agency also should
take into account the rates of pay
applicable to Federal employees who
have duties that are similar in terms of
difficulty and responsibility. An agency
may establish rates of pay for advisory
committee staff based on the pay these
persons would receive if they were
covered by the General Schedule in 5
U.S.C. Chapter 51 and Chapter 53,
subchapter III, or by an alternative
similar agency compensation system.
(g) Compensation of experts and
consultants. Whether or not an agency
has other authority to appoint and
compensate advisory committee
members or staff, it also may employ
experts and consultants under 5 U.S.C.
3109 to perform work for an advisory
committee. Compensation of experts
and consultants may not exceed the
maximum rate of basic pay established
for the General Schedule under 5 U.S.C.
5332 (that is, the GS–15, step 10 rate,
excluding locality pay or any other
supplement), unless a higher rate
expressly is allowed by another statute.
The appointment and compensation of
experts and consultants by an agency
must be in conformance with applicable
regulations issued by the U. S. Office of
Personnel Management (OPM) (See 5
CFR part 304.).
(h) Federal employees assigned to an
advisory committee. Any advisory
committee member or staff person who
is a Federal employee when assigned
duties to an advisory committee remains
covered during the assignment by the
compensation system that currently
applies to that employee, unless that
person’s current Federal appointment is
terminated. Any staff person who is a
Federal employee must serve with the
knowledge of the Designated Federal
Officer (DFO) for the advisory
committee to which that person is
assigned duties, and the approval of the
employee’s direct supervisor.
(i) Other appointment considerations.
An individual who is appointed as an
advisory committee member or staff
person immediately following
termination of another Federal
appointment with a full-time work
schedule may receive compensation at
the rate applicable to the former
appointment, if otherwise allowed by
applicable law (without regard to the
limitations on pay established in
paragraphs (d) and (e) of this section).
Any advisory committee staff person
who is not a current Federal employee
serving under an assignment must be
appointed in accordance with
applicable agency procedures, and in
consultation with the DFO and the
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duties away from their homes or regular
places of business, may be allowed
reimbursement for travel expenses,
including per diem in lieu of
subsistence, as authorized by 5 U.S.C.
5703, for persons employed
intermittently in the Government
service.
(l) Services for advisory committee
members with disabilities. While
performing advisory committee duties,
an advisory committee member with
disabilities may be provided services by
a personal assistant for employees with
disabilities, if the member qualifies as

members of the advisory committee
involved.
(j) Gratuitous services. In the absence
of any special limitations applicable to
a specific agency, nothing in this
subpart prevents an agency from
accepting the gratuitous services of an
advisory committee member or staff
person who is not a Federal employee,
or expert or consultant, who agrees in
advance and in writing to serve without
compensation.
(k) Travel expenses. Advisory
committee members and staff, while
engaged in the performance of their
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an individual with disabilities as
provided in section 501 of the
Rehabilitation Act of 1973, as amended,
29 U.S.C. 791, and does not otherwise
qualify for assistance under 5 U.S.C.
3102 by reason of being a Federal
employee.
Appendix A to Subpart C of Part 102–
3—Key Points and Principles
This appendix provides additional
guidance in the form of answers to frequently
asked questions and identifies key points and
principles that may be applied to situations
not covered elsewhere in this subpart. The
guidance follows:

APPENDIX A TO SUBPART C
Key points and principles

Section

Question(s)

Guidance

I. FACA does not specify the
manner in which advisory
committee members and
staff must be appointed.

102–3.105, 102–3.130(a) ............

1. Does the appointment of
an advisory committee
member necessarily result
in a lengthy process?

A. No. Each agency head may specify
those policies and procedures, consistent
with the Act and this part, or other specific authorizing statute, governing the appointment of advisory committee members and staff.
B. Some factors that affect how long the appointment process takes include: (i) Solicitation of nominations; (ii) Conflict of interest clearances; (iii) Security or background evaluations; (iv) Availability of
candidates; and (v) Other statutory or administrative requirements.
C. In addition, the extent to which agency
heads have delegated responsibility for
selecting members varies from agency to
agency and may become an important
factor in the time it takes to finalize the
advisory committee’s membership.

II. Agency heads retain the
final authority for selecting
advisory committee members, unless otherwise provided for by a specific statute or Presidential directive.

102–3.130(a) ...............................

1. Can an agency head select for membership on an
advisory committee from
among nominations submitted by an organization?

A. The answer to question 1 is yes. Organizations may propose for membership individuals to represent them on an advisory
committee. However, the agency head
establishing the advisory committee, or
other appointing authority, retains the final
authority for selecting all members.
B. The answer to question 2 also is yes. Alternates may represent an appointed
member with the approval of the establishing agency, where the agency head is
the appointing authority.
A. The answer to question 1 is yes. (i) However, FACA limits compensation for advisory committee members and staff to the
rate for level IV of the Executive Schedule, unless higher rates expressly are allowed by other statutes. (ii) Although
FACA provides for compensation guidelines, the Act does not require an agency
to compensate its advisory committee
members.

2. If so, can different persons
represent the organization
at different meetings?

III. An agency may compensate advisory committee
members and staff, and
also employ experts and
consultants.

102–3.130(d),
102–3.130(g).

102–3.130(e),

1. May members and staff be
compensated for their
service or duties on an advisory committee?
2. Are the guidelines the
same for compensating
both members and staff?
3. May experts and consultants be employed to perform other advisory committee work?
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APPENDIX A TO SUBPART C—Continued

Key points and principles

Section

Question(s)

Guidance
B. The answer to question 2 is no. The
guidelines for compensating members
and staff are similar, but not identical. For
example, the differences are that: (i) An
agency ‘‘may’’ pay members on either an
hourly or a daily rate basis, and ‘‘may
not’’ provide additional compensation in
any form, such as bonuses or premium
pay; while (ii) An agency ‘‘must’’ pay staff
on an hourly rate basis only, and ‘‘may’’
provide additional compensation, so long
as aggregate compensation paid in a calendar year does not exceed the rate for
level IV of the Executive Schedule, with
appropriate proration for a partial calendar year.
C. The answer to question 3 is yes. Other
work not part of the duties of advisory
committee members or staff may be performed by experts and consultants. For
additional guidance on the employment of
experts and consultants, agencies should
consult the applicable regulations issued
by the U. S. Office of Personnel Management (OPM). (See 5 CFR part 304.)

