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Note

How Peer Review of Agency Science Can Help Rulemaking:
Enhancing Judicial Deference at the Frontiers of Knowledge

Patrick A. Fuller*
[W]e as a court are confronted with a problem in administrative law, not in chemistry, biology, medicine, or ecology. It is
the administrativeagency which has been called upon to hear
and evaluate testimony in all scientific fields relevant to its ultimate question .... [lit is [their] decision which we must review; we are not to make the same decision ourselves.'
Introduction

When do the costs of additional procedural protection outweigh
the benefits those procedures provide in the form of more accurate
and careful decision making? This is the core question underlying the
controversy over the Office of Management and Budget's ("OMB")
bulletin 2 mandating peer review of scientific information disseminated
by the federal government. This bulletin has come under criticism
from progressive environmental interest groups and government
*
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I Envtl. Def. Fund, Inc. v. EPA, 489 F.2d 1247, 1252 (D.C. Cir. 1973).
2 Final Information Quality Bulletin for Peer Review, 70 Fed. Reg. 2664 (Jan. 14, 2005).
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watchdog groups who believe it will only serve to obstruct and delay
agency rulemaking. 3 A close look at the political context surrounding
the bulletin suggests that these fears may be justified. Like Dr. Jekyll
and Mr. Hyde, OMB's peer review bulletin might have two identities,
one as a valuable quality control mechanism for agency science, the
other as a tool furthering the agenda of regulated industries intent on
evading governmental action. The equivocal purpose and effect of the
peer review bulletin poses a question: Will the bulletin necessarily
overburden the regulatory process, or will the quality control functions provided by peer review actually provide sufficient benefits to
compensate for its costs?
This Note argues that a thoughtful application of peer review in
the context of informal rulemaking will ensure that Dr. Jekyll predominates, improving the quality of rulemaking and reducing its ultimate
costs. The early, collaborative criticism provided by peer review will
have three effects that could prevent problems later in the rulemaking
process. First, peer review will improve the quality (or correctness) of
the decisions made by an agency. Second, peer review will improve
the quality of reasoning employed by the agency to make such decisions. Third, peer review will increase the transparency of agency reasoning by revealing the underlying facts, assumptions, and policy
judgments that combine in every rulemaking based on scientific data.
Improving the quality, reasoning, and transparency of agency rules
will facilitate deferential judicial review. It will make them more
likely to withstand judicial scrutiny and ultimately reduce the costs
imposed by judicial review of rulemaking. This is especially true for
agency rules that involve complex scientific issues because of courts'
natural tendency to defer to agency expertise on scientific matters-a
deference that will be buttressed by the existence of independent, expert peer review.
The first Part of this Note addresses the legislative history and
political context of the peer review bulletin and its legislative precursor, the Information Quality Act ("IQA").4 This discussion focuses
on the expansion of government information dissemination and the
ongoing battle over "sound science."' 5 The second Part analyzes the
See, e.g., Sidney A. Shapiro, OMB's Dubious Peer Review Procedures, 34 ENVTL. L.
10,064, 10,064 (2004).
4 Consolidated Appropriations Act of 2001, Pub. L. No. 106-554, § 515, 114 Stat. 2763,
2763A-153 (2000) (codified as amended at 44 U.S.C. § 3516 note (2000)). The Information
Quality Act is sometimes referred to as the Data Quality Act. Karl S. Bourdeau, Information
Quality Act Challenges to Flawed Use of Science, 19 NAT. RESOURCES & ENV'T 41, 41 (2005).
5 See Thomas 0. McGarity, Our Science Is Sound Science and Their Science Is Junk Sci3
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substance of the IQA and OMB's bulletins promulgated under the
IQA's authority. The third Part describes the debate over the purpose
and likely effects of the peer review bulletin. The fourth Part provides
an assessment of the value of-and problems with-using peer review
in "regulatory science, '6 and argues that the peer review bulletin will
be a beneficial supplement to the rulemaking process by focusing on
peer review's interaction with judicial review. It concludes that the
peer review process will improve the quality and transparency of
agency decisions and agency reasoning in rulemaking, and will provide
a valuable safeguard that justifies judicial deference to the exercise of
agency discretion at the "frontiers of science." '7 These benefits should
outweigh any increased procedural burden early in the rulemaking
process.
I. Sound Science, Public Information, and Regulatory Reform
The peer review bulletin establishes a framework for independent, expert review of influential scientific information before that information is disseminated.8 OMB's authority to promulgate the
bulletin was granted by the IQA, a short rider tucked in an omnibus
appropriations bill signed by President Clinton on December 21,
2000. 9 Only two sentences in length, the IQA commands the Director
of OMB to "issue guidelines ... for ensuring and maximizing the quality, objectivity, utility, and integrity of information ... disseminated by
Federal agencies." 10 To understand the significance of OMB's peer
review bulletin, it is necessary to first look at the political context that
led to the passage of the IQA.
A.

