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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 

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 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. 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.’’554, ‘‘554, regureview p. E.O4 U.S.C. § b(515(aOrsuedes. I which reer th4.0543)-0*
0 Tj
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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 second-
guess 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 

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 

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, 
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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 non-
profit 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-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 
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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 
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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 site-
specific 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 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. 

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 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 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; weight-
of-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, 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 eport 5) ) cietiesewers to  
disir finorgsm zonal Acailiations; g 
a) include a verbatim of the—s comments (either 
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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, 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. 

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

TIME AND DATE: 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).
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