IV. Agency heads are responsible for ensuring that the
interests and affiliations of
advisory committee members are reviewed for conformance with applicable
conflict of interest statutes
and other Federal ethics
rules..

102–3.105(h) ...............................

1. Are all advisory committee
members subject to conflict
of interest statutes and
other Federal ethics rules?
2. Who should be consulted
for guidance on the proper
application of Federal ethics rules to advisory committee members?

A. The answer to question 1 is no. Whether
an advisory committee member is subject
to Federal ethics rules is dependent on
the member’s status. The determination
of a member’s status on an advisory committee is largely a personnel classification
matter for the appointing agency. Most
advisory committee members will serve
either as a ‘‘representative’’ or a ‘‘special
Government employee’’ (SGE), based on
the role the member will play. In general,
SGEs are covered by regulations issued
by the U. S. Office of Government Ethics
(OGE) and certain conflict of interest statutes,while representatives are not subject
to these ethics requirements.
B. The answer to question 2 is the agency’s
Designated
Agency
Ethics
Official
(DAEO), who should be consulted prior to
appointing members to an advisory committee in order to apply Federal ethics
rules properly.

V. An agency head may delegate responsibility for appointing a Committee Management Officer (CMO) or
Designated Federal Officer
(DFO); however, there may
be only one CMO for each
agency..

102–3.105(c), 102–3.105(i) .........

1. Must an agency’s CMO
and each advisory committee DFO be appointed
by the agency head?

A. The answer to question 1 is no. The
agency head may delegate responsibility
for appointing the CMO and DFOs. However, these appointments, including alternate selections, should be documented
consistent with the agency’s policies and
procedures.
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APPENDIX A TO SUBPART C—Continued
Key points and principles

VI. FACA is the principal statute pertaining to advisory
committees. However, other
statutes may impact their
use and operations..

Section

102–3.125(c) ...............................

Subpart D—Advisory Committee
Meeting and Recordkeeping
Procedures
§ 102–3.135 What does this subpart cover
and how does it apply?

This subpart establishes policies and
procedures relating to meetings and
other activities undertaken by advisory
committees and their subcommittees.
This subpart also outlines what records
must be kept by Federal agencies and
what other documentation, including
advisory committee minutes and
reports, must be prepared and made
available to the public.
§ 102–3.140 What policies apply to
advisory committee meetings?

The agency head, or the chairperson
of an independent Presidential advisory
committee, must ensure that:
(a) Each advisory committee meeting
is held at a reasonable time and in a
manner or place reasonably accessible
to the public, to include facilities that
are readily accessible to and usable by
persons with disabilities, consistent
with the goals of section 504 of the
Rehabilitation Act of 1973, as amended,
29 U.S.C. 794;
(b) The meeting room or other forum
selected is sufficient to accommodate
advisory committee members, advisory
committee or agency staff, and a

Question(s)

Guidance

2. May an agency have more
than one CMO?

B. The answer to question 2 also is no. The
functions of the CMO are specified in the
Act and include oversight responsibility
for all advisory committees within the
agency. Accordingly, only one CMO may
be appointed to perform these functions.
The agency may, however, create additional positions, including those in its subcomponents, which are subordinate to the
CMO’s agencywide responsibilities and
functions.
A. Yes. While the Act provides a general
framework for managing advisory committees Governmentwide, other factors may
affect how advisory committees are managed. These include: (i) The statutory or
Presidential authority used to establish an
advisory committee; (ii) A statutory limitation placed on an agency regarding its
annual expenditures for advisory committees; (iii) Presidential or agency management directives; (iv) The applicability of
conflict of interest statutes and other Federal ethics rules; (v) Agency regulations
affecting advisory committees; and (vi)
Other requirements imposed by statute or
regulation on an agency or its programs,
such as those governing the employment
of experts and consultants or the management of Federal records.

1. Do other statutes or regulations affect the way an
agency carries out its advisory committee management program?

reasonable number of interested
members of the public;
(c) Any member of the public is
permitted to file a written statement
with the advisory committee;
(d) Any member of the public may
speak to or otherwise address the
advisory committee if the agency’s
guidelines so permit; and
(e) Any advisory committee meeting
conducted in whole or part by a
teleconference, videoconference, the
Internet, or other electronic medium
meets the requirements of this subpart.
§ 102–3.145 What policies apply to
subcommittee meetings?

If a subcommittee makes
recommendations directly to a Federal
officer or agency, or if its
recommendations will be adopted by
the parent advisory committee without
further deliberations by the parent
advisory committee, then the
subcommittee’s meetings must be
conducted in accordance with all
openness requirements of this subpart.
§ 102–3.150 How are advisory committee
meetings announced to the public?

(a) A notice in the Federal Register
must be published at least 15 calendar
days prior to an advisory committee
meeting, which includes:

(1) The name of the advisory
committee (or subcommittee, if
applicable);
(2) The time, date, place, and purpose
of the meeting;
(3) A summary of the agenda, and/or
topics to be discussed;
(4) A statement whether all or part of
the meeting is open to the public or
closed; if the meeting is closed state the
reasons why, citing the specific
exemption(s) of the Government in the
Sunshine Act, 5 U.S.C. 552b(c), as the
basis for closure; and
(5) The name and telephone number
of the Designated Federal Officer (DFO)
or other responsible agency official who
may be contacted for additional
information concerning the meeting.
(b) In exceptional circumstances, the
agency or an independent Presidential
advisory committee may give less than
15 calendar days notice, provided that
the reasons for doing so are included in
the advisory committee meeting notice
published in the Federal Register.
§ 102–3.155 How are advisory committee
meetings closed to the public?