Sound Science

The IQA originated in the context of a larger regulatory reform
movement, the principal complaint of which was that agency regulatory decisions were not based on "sound science."" The beginning of
ence: Science-Based Strategiesfor Avoiding Accountability and Responsibility for Risk-Producing
Products and Activities, 52 U. KAN. L. REV. 897, 901 (2004).
6 See SHEILA JASANOFF, THE FIFTH BRANCH: SCIENCE ADVISORS AS POLICYMAKERS
76-79 (1990).
7 Bait. Gas & Elec. Co. v. Natural Res. Def. Council, Inc., 462 U.S. 87, 103 (1983).
8 Final Information Quality Bulletin for Peer Review, 70 Fed. Reg. at 2665. See infra Part
II for a detailed description of the bulletin's requirements.
9 Rick Weiss, "Data Quality" Law Is Nemesis of Regulation, WASH. POST, Aug. 16, 2004,
at Al.
10 Consolidated Appropriations Act of 2001, § 515.
11 See, e.g., CHRIS MOONEY, THE REPUBLICAN WAR ON SCIENCE 68-69 (2005): Donald T.
Hornstein, Accounting for Science: The Independence of Public Research in the New, Subterra-
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the "sound science" movement dates back to the 1970s. 12 The creation of the Environmental Protection Agency ("EPA") and the Occupational Safety and Health Administration ("OSHA") in 1970,
combined with the growing wave of asbestos litigation, represented a

13
grave threat to the financial interests of "risk-producing" industries.
These massive government initiatives and legal developments were
aimed at major public health and environmental problems, but simul14
taneously created economic problems for the targeted industries.

Part of the industry response to this new focus on public health
and environmental regulation was to criticize agencies' use of science
in regulatory decisions. 15 Three common industry criticisms were that
regulatory agencies lacked the proper scientific expertise, failed to
consult with outside experts, and made biased interpretations of scientific evidence.' 6 In attacking the science underpinning regulation, industries began to wage a war on regulation disguised as a debate
about science.
The "sound science" argument is born of the understanding that

it is much easier to oppose health and safety regulation for being
based on faulty data and analysis than it is to oppose the regulation
based simply on the costs to the regulated industry and the public as a
whole. 17 So, while proponents of regulatory reform continue to dis-

cuss the underlying arguments about costs and benefits of regulation
in academic and policy circles, 18 publicly the fight over regulation has
nean Administrative Law, 66 LAW & CONTEMP. PROBS. 227, 237 (2003); McGarity, supra note 5,
at 901.
12 See McGarity, supra note 5, at 902 (identifying the landmark health and environmental
laws of the 1970s as the stimulus pushing industries to begin efforts to fight "burdensome
regulation").
13 See id. at 900 (classifying chemical, pharmaceutical, tobacco, electric power, and similar
industries whose activities may have impacts on the environment or public health as "risk-producing industries").
14 See id.; see also Richard A. Merrill, Foreword, 66 LAW & CONTEMP. PROBS. 1 (2003)
(describing the 1970s as a period where "Congress concluded a decade of feverish legislative
activity now embodied in such laws as the National Traffic and Motor Safety Act, the Clean Air
Act, the Occupational Safety and Health Act, the Clean Water Act, amendments to the federal
pesticide law, the Toxic Substances Control Act, the Safe Drinking Water Act, and the Resource
Conservation and Recovery Act") (citations omitted).
15 Merrill, supra note 14, at 2 (2003) ("By the early 1980s, the focus of legal scholars and
advocates of regulatory reform had shifted from the courts to the agencies themselves.").
16 Id.
17 See McGarity, supra note 5, at 898 ("Because appeals to economics are inherently suspect in an increasingly cynical society, it makes sense to frame self-interested claims as appeals to
science."); Editorial, The Art of Obfuscation, ST. Louis POST-DISPATCH, July 30, 2005, at 30.
18 See generally STEPHEN BREYER, BREAKING THE VICIOUS CIRCLE: TOWARD EFFECTIVE
RISK REGULATION 10-23 (1993) (arguing that regulation aimed to reduce risks to health and
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become a fight about the quality of data. Attacking the information
and studies that the government intends to rely upon in rulemaking
can be an effective way to prevent or delay regulation, and the IQA
may potentially be an effective antiregulatory tool. 19
Avoidance of responsibility (and liability) by questioning the validity of data is a classic tactic of industries whose products may be
causing harm.20 Recently, this tactic has been applied to a variety of
politically controversial public health and environmental issues.21 The
Republican political consultant Frank Luntz recommends that when
criticizing the Kyoto Protocol and global warming:
The economic argument should be secondary. Many of
you want to focus on the higher prices and lost jobs that
would result from complying with Kyoto, but you can do better ....

The most important principle in any discussion of global
warming is your commitment to sound science. Americans
unanimously believe all environmental rules and regulations
should be based on sound science and common sense. Similarly, our confidence in the ability of science and technology
to solve our nation's ills is second to none. Both perceptions
22
will work in your favor if properly cultivated.
Similarly, the public relations firm Burson-Marsteller recommended
to Phillip Morris that, to combat new studies about the effects of
secondhand smoke, the tobacco industry should adopt a comprehen23
sive strategy to attack the science underlying the studies.
safety is applied randomly, with inconsistent criteria, and often overregulates to the point that
the costs outweigh the benefits); John D. Graham, Legislative Approaches to Achieving More
Protection Against Risk at Less Cost, 1997 U. CHI. LEGAL F. 13, 22-23 (1997) (discussing the
misplaced priorities and inconsistencies within the current regime of regulatory risk management
that results in some risks being overregulated and some being underregulated).
19 See Editorial, supra note 17, at 30 (describing the IQA as a "powerful anti-regulatory
tool").
20 Id. ("Deception and denial were used to thwart regulation or dodge liability by the lead
industry in the 1920s, the chemical industry in the 1950s, the asbestos industry in the 1960s, and
the oil and plastics industries in the 1970s.").
21 See MOONEY, supra note 11, at 75-76 (describing several "sound science" campaigns
undertaken by conservative politicians and their industry supporters).
22