To close all or part of an advisory
committee meeting, the Designated
Federal Officer (DFO) must:
(a) Obtain prior approval. Submit a
request to the agency head, or in the
case of an independent Presidential
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advisory committee, the Secretariat,
citing the specific exemption(s) of the
Government in the Sunshine Act, 5
U.S.C. 552b(c), that justify the closure.
The request must provide the agency
head or the Secretariat sufficient time
(generally, 30 calendar days) to review
the matter in order to make a
determination before publication of the
meeting notice required by § 102–3.150.
(b) Seek General Counsel review. The
General Counsel of the agency or, in the
case of an independent Presidential
advisory committee, the General
Counsel of GSA should review all
requests to close meetings.
(c) Obtain agency determination. If
the agency head, or in the case of an
independent Presidential advisory
committee, the Secretariat, finds that the
request is consistent with the provisions
in the Government in the Sunshine Act
and FACA, the appropriate agency
official must issue a determination that
all or part of the meeting be closed.
(d) Assure public access to
determination. The agency head or the
chairperson of an independent
Presidential advisory committee must
make a copy of the determination
available to the public upon request.
§ 102–3.160 What activities of an advisory
committee are not subject to the notice and
open meeting requirements of the Act?

The following activities of an advisory
committee are excluded from the
procedural requirements contained in
this subpart:
(a) Preparatory work. Meetings of two
or more advisory committee or
subcommittee members convened solely
to gather information, conduct research,
or analyze relevant issues and facts in
preparation for a meeting of the
advisory committee, or to draft position
papers for deliberation by the advisory
committee; and
(b) Administrative work. Meetings of
two or more advisory committee or
subcommittee members convened solely
to discuss administrative matters of the
advisory committee or to receive
administrative information from a
Federal officer or agency.
§ 102–3.165 How are advisory committee
meetings documented?

(a) The agency head or, in the case of
an independent Presidential advisory
committee, the chairperson must ensure
that detailed minutes of each advisory
committee meeting, including one that
is closed or partially closed to the
public, are kept. The chairperson of
each advisory committee must certify
the accuracy of all minutes of advisory
committee meetings.
(b) The minutes must include:

(1) The time, date, and place of the
advisory committee meeting;
(2) A list of the persons who were
present at the meeting, including
advisory committee members and staff,
agency employees, and members of the
public who presented oral or written
statements;
(3) An accurate description of each
matter discussed and the resolution, if
any, made by the advisory committee
regarding such matter; and
(4) Copies of each report or other
document received, issued, or approved
by the advisory committee at the
meeting.
(c) The Designated Federal Officer
(DFO) must ensure that minutes are
certified within 90 calendar days of the
meeting to which they relate.
§ 102–3.170 How does an interested party
obtain access to advisory committee
records?

Timely access to advisory committee
records is an important element of the
public access requirements of the Act.
Section 10(b) of the Act provides for the
contemporaneous availability of
advisory committee records that, when
taken in conjunction with the ability to
attend committee meetings, provide a
meaningful opportunity to comprehend
fully the work undertaken by the
advisory committee. Although advisory
committee records may be withheld
under the provisions of the Freedom of
Information Act (FOIA), as amended, if
there is a reasonable expectation that
the records sought fall within the
exemptions contained in section 552(b)
of FOIA, agencies may not require
members of the public or other
interested parties to file requests for
non-exempt advisory committee records
under the request and review process
established by section 552(a)(3) of FOIA.
§ 102–3.175 What are the reporting and
recordkeeping requirements for an advisory
committee?

(a) Presidential advisory committee
follow-up report. Within one year after
a Presidential advisory committee has
submitted a public report to the
President, a follow-up report required
by section 6(b) of the Act must be
prepared and transmitted to the
Congress detailing the disposition of the
advisory committee’s recommendations.
The Secretariat shall assure that these
reports are prepared and transmitted to
the Congress as directed by the
President, either by the President’s
delegate, by the agency responsible for
providing support to a Presidential
advisory committee, or by the
responsible agency or organization
designated in the charter of the

Presidential advisory committee
pursuant to § 102–3.75(a)(10). In
performing this function, GSA may
solicit the assistance of the President’s
delegate, the Office of Management and
Budget (OMB), or the responsible
agency Committee Management Officer
(CMO), as appropriate. Reports shall be
consistent with specific guidance
provided periodically by the Secretariat.
(b) Annual comprehensive review of
Federal advisory committees. To
conduct an annual comprehensive
review of each advisory committee as
specified in section 7(b) of the Act, GSA
requires Federal agencies to report
information on each advisory committee
for which a charter has been filed in
accordance with § 102–3.70, and which
is in existence during any part of a
Federal fiscal year. Committee
Management Officers (CMOs),
Designated Federal Officers (DFOs), and
other responsible agency officials will
provide this information by data filed
electronically with GSA on a fiscal year
basis, using a Governmentwide shared
Internet-based system that GSA
maintains. This information shall be
consistent with specific guidance
provided periodically by the Secretariat.
The preparation of these electronic
submissions by agencies has been
assigned interagency report control
number (IRCN) 0304–GSA–AN.
(c) Annual report of closed or
partially-closed meetings. In accordance
with section 10(d) of the Act, advisory
committees holding closed or partiallyclosed meetings must issue reports at
least annually, setting forth a summary
of activities and such related matters as
would be informative to the public
consistent with the policy of 5 U.S.C.
552(b).
(d) Advisory committee reports.
Subject to 5 U.S.C. 552, 8 copies of each
report made by an advisory committee,
including any report of closed or
partially-closed meetings as specified in
paragraph (c) of this section and, where
appropriate, background papers
prepared by experts or consultants,
must be filed with the Library of
Congress as required by section 13 of
the Act for public inspection and use at
the location specified § 102–3.70(a)(3).
(e) Advisory committee records.
Official records generated by or for an
advisory committee must be retained for
the duration of the advisory committee.
Upon termination of the advisory
committee, the records must be
processed in accordance with the
Federal Records Act (FRA), 44 U.S.C.
Chapters 21, 29–33, and regulations
issued by the National Archives and
Records Administration (NARA) (see 36
CFR parts 1220, 1222, 1228, and 1234),
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or in accordance with the Presidential
Records Act (PRA), 44 U.S.C. Chapter
22.

Appendix A to Subpart D of Part 102–
3—Key Points and Principles
This appendix provides additional
guidance in the form of answers to frequently
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asked questions and identifies key points and
principles that may be applied to situations
not covered elsewhere in this subpart. The
guidance follows:

APPENDIX A TO SUBPART D
Key points and principles

Section(s)

Question(s)

Guidance

I. With some exceptions, advisory committee meetings
are open to the public.

102–3.140, 102–3.145(a), 102–
3.155.

1. Must all advisory committee and subcommittee
meetings be open to the
public?

A. No. Advisory committee meetings may
be closed when appropriate, in accordance with the exemption(s) for closure
contained in the Government in the Sunshine Act, 5 U.S.C. 552b(c). (i) Subcommittees that report to a parent advisory committee, and not directly to a Federal officer or agency, are not required to
open their meetings to the public or comply with the procedures in the Act for announcing meetings. (ii) However, agencies are cautioned to avoid excluding the
public from attending any meeting where
a subcommittee develops advice or recommendations that are not expected to
be reviewed and considered by the parent advisory committee before being submitted to a Federal officer or agency.
These exclusions may run counter to the
provisions of the Act requiring contemporaneous access to the advisory committee deliberative process.

II. Notices must be published
in the Federal Register announcing advisory committee meetings.

102–3.150 ...................................

1. Can agencies publish a
single Federal Register
notice announcing multiple
advisory committee meetings?

A. Yes, agencies may publish a single notice announcing multiple meetings so long
as these notices contain all of the information required by § 102–3.150. (i) ‘‘Blanket notices’’ should not announce meetings so far in advance as to prevent the
public from adequately being informed of
an advisory committee’s schedule. (ii) An
agency’s Office of General Counsel
should be consulted where these notices
include meetings that are either closed or
partially closed to the public.
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APPENDIX A TO SUBPART D—Continued

Key points and principles

Section(s)

Question(s)

Guidance

III. Although certain advisory
committee records may be
withheld under the Freedom
of Information Act (FOIA),
as amended, 5 U.S.C. 552,
agencies may not require
the use of FOIA procedures
for records available under
section 10(b) of FACA.

102–3.170 ...................................

1. May an agency require the
use of its internal FOIA
procedures for access to
advisory committee
records that are not exempt from release under
FOIA?

A. No. Section 10(b) of FACA provides that:
Subject to section 552 of title 5, United
States Code, the records, reports, transcripts, minutes, appendixes, working papers, drafts, studies, agenda, or other
documents which were made available to
or prepared for or by each advisory committee shall be available for public inspection and copying at a single location in
the offices of the advisory committee or
the agency to which the advisory committee reports until the advisory committee ceases to exist. (i) The purpose of
section 10(b) of the Act is to provide for
the contemporaneous availability of advisory committee records that, when taken
in conjunction with the ability to attend
advisory committee meetings, provide a
meaningful opportunity to comprehend
fully the work undertaken by the advisory
committee. (ii) Although advisory committee records may be withheld under the
provisions of FOIA if there is a reasonable expectation that the records sought
fall within the exemptions contained in
section 552(b) of FOIA, agencies may not
require members of the public or other interested parties to file requests for nonexempt advisory committee records under
the request and review process established by section 552(a)(3) of FOIA. (iii)
Records covered by the exemptions set
forth in section 552(b) of FOIA may be
withheld. An opinion of the Office of Legal
Counsel (OLC), U.S. Department of Justice concludes that: FACA requires disclosure of written advisory committee documents, including predecisional materials
such as drafts, working papers, and studies. The disclosure exemption available to
agencies under exemption 5 of FOIA for
predecisional documents and other privileged materials is narrowly limited in the
context of FACA to privileged ‘‘inter-agency or intra-agency’’ documents prepared
by an agency and transmitted to an advisory committee. The language of the
FACA statute and its legislative history
support this restrictive application of exemption 5 to requests for public access to
advisory committee documents. Moreover, since an advisory committee is not
itself an agency, this construction is supported by the express language of exemption 5 which applies only to interagency or intra-agency materials. (iv)
Agencies first should determine, however,
whether or not records being sought by
the public fall within the scope of FACA in
general, and section 10(b) of the Act in
particular, prior to applying the available
exemptions under FOIA. (See OLC Opinion 12 Op. O.L.C. 73, dated April 29,
1988, which is available from the Committee Management Secretariat (MC),
General Services Administration, 1800 F
Street, NW., Washington, DC 20405–
0002.)
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APPENDIX A TO SUBPART D—Continued
Key points and principles

Section(s)

IV. Advisory committee
records must be managed
in accordance with the Federal Records Act (FRA), 44
U.S.C. Chapters 21, 29–33,
and regulations issued by
the National Archives and
Records Administration
(NARA) (see 36 CFR parts
1220, 1222, 1228, and
1234), or the Presidential
Records Act (PRA), 44
U.S.C. Chapter 22.

102–175(e) ..................................

Subpart E—How Does This Subpart
Apply to Advice or Recommendations
Provided to Agencies by the National
Academy of Sciences or the National
Academy of Public Administration?
§ 102–3.180 What does this subpart cover
and how does it apply?