THE LUNTZ RESEARCH COMPANIES, STRAIGHT TALK, THE ENVIRONMENT: A CLEANER,

137-38 (2002), available at http://www.luntzspeak.comgraphics/
LuntzResearch.Memo.pdf.
23 McGarity, supra note 5, at 905-08. The strategy developed in the early 1990s included
SAFER, HEALTHIER AMERICA

litigation, media campaigns, assembling scientific experts willing to contradict the studies, and
building coalitions with other industries to attack EPA's science. Id.
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The tobacco industry's secondhand-smoke strategy is a revealing
example of how an industry can attempt to discredit public health
claims by attacking the underlying data. According to an analysis of
tobacco industry documents made available through litigation, "[i]n
the 1990s Phillip Morris implemented a 10-year 'sound science' public

relations campaign to create controversy regarding evidence that environmental toxins [secondhand smoke] cause disease. '2 4 Phillip Morris
developed a three-stage strategy to attempt to discredit studies linking

secondhand smoking to cancer by first asking researchers to share
their data, then litigating when it was not shared, and finally pushing

25
for legislation to compel its release and review.
A similar story developed in 1997 when EPA relied on the "Six
Cities Study" in a proposal to update the National Ambient Air Quality Standards ("NAAQS"). 6 In the uproar that followed EPA's proposal to update the NAAQS, industry groups sought, and were denied
access to, the underlying data from the study.2 7 These efforts demonstrate the value opponents of regulation place on the opportunity to
scrutinize and dissect the scientific studies that are likely to underpin
major regulatory initiatives. 28 The IQA and the peer review bulletin
29
have the potential to serve as additional tools to aid such efforts.

The regulatory reform movement has two related purposes in
promoting the IQA and related sound science initiatives. The first is
to attempt to shift the burden of proof on major regulations from private parties to the government. 30 The IQA is intended to force government information to meet a higher standard of quality than
previously demanded. 31 The real debate is over the "presumption of
protection" built into protective regulations. 32 The regulatory reform
24 Annamaria Baba et al., Legislating "Sound Science": The Role of the Tobacco Industry,
95 Am.J. PUB. HEALTH S20, S21 (2005).
25 Id.
26 Hornstein, supra note 11, at 237-39. The Six Cities Study was a massive 20-year longitudinal study of the health effects of ozone and fine particulate matter in six American cities. Id.
27 Id. at 236.
28 The major challenge to EPA's NAAQS guidelines ended up in the Supreme Court,
which held that the Clean Air Act did not permit EPA to consider the costs of their new air
quality standards. Whitman v. Am. Trucking Ass'n, 531 U.S. 457, 486 (2001). Rather, the
agency was required to consider only what level of regulation was necessary to adequately protect public health. Id. at 465. Similarly, Phillip Morris's attempts to compel data release through
litigation met with only minimal success. Baba et al., supra note 24, at S22.
29 Hornstein, supra note 11, at 236 ("[H]yper-analysis in the name of 'good science' is what
will become de rigeur under the Shelby Amendment and the [Information] Quality Act.").
30 Weiss, supra note 9,at Al.
31 Id. at A7.
32 Wendy E. Wagner, The "Bad Science" Fiction: Reclaiming the Debate over the Role of
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movement's preoccupation with "bad science" is really a dispute over
science policy-namely, how much evidence should be required to
regulate, not whether the science itself was poorly performed. 33 The
regulatory reform movement would like to raise the level of evidence
required to regulate. As one advocate has put it, "if you intervene in
the market, there should be a compelling need to do so, and you
'34
should demonstrate that.
The second goal is less legitimate as a matter of policy, but it is
equal or more important in terms of a regulated industry's bottom
line. Colorfully termed "paralysis by analysis," 35 it describes the ability of a well-financed regulated industry to fight new regulations at
every step of the process, delaying potentially costly regulations for
years through the use of every procedural tool a small army of attorneys can find. 36 The previously mentioned NAAQS standards based
on the Six Cities Study, first proposed in 1997, were delayed until 2002
because of the intense industry opposition to the regulation. 37 In a
statement that clearly demonstrates the stakes, William Kovacs of the
U.S. Chamber of Commerce has explained that the "regulatory process.., begins ten years before you ever see a rule," and that the IQA
allows industry to begin to influence the process at "the very beginning. '38 The IQA and the peer review bulletin allow more public access to data and more public involvement in the regulatory process39
features that will aid industry attempts to influence regulation.
B.