This subpart provides guidance to
agencies on compliance with section 15
of the Act. Section 15 establishes
requirements that apply only in
connection with a funding or other
written agreement involving an agency’s
use of advice or recommendations
provided to the agency by the National
Academy of Sciences (NAS) or the
National Academy of Public
Administration (NAPA), if such advice
or recommendations were developed by
use of a committee created by either
academy. For purposes of this subpart,

Question(s)

Guidance

1. How must advisory committee records be treated
and preserved?

A. In order to ensure proper records management, the Committee Management
Officer (CMO), Designated Federal Officer (DFO), or other representative of the
advisory committee, in coordination with
the agency’s Records Management Officer, should clarify upon the establishment
of the advisory committee whether its
records will be managed in accordance
with the FRA or the PRA.
B. Official records generated by or for an
advisory committee must be retained for
the duration of the advisory committee.
Responsible agency officials are encouraged to contact their agency’s Records
Management Officer or NARA as soon as
possible after the establishment of the advisory committee to receive guidance on
how to establish effective records management practices. Upon termination of
the advisory committee, the records must
be processed in accordance with the FRA
and regulations issued by NARA, or in accordance with the PRA.
C. The CMO, DFO, or other representative
of an advisory committee governed by the
FRA, in coordination with the agency’s
Records Management Officer, must contact NARA in sufficient time to review the
process for submitting any necessary disposition schedules of the advisory committee’s records upon termination. In
order to ensure the proper disposition of
the advisory committee’s records, disposition schedules need to be submitted to
NARA no later than 6 months before the
termination of the advisory committee.
D. For Presidential advisory committees
governed by the PRA, the CMO, DFO, or
other representative of the advisory committee should consult with the White
House Counsel on the preservation of
any records subject to the PRA, and may
also confer with NARA officials.

NAS also includes the National
Academy of Engineering, the Institute of
Medicine, and the National Research
Council. Except with respect to NAS
committees that were the subject of
judicial actions filed before December
17, 1997, no part of the Act other than
section 15 applies to any committee
created by NAS or NAPA.

(1) The committee was not subject to
any actual management or control by an
agency or officer of the Federal
Government; and
(2) In the case of NAS, the academy
certifies that it has complied
substantially with the requirements of
section 15(b) of the Act; or
(3) In the case of NAPA, the academy
certifies that it has complied
substantially with the requirements of
sections 15(b) (1), (2), and (5) of the Act.
(b) No agency management or control.
Agencies must not manage or control
the specific procedures adopted by each
academy to comply with the
requirements of section 15 of the Act
that are applicable to that academy. In
addition, however, any committee
created and used by an academy in the
development of any advice or
recommendation to be provided by the

§ 102–3.185 What does this subpart
require agencies to do?

(a) Section 15 requirements. An
agency may not use any advice or
recommendation provided to an agency
by the National Academy of Sciences
(NAS) or the National Academy of
Public Administration (NAPA) under an
agreement between the agency and an
academy, if such advice or
recommendation was developed by use
of a committee created by either
academy, unless:
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academy to an agency must be subject
to both actual management and control
by that academy and not by the agency.
(c) Funding agreements. Agencies
may enter into contracts, grants, and
cooperative agreements with NAS or
NAPA that are consistent with the
requirements of this subpart to obtain
advice or recommendations from such
academy. These funding agreements
require, and agencies may rely upon, a
written certification by an authorized

representative of the academy provided
to the agency upon delivery to the
agency of each report containing advice
or recommendations required under the
agreement that:
(1) The academy has adopted policies
and procedures that comply with the
applicable requirements of section 15 of
the Act; and
(2) To the best of the authorized
representative’s knowledge and belief,
these policies and procedures

substantially have been complied with
in performing the work required under
the agreement.
Appendix A to Subpart E of Part 102–
3—Key Points and Principles
This appendix provides additional
guidance in the form of answers to frequently
asked questions and identifies key points and
principles that may be applied to situations
not covered elsewhere in this subpart. The
guidance follows:

APPENDIX A TO SUBPART E
Key points and principles

Section(s)

Question(s)

Guidance

I. Section 15 of the Act allows
the National Academy of
Sciences (NAS) and the National Academy of Public
Administration (NAPA) to
adopt separate procedures
for complying with FACA.

102–3.185(a) ...............................

1. May agencies rely upon
an academy certification
regarding compliance with
section 15 of the Act if different policies and procedures are adopted by NAS
and NAPA?

A. Yes. NAS and NAPA are completely separate organizations. Each is independently chartered by the Congress for different purposes, and Congress has recognized that the two organizations are
structured and operate differently. Agencies should defer to the discretion of each
academy to adopt policies and procedures that will enable it to comply substantially with the provisions of section 15
of the Act that apply to that academy.

II. Section 15 of the Act allows
agencies to enter into funding agreements with NAS
and NAPA without the academies’ committees being
‘‘managed’’ or ‘‘controlled’’.

102–3.185(c) ...............................

1. Can an agency enter into
a funding agreement with
an academy which provides for the preparation of
one or more academy reports containing advice or
recommendations to the
agency, to be developed
by the academy by use of
a committee created by the
academy, without subjecting an academy to ‘‘actual management or control’’ by the agency?

A. Yes, if the members of the committee are
selected by the academy and if the committee’s meetings, deliberations, and the
preparation of reports are all controlled by
the academy. Under these circumstances,
neither the existence of the funding
agreement nor the fact that it contemplates use by the academy of an
academy committee would constitute actual management or control of the committee by the agency.