Information as a Substitute for Regulation

Another major concern of the regulatory reform movement is the
government's increasing use of public information as a proxy for diScience in Public Health and Environmental Regulation, 66 LAW & CONTEMP. PROBS. 63, 109
(2003).
33 Id. at 111-12.
34 Chris Mooney, Paralysis by Analysis: Jim Tozzi's Regulation to End All Regulation, 36
WASH. MONTHLY, May 2004, at 23, 25 (quoting Jim Tozzi, director of the Center for Regulatory
Effectiveness and widely believed to be the author of the IQA).
35 Id.
36 Chris Mooney, Interrogations,BOSTON GLOBE, Aug. 28, 2005, at Cl.
37 Hornstein, supra note 11, at 235-36.
38 MOONEY, supra note 11, at 104 (quoting William Kovacs, vice president of Environment, Technology, and Regulatory Affairs at the U.S. Chamber of Commerce).
39 See Guidelines for Ensuring and Maximizing the Quality, Objectivity, Utility, and Integrity of Information Disseminated by Federal Agencies, 67 Fed. Reg. 8452, 8459-60 (republished
Feb. 22, 2002) (creating an administrative mechanism to allow the public to seek correction of
disseminated information, and prescribing a "high degree of transparency about data and methods" for influential scientific information); Final Information Quality Bulletin for Peer Review,
70 Fed. Reg. 2664, 2676 (Jan. 14, 2005) (allowing public participation in peer review process).
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rect regulation. 40 The process of promulgating binding regulations

with the force of law has become increasingly slow and inefficient as
the courts and Congress, often at the prompting of industry, have attempted to rationalize rulemaking and mitigate the impact of regulation through the imposition of increasingly burdensome procedural
and substantive hurdles. 41 Although these procedural hurdles have
the benefit of increased public participation, giving interested par-

ties-such as regulated industries-the opportunity to comment on
proposed rules, the resulting "ossification" of rulemaking has made
42
agencies reluctant to embark on major regulatory projects.

One alternative that agencies seized upon is regulation through
information dissemination. The possibility that agencies might turn to
public disclosure of information to further their policy agendas was
recognized as early as 1973 by Professor Ernest Gellhorn. 43 He
warned that agency use of "adverse publicity" can have serious consequences for private parties and may sometimes be used as a sanction
despite the lack of clear statutory authority or any "articulated standards or safeguards" about when the use of adverse publicity is appropriate. 44 In the years since then, the use of information disclosure and
voluntary compliance regimes has continued to grow.45 The rise and
popularization of the Internet has only served to increase the ease of
access to and potential impact of government information. 46 This in-

creasing availability of government information has been a major driving force behind the 10A, and it explains why the peer review bulletin
applies to all government disseminated information, not just informa47
tion used in regulation.

40 James W. Conrad, The Information Quality Act-Antiregulatory Costs of Mythic Proportions?, 12 KAN. J.L. & PUB. PoL'Y 521, 526 (2003) (observing that federal law before the IQA
did not provide "clear accountability for governmental use of information to achieve policy
goals").
41 See Thomas 0. McGarity, The Courts and the Ossification of Rulemaking: A Response
to Professor Seidenfeld, 75 TEX. L. REV. 525, 528 (1997).
42 Id.
43 Ernest Gellhorn, Adverse Publicity by Administrative Agencies, 86 HARV. L. REV. 1380,
1382 (1973).
44 Id. at 1381-83.
45 Conrad, supra note 40, at 527. One example is the Toxic Release Inventory, a "national
compilation of chemical releases from facilities that the EPA was required to [make] accessible
to any person." Id.
46 Id. ("Virtually all new documents released publicly by federal agencies, and many historic documents, are now available on their websites.").
47 See Rebecca Fairley Raney, New Economy: Too Much Online Data May Come to Mean
Less Online Data, N.Y. TIMES, June 3, 2002, at C4; see also Mooney, supra note 34, at 24 ("By
the end of the 1990s, as formerly obscure government studies became widely and easily obtaina-
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The Information Quality Act and the Peer Review Bulletin

The IQA was slipped into an appropriations bill that was hastily
passed and signed into law in the waning days of the Clinton Adminis8
tration-next to an appropriation for the Ford presidential library4
It has been reported that only Representative Jo Ann Emerson-apparently the primary author of the act-, Senator Richard Shelby, and
49
Jim Tozzi, a lobbyist, knew the IQA was in the appropriations bill.
A recently released OMB report to Congress, however, describes a
series of steps that led to the final version of the IQA, indicating it
50
may have been considered more closely than previously reported.
Notwithstanding the OMB report, the legislative history for the IQA
is meager at best.51 What is known about the purposes and rationale
of the IQA must be inferred from the policy context of the regulatory
reform movement and what has been said about the IQA by the par-