[FR Doc. 01–17350 Filed 7–18–01; 8:45 am]
BILLING CODE 6820–34–U
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FEDERAL ADVISORY COMMITTEE ACT
5 U.S.C. app.
As Amended
§1. Short title
This Act may be cited as the "Federal Advisory Committee Act Amendments."
§2. Findings and purpose
(a) The Congress finds that there are numerous committees, boards, commissions, councils, and
similar groups which have been established to advise officers and agencies in the executive branch
of the Federal Government and that they are frequently a useful and beneficial means of furnishing
expert advice, ideas, and diverse opinions to the Federal Government.
(b) The Congress further finds and declares that-(1) the need for many existing advisory committees has not been adequately reviewed;
(2) new advisory committees should be established only when they are determined to be
essential and their number should be kept to the minimum necessary;
(3) advisory committees should be terminated when they are no longer carrying out the
purposes for which they were established;
(4) standards and uniform procedures should govern the establishment, operation, administration, and duration of advisory committees;
(5) the Congress and the public should be kept informed with respect to the number,
purpose, membership, activities, and cost of advisory committees; and
(6) the function of advisory committees should be advisory only, and that all matters under
their consideration should be determined, in accordance with law, by the official, agency, or
officer involved.
§3. Definitions
For the purpose of this Act-(1) The term "Administrator" means the Administrator of General Services.
(2) The term "advisory committee" means any committee, board, commission, council,
conference, panel, task force, or other similar group, or any subcommittee or other
subgroup thereof (hereafter in this paragraph referred to as "committee"), which is-(A) established by statute or reorganization plan, or
(B) established or utilized by the President, or
(C) established or utilized by one or more agencies,
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in the interest of obtaining advice or recommendations for the President or one or more
agencies or officers of the Federal Government, except that such term excludes (i) any
committee that is composed wholly of full-time, or permanent part-time, officers or
employees of the Federal Government, and (ii) any committee that is created by the
National Academy of Sciences or the National Academy of Public Administration.
(3) The term "agency" has the same meaning as in section 551(1) of Title 5, United States
Code.
(4) The term "Presidential advisory committee" means an advisory committee which
advises the President.
§4. Applicability; restrictions
(a) The provisions of this Act or of any rule, order, or regulation promulgated under this Act shall
apply to each advisory committee except to the extent that any Act of Congress establishing any
such advisory committee specifically provides otherwise.
(b) Nothing in this Act shall be construed to apply to any advisory committee established or
utilized by-(1) the Central Intelligence Agency;
(2) the Federal Reserve SystemRU
(3) the Office of the Director of National Intelligence, if the Director of National
Intelligence determines that for reasons of national security such advisory committee cannot
comply with the requirements of this Act.
(c) Nothing in this Act shall be construed to apply to any local civic group whose primary function
is that of rendering a public service with respect to a Federal program, or any State or local committee, council, board, commission, or similar group established to advise or make recommendations to State or local officials or agencies.
§5. Responsibilities of Congressional committees; review; guidelines
(a) In the exercise of its legislative review function, each standing committee of the Senate and
the House of Representatives shall make a continuing review of the activities of each advisory
committee under its jurisdiction to determine whether such advisory committee should be
abolished or merged with any other advisory committee, whether the responsibilities of such
advisory committee should be revised, and whether such advisory committee performs a necessary
function not already being performed. Each such standing committee shall take appropriate action
to obtain the enactment of legislation necessary to carry out the purpose of this subsection.
(b) In considering legislation establishing, or authorizing the establishment of any advisory
committee, each standing committee of the Senate and of the House of Representatives shall
determine, and report such determination to the Senate or to the House of Representatives, as the
case may be, whether the functions of the proposed advisory committee are being or could be
performed by one or more agencies or by an advisory committee already in existence, or by
enlarging the mandate of an existing advisory committee. Any such legislation shall-(1) contain a clearly defined purpose for the advisory committee;
(2) require the membership of the advisory committee to be fairly balanced in terms of the
points of view represented and the functions to be performed by the advisory committee;
(3) contain appropriate provisions to assure that the advice and recommendations of the
advisory committee will not be inappropriately influenced by the appointing authority or by
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any special interest, but will instead be the result of the advisory committee's independent
judgment;
(4) contain provisions dealing with authorization of appropriations, the date for submission
of reports (if any), the duration of the advisory committee, and the publication of reports
and other materials, to the extent that the standing committee determines the provisions of
section 10 of this Act to be inadequate; and
(5) contain provisions which will assure that the advisory committee will have adequate
staff (either supplied by an agency or employed by it), will be provided adequate quarters,
and will have funds available to meet its other necessary expenses.
(c) To the extent they are applicable, the guidelines set out in subsection (b) of this section shall
be followed by the President, agency heads, or other Federal officials in creating an advisory
committee.
§6. Responsibilities of the President; report to Congress; annual report to Congress; exclusion
(a) The President may delegate responsibility for evaluating and taking action, where appropriate,
with respect to all public recommendations made to him by Presidential advisory committees.
(b) Within one year after a Presidential advisory committee has submitted a public report to the
President, the President or his delegate shall make a report to the Congress stating either his
proposals for action or his reasons for inaction, with respect to the recommendations contained in
the public report.
(c) [Annual report] Repealed by the Federal Reports Elimination and Sunset Act of 1995, Pub. L.
No. 104-66, § 3003, 109 Stat. 707, 734-36 (1995), amended by Pub. L. No. 106-113, § 236, 113
Stat. 1501, 1501A-302 (1999) (changing effective date to May 15, 2000).
§7. Responsibilities of the Administrator of General Services; Committee Management Secretariat,
establishment; review; recommendations to President and Congress; agency cooperation; performance
guidelines; uniform pay guidelines; travel expenses; expense recommendations
(a) The Administrator shall establish and maintain within the General Services Administration a
Committee Management Secretariat, which shall be responsible for all matters relating to advisory
committees.
(b) The Administrator shall, immediately after October 6, 1972, institute a comprehensive review
of the activities and responsibilities of each advisory committee to determine-(1) whether such committee is carrying out its purpose;
(2) whether, consistent with the provisions of applicable statutes, the responsibilities
assigned to it should be revised;
(3) whether it should be merged with other advisory committees; or
(4) whether it should be abolished.
The Administrator may from time to time request such information as he deems necessary to carry
out his functions under this subsection. Upon the completion of the Administrator's review he
shall make recommendations to the President and to either the agency head or the Congress with
respect to action he believes should be taken. Thereafter, the Administrator shall carry out a
similar review annually. Agency heads shall cooperate with the Administrator in making the
reviews required by this subsection.
(c) The Administrator shall prescribe administrative guidelines and management controls applicable to advisory committees, and, to the maximum extent feasible, provide advice, assistance, and