ticipants after the fact.
ble on agency websites-sometimes affecting a firm's stock valuation simply by being postedbusiness groups and their GOP allies made a concerted effort to make Tozzi's proposals [the
IQA and Shelby Amendment] a reality.").
The concerns about the unintended consequences of government information dissemination
took on a grave new tone after September 11, 2001, when dissemination of information became a
national security concern. Conrad, supra note 40, at 531. After September 11, 2001, many agencies removed information from their websites if they thought it might be useful to terrorists; now
progressive government watchdogs are concerned that September 11 is being manipulated by
industry to further their anti-information-dissemination agenda. See Raney, supra, at C4.
48 Weiss, supra note 9, at A7.
49 Id.; see also MOONEY, supra note 11, at 103.
50 The OMB describes the events preceding the IQA's enactment as follows:
Though not subject to a congressional hearing, Section 515 was not a last-minute addition to the Treasury and General Government Appropriations Act, 2001
(Public Law 106-554). Previously, language in the House Report on the Treasury,
Postal Service, and General Government Appropriations Bill, 1999 (House Report
No. 105-592) had urged OMB to develop "rules providing policy and procedural
guidance" for ensuring the quality of information disseminated by Federal agencies. Later, the version of the Treasury and General Government Appropriations
Bill, FY2001 approved by the House Subcommittee contained a requirement for
OMB to issue rules on information quality. In response, a June 18, 2000 letter from
the OMB Director to the Chairman of the House Committee on Appropriations
included a discussion of support for certain changes in the information quality language. The Treasury and General Government Appropriations Act, 2001 (Public
Law 106-554) enacted on December 21, 2000 called for OMB to issue guidance.
OFFICE OF INFO. & REGULATORY AFFAIRS, OFFICE OF MGMT. & BUDGET, VALIDATING REGULATORY ANALYSIS: 2005 REPORT TO CONGRESS ON THE COSTS AND BENEFITS OF FEDERAL
REGULATIONS AND UNFUNDED MANDATES ON STATE, LOCAL, AND TRIBAL ENTITIES 63-64
(2005), available at http://www.whitehouse.gov/omb/inforeg/2005-cb/final_2005_cbreport.pdf.
51 Cf. Tammy P. Tideswell, The Information Quality Act: An Environmental Primer, 51
NAVAL L. REV. 91, 97-101 (2005) (providing extensive legislative history for the IQA).
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This Part briefly describes the IQA and the first OMB bulletin
issued under its authority. 52 That bulletin defined many of the terms
that were left undefined in the statutory language of the IQA. 53 This
Part then provides a detailed description of the OMB's peer review
bulletin. 54 Applicable to all information "disseminated" by the federal
government, which the OMB defines to include information used in
rulemaking, 55 the IQA and its bulletins dramatically change the federal government's information policy. 56 The peer review bulletin adds
significant procedural steps to the analysis and approval of influential
scientific information prior to its release to the public, and begs the
question whether the benefits of peer review justify the extra burdens
57
it imposes.
A.

The Information Quality Act and the First Bulletin

The IQA directs OMB to issue guidance for "ensuring and maximizing the quality, objectivity, utility, and integrity of information...
disseminated by Federal agencies," and further requires that OMB direct the agencies to "establish administrative mechanisms allowing affected persons to seek and obtain correction of information. '58 The
52 Guidelines for Ensuring and Maximizing the Quality, Objectivity, Utility, and Integrity
of Information Disseminated by Federal Agencies, 67 Fed. Reg. 8452, 8459-60 (republished Feb.
22, 2002).
53 44 U.S.C. § 3516 note (2000).
54 Final Information Quality Bulletin for Peer Review, 70 Fed. Reg. 2664 (Jan. 14, 2005).
55 See Guidelines for Ensuring and Maximizing, 67 Fed. Reg. at 8460 (exempting adjudication but not rulemaking); Stephen M. Johnson, Ruminations on Dissemination: Limits on Administrative and Judicial Review Under the Information Quality Act, 55 CATH. U. L. REv. 59,
63-67 (2005) (discussing the IQA's applicability to rulemaking).
56 See Shapiro, supra note 3, at 10,064 (describing OMB's implementation of the IQA as
building an "ambitious procedural edifice").
57 Id. ("[T]he goal of ensuring the quality of information has to be reconciled with the
substantive mission of an agency and the role of disseminated data in the implementation of that
mission."); see infra Part IV.
58 44 U.S.C. § 3516 note. The full text of the IQA reads:
(a) IN GENERAL-The Director of the Office of Management and Budget
shall, by not later than September 30, 2001, and with public and Federal agency
involvement issue guidelines under sections 3504(d)(1) and 3516 of title 44, United
States Code, that provide policy and procedural guidance to Federal agencies for
ensuring and maximizing the quality, objectivity, utility, and integrity of information (including statistical information) disseminated by Federal agencies in fulfillment of the purposes and provisions of chapter 35 of title 44, United States Code,
commonly referred to as the Paperwork Reduction Act.
(b) CONTENT OF GUIDELINES.-The guidelines under subsection (a)
shall (1) apply to the sharing by Federal agencies of, and access to, information
disseminated by Federal agencies; and (2) require that each Federal agency to
which the guidelines apply (A) issue guidelines ensuring and maximizing the qual-
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IQA is remarkable for its lack of detail, as none of the critical terms
are defined in the text of the Act. 59 As a consequence, OMB's implementing bulletins are critical for determining the scope and impact of
the Act.