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guidance to advisory committees to improve their performance. In carrying out his functions under
this subsection, the Administrator shall consider the recommendations of each agency head with
respect to means of improving the performance of advisory committees whose duties are related to
such agency.
(d)(1) The Administrator, after study and consultation with the Director of the Office of Personnel Management, shall establish guidelines with respect to uniform fair rates of pay for comparable
services of members, staffs, and consultants of advisory committees in a manner which gives appropriate recognition to the responsibilities and qualifications required and other relevant factors.
Such regulations shall provide that-(A) no member of any advisory committee or of the staff of any advisory committee
shall receive compensation at a rate in excess of the rate specified for GS-18 of the
General Schedule under section 5332 of Title 5, United States Code;
(B) such members, while engaged in the performance of their duties away from
their homes or regular places of business, may be allowed travel expenses, including
per diem in lieu of subsistence, as authorized by section 5703 of Title 5, United
States Code, for persons employed intermittently in the Government service; and
(C) such members-(i) who are blind or deaf or who otherwise qualify as handicapped individuals (within the meaning of section 501 of the Rehabilitation Act of 1973
(29 U.S.C. §794)), and
(ii) who do not otherwise qualify for assistance under section 3102 of Title
5, United States Code, by reason of being an employee of an agency (within
the meaning of section 3102(a)(1) of such Title 5),
may be provided services pursuant to section 3102 of such Title 5 while in performance of their advisory committee duties.
(2) Nothing in this subsection shall prevent-(A) an individual who (without regard to his service with an advisory committee) is
a full-time employee of the United States, or
(B) an individual who immediately before his service with an advisory committee
was such an employee,
from receiving compensation at the rate at which he otherwise would be compensated (or
was compensated) as a full-time employee of the United States.
(e) The Administrator shall include in budget recommendations a summary of the amounts he
deems necessary for the expenses of advisory committees, including the expenses for publication of
reports where appropriate.
§8. Responsibilities of agency heads; Advisory Committee Management Officer, designation
(a) Each agency head shall establish uniform administrative guidelines and management controls
for advisory committees established by that agency, which shall be consistent with directives of the
Administrator under section 7 and section 10. Each agency shall maintain systematic information
on the nature, functions, and operations of each advisory committee within its jurisdiction.
(b) The head of each agency which has an advisory committee shall designate an Advisory Committee Management Officer who shall--
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(1) exercise control and supervision over the establishment, procedures, and accomplishments of advisory committees established by that agency;
(2) assemble and maintain the reports, records, and other papers of any such committee
during its existence; and
(3) carry out, on behalf of that agency, the provisions of section 552 of Title 5, United
States Code, with respect to such reports, records, and other papers.
§9. Establishment and purpose of advisory committees; publication in Federal Register; charter: filing,
contents, copy
(a) No advisory committee shall be established unless such establishment is-(1) specifically authorized by statute or by the President; or
(2) determined as a matter of formal record, by the head of the agency involved after
consultation with the Administrator, with timely notice published in the Federal Register,
to be in the public interest in connection with the performance of duties imposed on that
agency by law.
(b) Unless otherwise specifically provided by statute or Presidential directive, advisory committees
shall be utilized solely for advisory functions. Determinations of action to be taken and policy to be
expressed with respect to matters upon which an advisory committee reports or makes recommendations shall be made solely by the President or an officer of the Federal Government.
(c) No advisory committee shall meet or take any action until an advisory committee charter has
been filed with (1) the Administrator, in the case of Presidential advisory committees, or (2) with
the head of the agency to whom any advisory committee reports and with the standing committees
of the Senate and of the House of Representatives having legislative jurisdiction of such agency.
Such charter shall contain the following information:
(A) the committee's official designation;
(B) the committee's objectives and the scope of its activity;
(C) the period of time necessary for the committee to carry out its purposes;
(D) the agency or official to whom the committee reports;
(E) the agency responsible for providing the necessary support for the committee;
(F) a description of the duties for which the committee is responsible, and, if such
duties are not solely advisory, a specification of the authority for such functions;
(G) the estimated annual operating costs in dollars and man-years for such committee;
(H) the estimated number and frequency of committee meetings;
(I) the committee's termination date, if less than two years from the date of the
committee's establishment; and
(J) the date the charter is filed.
A copy of any such charter shall also be furnished to the Library of Congress.
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§10. Advisory committee procedures; meetings; notice, publication in Federal Register; regulations;
minutes; certification; annual report; Federal officer or employee, attendance
(a)(1) Each advisory committee meeting shall be open to the public.
(2) Except when the President determines otherwise for reasons of national security, timely
notice of each such meeting shall be published in the Federal Register, and the Administrator shall prescribe regulations to provide for other types of public notice to insure that all
interested persons are notified of such meeting prior thereto.
(3) Interested persons shall be permitted to attend, appear before, or file statements with
any advisory committee, subject to such reasonable rules or regulations as the Administrator may prescribe.
(b) Subject to section 552 of Title 5, United States Code, the records, reports, transcripts, minutes, appendixes, working papers, drafts, studies, agenda, or other documents which were made
available to or prepared for or by each advisory committee shall be available for public inspection
and copying at a single location in the offices of the advisory committee or the agency to which the
advisory committee reports until the advisory committee ceases to exist.
(c) Detailed minutes of each meeting of each advisory committee shall be kept and shall contain a
record of the persons present, a complete and accurate description of matters discussed and conclusions reached, and copies of all reports received, issued, or approved by the advisory committee.
The accuracy of all minutes shall be certified to by the chairman of the advisory committee.
(d) Subsections (a)(1) and (a)(3) of this section shall not apply to any portion of an advisory committee meeting where the President, or the head of the agency to which the advisory committee
reports, determines that such portion of such meeting may be closed to the public in accordance
with subsection (c) of section 552b of Title 5, United States Code. Any such determination shall
be in writing and shall contain the reasons for such determination. If such a determination is
made, the advisory committee shall issue a report at least annually setting forth a summary of its
activities and such related matters as would be informative to the public consistent with the policy
of section 552(b) of Title 5, United States Code.
(e) There shall be designated an officer or employee of the Federal Government to chair or attend
each meeting of each advisory committee. The officer or employee so designated is authorized,
whenever he determines it to be in the public interest, to adjourn any such meeting. No advisory
committee shall conduct any meeting in the absence of that officer or employee.
(f) Advisory committees shall not hold any meetings except at the call of, or with the advance
approval of, a designated officer or employee of the Federal Government, and in the case of
advisory committees (other than Presidential advisory committees), with an agenda approved by