60

OMB's first bulletin implemented the directives provided by the
IQA, directing agencies to (1) "adopt a basic standard of quality (including objectivity, utility, and integrity) as a performance goal"; (2)
"develop a process for reviewing the quality (including objectivity,
utility, and integrity) of information before it is disseminated"; and (3)
"establish administrative mechanisms allowing affected persons to
seek and obtain, where appropriate, timely correction of information."' 61 More important, the bulletin defines the key terms in the
IQA left undefined by Congress, elaborating on the substantive standards for information quality created by the IQA and establishing the
62
quality standards that the peer review bulletin will apply.
The bulletin defines quality as an "encompassing term" that includes utility, objectivity, and integrity. 63 Each term is focused on a
ity, objectivity, utility, and integrity of information (including statistical information) disseminated by the agency by not later than 1 year after the date of issuance
of the guidelines under subsection (a); (B) establish administrative mechanisms allowing affected persons to seek and obtain correction of information maintained
and disseminated by the agency that does not comply with the guidelines issued
under subsection (a); and (C) report periodically to the Director (i) the number
and nature of complaints received by the agency regarding the accuracy of information disseminated by the agency; and (ii) how such complaints were handled.
Id.
59 See Sidney A. Shapiro, The Information Quality Act and Environmental Protection: The
Perils of Reform by Appropriations Rider, 28 WM.& MARY ENVTL. L. & POL'Y REV. 339, 374
(2004) ("Congress failed to define any of the key terms of the IQA, hold any hearings, or develop any other legislative history.").
60 See id.; see also Shapiro, supra note 3, at 10,064.
61 Guidelines for Ensuring and Maximizing the Quality, Objectivity, Utility, and Integrity

of Information Disseminated by Federal Agencies, 67 Fed. Reg. 8452, 8458-59 (republication
Feb. 22, 2002). The IQA Bulletin also requires agencies to make annual reports to OMB on the
IQA complaints received by each agency and how they were resolved. Id. at 8459. By now,
most agencies have complied with the mandate of this bulletin and issued their own agencyspecific information quality guidelines. See, e.g., OFFICE OF ENVTL. INFO., U.S. EPA, GUIDELINES FOR ENSURING AND MAXIMIZING THE QUALITY, OBJECTIVITY, UTILITY, AND INTEGRITY,

(2002),
available at http://www.epa.gov/oei/qualityguidelines; U.S. FISH & WILDLIFE SERV., INFORMATION QUALITY GUIDELINES (2002), available at http://www.fws.gov/informationquality.
62 Guidelines for Ensuring and Maximizing the Quality, Objectivity, Utility, and Integrity
[sic] OF INFORMATION DISSEMINATED BY THE ENVIRONMENTAL PROTECTION AGENCY

of Information Disseminated by Federal Agencies, 67 Fed. Reg. at 8459-60. The peer review
bulletin partially satisfies the IQA Bulletin's mandate to "develop a process" for predissemination quality review. Id. at 8459.
63 Id.
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different aspect of "quality" information. 64 Utility is defined as "usefulness of information" to the intended users and the public. 65 Integrity is defined as ensuring the information is secure and protected
from corruption or falsification. 66 Objectivity, the most critical element of the standards, is broken into two components: presentation
and substance. 67 Objectivity of presentation focuses on whether, considering the context, the information is "presented in an accurate,
clear, complete, and unbiased manner. ' 68 Objectivity of substance is
'69
defined as "ensuring accurate, reliable, and unbiased information.
The bulletin creates a presumption of objectivity for "data and analytical results [that] have been subjected to formal, independent, external
' ' 70
peer review.
B.

The Peer Review Bulletin

As OMB's next step in implementing a comprehensive information quality framework, 71 the peer review bulletin applies the quality
standards defined in the first IQA bulletin to influential scientific information through a process of independent peer review. 72 Where the
first IQA bulletin created a presumption of objectivity for peer-reviewed scientific information, this bulletin mandates peer review for
Id.
Id. One aspect of utility is "transparency," so that the agency must consider the transparency of the information when determining its utility to the public. Id.
66 Id. at 8460.
67 Id. at 8459.
68 Id. This may include release of further information to provide a complete picture of the
information disseminated, and "in a scientific, financial, or statistical context, the supporting
data and models" will need to be released. Id.
69 Id.
70 Id. The bulletin elaborates on what standards must be met for particular types of information: scientific, financial, and statistical data must be generated and analyzed using "sound
statistical and research methods." Id. Influential scientific, financial, and statistical information
must facilitate reproducibility through "a high degree of transparency about data and methods,"
subject to "ethical, feasibility, or confidentiality constraints." Id. at 8460. "Influential" is defined
as "a clear and substantial impact on important public policies or important private sector decisions," and "reproducible" is defined as "capable of being substantially reproduced, subject to an
acceptable degree of imprecision." Id.
Analysis of risks to human health, safety, and environment are subjected to the quality
principles adopted or adapted from the Safe Drinking Water Act Amendments of 1996. Id.
(citing 42 U.S.C. § 300g-l(b)(3)(A)-(B) (2000)). The Safe Drinking Water Act Amendments of
1996 require scientific decisions to be based on the "best available, peer-reviewed science and
supporting studies conducted in accordance with sound and objective scientific practices" with
"data collected by accepted methods or best available methods." 42 U.S.C. § 300g-l(b)(3)(A).
71 Final Information Quality Bulletin for Peer Review, 70 Fed. Reg. 2664, 2664 (Jan. 14,
2005).
72 Id. at 2675.
64
65
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all "influential scientific information that the agency intends to
73
disseminate.
The goal of peer review is to provide independent, expert review
of a study's methodology, analysis, and inferences by a group of peers
capable of understanding and critically assessing the reviewed product.74 Best known for its use in academic publishing (especially in science journals), peer review can be applied as a method to evaluate
science in many contexts. 75 The peer review bulletin specifies that
only scientific and technical matters should be reviewed, and that policy determinations should be left to the agency. 76 The supplementary
information explains that the peer review "charge" will determine the
scope of review: it should be designed to solicit comment from the
reviewers on specific technical matters, their broad evaluation of the
product, their opinion of the reasonableness of judgments based on
uncertain scientific evidence, and should ask reviewers to "ensure that
scientific uncertainties are clearly identified and characterized. ' 77 The
bulletin mandates that reviewers be informed of the applicable information quality and access standards under federal law, thereby incor78
porating the quality standards laid out in the first IQA bulletin.
1.

Definitions and Scope

Peer review is only mandated for "influential scientific information," defined 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. '79 Peer review is
further limited to information the agency intends to disseminate,
73

Id.

74

See id. at 2665.

75

Id.

Id. at 2675. Despite the bulletin's insistence that reviewers are not to review policy
decisions, the bulletin does ask for review of scientific assessments and judgments based on uncertain scientific evidence, both of which contain an element of policy judgment. Id. at 2669,
2675. Perhaps to address this complication, the supplementary information specifically warns
that "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)." id. at 2669.
76

77

Id.

78

Id. at 2675.

79 Compare id. (defining influential), with Guidelines for Ensuring and Maximizing the
Quality, Objectivity, Utility, and Integrity of Information Disseminated by Federal Agencies, 67
Fed. Reg. 8452, 8460 (republished Feb. 22, 2002) (using the same definition of "influential").
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which is defined as "agency initiated or sponsored distribution of in80
formation to the public," so purely internal studies are not covered.
The bulletin 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
'8
sciences, life and earth sciences, engineering, or physical sciences." '

"Scientific assessment" is defined as an "evaluation of a body of scientific or technical knowledge, which typically synthesizes multiple factual inputs, data, models, and assumptions and/or applies best

professional judgment to bridge uncertainties in the available
82
information."
2.

The Peer Review Process

The bulletin establishes procedural guidance for agencies implementing a peer review mechanism, but leaves a significant amount of
discretion to the individual agencies to fashion their peer review as
they see fit.8 3 Certain guidelines apply to peer review of all influential
scientific information, and a more rigid set of procedures applies to
84
"highly influential scientific assessments."
a. Influential Scientific Information

For influential scientific information, the bulletin directs agencies
to consider whether any previously performed peer review was ade80 Final Information Quality Bulletin for Peer Review, 70 Fed. Reg. at 2674. There are
several significant exclusions to this definition: inter- or intra-agency distribution and distribution limited to contractors or government employees; responses to requests for agency information under the Freedom of Information Act, Federal Advisory Committee Act, Privacy Act, and
similar laws; distribution limited to adjudicative processes, public filings, subpoenas, correspondence, press releases, and archives; information distributed for peer review, so long as it contains
a disclaimer indicating that the information has not yet been formally disseminated; and research
produced by government-funded scientists, if the information does not represent the views of the
agency. Id.
81 Id. at 2675. It does not include opinions where the presentation makes it clear the
information is "opinion rather than fact or the agency's views." Id.
82 Id.
83 As an alternative to the mandated peer review process, agencies are given three other
options for complying with the bulletin. Id. at 2676. They may (1) rely on a National Academy
of Sciences ("NAS") report, (2) commission the NAS to peer review the draft scientific information, or (3) use a specifically approved "alternate scientific procedure or process ... that ensures
the agency's scientific information satisfies applicable information quality standards." Id. The
alternate procedure must be approved by the Office of Information & Regulatory Affairs
("OIRA") Administrator in consultation with the Office of Science and Technology Policy. Id.
84 Id. at 2675-76. A highly influential scientific assessment is an "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." Id. at 2675.
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quate in light of "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." 85 A presumption of adequate peer review is established for the "[p]rincipal findings, conclusions and recommendations
' 86
in official reports of the National Academy of Sciences [("NAS")].
If the information requires further peer review, the agency should
base its choice of peer review mechanism on the same factors considered in assessing the adequacy of prior peer review. 87 Agencies are
"encouraged to approach peer review from a benefit-cost
88
perspective.
Agencies will thus have significant discretion over many aspects
of the peer review process, including the choice between independent,
individual peer reviews and panel peer reviews, the proper timing of
review, the scope of review, and the appropriate number of reviewers. 89 But the bulletin provides specific guidance on the selection of
reviewers and the transparency of the peer review process and
product. 90
In selecting peer reviewers, agencies are directed to choose reviewers with the appropriate expertise, experience, and skills from as
many disciplines as are necessary. 91 The group should be "sufficiently
broad and diverse to fairly represent the relevant scientific and technical perspectives and fields of knowledge. 9 2 It also contains conflict of
interest rules that apply to the selected reviewers. 93 As discussed further in Part IV.A., infra, the selection of reviewers is critical to the
outcome of peer review.
85

Id.

86

Id.
Id.