such officer or employee.
§11. Availability of transcripts; "agency proceeding"
(a) Except where prohibited by contractual agreements entered into prior to the effective date of
this Act, agencies and advisory committees shall make available to any person, at actual cost of
duplication, copies of transcripts of agency proceedings or advisory committee meetings.
(b) As used in this section "agency proceeding" means any proceeding as defined in section
551(12) of Title 5, United States Code.
§12. Fiscal and administrative provisions; record-keeping; audit; agency support services
(a) Each agency shall keep records as will fully disclose the disposition of any funds which may be
at the disposal of its advisory committees and the nature and extent of their activities. The
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General Services Administration, or such other agency as the President may designate, shall
maintain financial records with respect to Presidential advisory committees. The Comptroller
General of the United States, or any of his authorized representatives, shall have access, for the
purpose of audit and examination, to any such records.
(b) Each agency shall be responsible for providing support services for each advisory committee
established by or reporting to it unless the establishing authority provides otherwise. Where any
such advisory committee reports to more than one agency, only one agency shall be responsible for
support services at any one time. In the case of Presidential advisory committees, such services
may be provided by the General Services Administration.
§13. Responsibilities of Library of Congress; reports and background papers; depository
Subject to section 552 of Title 5, United States Code, the Administrator shall provide for the filing
with the Library of Congress of at least eight copies of each report made by every advisory committee and,
where appropriate, background papers prepared by consultants. The Librarian of Congress shall establish a
depository for such reports and papers where they shall be available to public inspection and use.
§14. Termination of advisory committees; renewal; continuation
(a)(1) Each advisory committee which is in existence on the effective date of this Act shall terminate not later than the expiration of the two-year period following such effective date unless-(A) in the case of an advisory committee established by the President or an officer
of the Federal Government, such advisory committee is renewed by the President or
that officer by appropriate action prior to the expiration of such two-year period; or
(B) in the case of an advisory committee established by an Act of Congress, its
duration is otherwise provided for by law.
(2) Each advisory committee established after such effective date shall terminate not later
than the expiration of the two-year period beginning on the date of its establishment
unless-(A) in the case of an advisory committee established by the President or an officer
of the Federal Government such advisory committee is renewed by the President or
such officer by appropriate action prior to the end of such period; or
(B) in the case of an advisory committee established by an Act of Congress, its
duration is otherwise provided for by law.
(b)(1) Upon the renewal of any advisory committee, such advisory committee shall file a charter in
accordance with section 9(c).
(2) Any advisory committee established by an Act of Congress shall file a charter in
accordance with such section upon the expiration of each successive two-year period
following the date of enactment of the Act establishing such advisory committee.
(3) No advisory committee required under this subsection to file a charter shall take any
action (other than preparation and filing of such charter) prior to the date on which such
charter is filed.
(c) Any advisory committee which is renewed by the President or any officer of the Federal
Government may be continued only for successive two-year periods by appropriate action taken by
the President or such officer prior to the date on which such advisory committee would otherwise
terminate.
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§15. Requirements relating to the National Academy of Sciences and the National Academy of Public
Administration
(a) In General- An agency may not use any advice or recommendation provided by the National
Academy of Sciences or National Academy of Public Administration that was developed by use of
a committee created by that academy under an agreement with an agency, unless-(1) the committee was not subject to any actual management or control by an agency or an
officer of the Federal Government;
(2) in the case of a committee created after the date of the enactment of the Federal
Advisory Committee Act Amendments of 1997, the membership of the committee was
appointed in accordance with the requirements described in subsection (b)(1); and
(3) in developing the advice or recommendations, the academy compiled with-(A) subsection (b)(2) through (6), in the case of any advice or recommendation
provided by the National Academy of Sciences; or
(B) subsection (b)(2) and (5), in the case of any advice or recommendation
provided by the National Academy of Public Administration.
(b) Requirements- The requirements referred to in subsection (a) are as follows:
(1) The Academy shall determine and provide public notice of the names and brief
biographies of individuals that the Academy appoints or intends to appoint to serve on the
committee. The Academy shall determine and provide a reasonable opportunity for the
public to comment on such appointments before they are made or, if the Academy
determines such prior comment is not practicable, in the period immediately following the
appointments. The Academy shall make its best efforts to ensure that (A) no individual
appointed to serve on the committee has a conflict of interest that is relevant to the
functions to be performed, unless such conflict is promptly and publicly disclosed and the
Academy determines that the conflict is unavoidable, (B) the committee membership is
fairly balanced as determined by the Academy to be appropriate for the functions to be
performed, and (C) the final report of the Academy will be the result of the Academy's
independent judgment. The Academy shall require that individuals that the Academy
appoints or intends to appoint to serve on the committee inform the Academy of the
individual's conflicts of interest that are relevant to the functions to be performed.
(2) The Academy shall determine and provide public notice of committee meetings that
will be open to the public.
(3) The Academy shall ensure that meetings of the committee to gather data from
individuals who are not officials, agents, or employees of the Academy are open to the
public, unless the Academy determines that a meeting would disclose matters described in
section 552(b) of Title 5, United States Code. The Academy shall make available to the
public, at reasonable charge if appropriate, written materials presented to the committee by
individuals who are not officials, agents, or employees of the Academy, unless the Academy
determines that making material available would disclose matters described in that section.
(4) The Academy shall make available to the public as soon as practicable, at reasonable
charge if appropriate, a brief summary of any committee meeting that is not a data
gathering meeting, unless the Academy determines that the summary would disclose
matters described in section 552(b) Title 5, United States Code. The summary shall
identify the committee members present, the topics discussed, materials made available to
the committee, and such other matters that the Academy determines should be included.
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(5) The Academy shall make available to the public its final report, at reasonable charge if
appropriate, unless the Academy determines that the report would disclose matters described in section 552(b) of Title 5, United States Code. If the Academy determines that
the report would disclose matters described in that section, the Academy shall make public
an abbreviated version of the report that does not disclose those matters.
(6) After publication of the final report, the Academy shall make publicly available the
names of the principal reviewers who reviewed the report in draft form and who are not
officials, agents, or employees of the Academy.
(c) Regulations- The Administrator of General Services may issue regulations implementing this
section.
§16. Effective Date
Except as provided in section 7(b), this Act shall become effective upon the expiration of ninety
days following October 6, 1972.
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