87

88 Id. at 2668. In other words, the agency should weigh the costs of particular peer review
mechanisms (both direct and indirect costs caused by delay of action) against the benefits of
increased quality and legitimacy provided by peer review. Id.
89 Id.
90 Id. at 2675.
91 Id.

92

Id.

Id. The bulletin's conflict of interest rules require reviewer compliance with federal
ethics requirements when reviewers are federal employees, and require that other reviewers be
evaluated using criteria adopted or adapted from the NAS committee selection policy for private
reviewers. Id. For information linked to specific regulations, a reviewer's financial ties to regulated industries, other stakeholders, and the agency shall be considered. Id. The bulletin requires reviewer independence, insofar as peer reviewers should not have participated in the
work product. Id. Otherwise, competitive, peer-reviewed research grants from an agency will
typically not disqualify a researcher from serving as a peer reviewer. Id.
93
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The bulletin directs the agency to have the peer reviewers pre94
pare a peer review report describing their findings and conclusions.
The final report, including the charge sheet and any agency response,
should be disseminated on the agency's website, and 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. '95 Contained in the report should be either each reviewer's verbatim comments or the views of the group as a whole, "including any
disparate and dissenting views."' 96 The names and organizational affiliations of reviewers must be disclosed, but specific comments need not
97
be attributed to individual reviewers.
b.

Highly Influential Scientific Assessments

The bulletin places heightened requirements for peer review of
highly influential scientific assessments on top of the requirements
that apply to all influential scientific information. 98 In both cases,
however, the presumption of adequate peer review is given to official
reports of the NAS. 99
In the context of reviewer selection, reviewers of highly influential scientific assessments cannot be scientists employed by the sponsoring agency unless they are specially employed only for peer review
purposes, or in the "rare case" where 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."" °
Agencies are instructed to rotate reviewers so that the same reviewer
does not participate in multiple assessments, unless his or her "participation is essential and cannot be obtained elsewhere."' 0 '
The bulletin also reduces the discretion that agencies have in
shaping the peer review process for highly influential scientific assessments. 0 2 It requires that reviewers be provided with sufficient information to allow them "to understand the data, analytic procedures,
94 Id.
95

Id.

96 Id.
97 Id. Reviewers must be notified in advance about the extent of disclosure and attribution. Id.
98 Id. at 2675-76.
99

Id.

1oo Id. at 2676. The government scientists eligible for the rare case exception also "must be
employed by a different agency of the Cabinet-level department than the agency that is disseminating the scientific information." Id.
101 Id.
102

See id.
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and assumptions used to support the key findings or conclusions of the
draft assessment.' 1 °3 It also requires an opportunity for public participation in the peer review process. 0 4 Public comments on significant
technical or scientific issues are to be made available to peer reviewers
whenever it is practical. 1°5 Although the bulletin requires clear time
limits on public participation to be specified, this public participation
06
provision creates a significant threat of delay.1
Highly influential scientific assessments also face heightened
standards of transparency for the peer review report and responses. 0 7
In addition to the reviewers' comments, the peer review report must
contain "the charge to the reviewers and a short paragraph on both
the credentials and relevant experiences of each peer reviewer."' 0 8
The agency is required to prepare a written response to the peer review report, explaining the agency's agreement or disagreement with
the report's views, the actions taken or planned by the agency in response to the report, and why those actions satisfy the concerns in the
report. 10 9 As with influential scientific information, all of the material
must be disclosed on the agency's website. 110
3.

Regulatory Action and Judicial Review

The bulletin requires any agency that relies on influential scientific information in a regulatory action to certify, in the administrative
record, that the agency complied with the peer review bulletin and
applicable information quality guidelines., This certification should
provide an explanation of how the agency complied with the guidelines. 12 The certification requirement, along with the requirement for
including the peer review report in the administrative record, is a clear
Id.
Id. It requires that "whenever feasible and appropriate" the draft assessment be made
available for public comment at the same time it is submitted for peer review, and that the
agency sponsor a public meeting where interested parties can make oral presentations to the
peer reviewers. Id. The OMB suggests that occasionally "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." Id. at 2672.
105 Id. at 2676.
106 See id.
107 See id.
108 Id.
109 Id.
110 Id.
ill Id. at 2677.
112 Id.
103
104

HeinOnline -- 75 Geo. Wash. L. Rev. 947 2006-2007

The George Washington Law Review

[Vol. 75:931

signal of OMB's intent to have the peer review results considered in
any judicial review of an agency regulatory action.113
4.

Safeguards, Deferrals, Waivers, and Exemptions

The bulletin contains safeguards for peer reviewer privacy and for

1
the confidentiality of business information and intellectual property.

14

It permits the agency to defer the peer review requirements of the
bulletin when warranted by a compelling rationale, but if deferred,
peer review should be completed as soon as is practicable. 15 The bulletin also exempts certain classes of information from the requirements of the bulletin. 1 6 The breadth of these exemptions suggests
that the main focus of the peer review bulletin is on public health,
11 7
safety, and environmental science.

5.

Transparency and Oversight
To facilitate public transparency and OMB oversight of peer re-

view, the bulletin requires each agency to post on its website a "peer
review agenda" of all planned and ongoing influential scientific information subject to peer review. 18 Each entry must describe the peer
113 The bulletin explicitly disclaims the possibility that it creates any free-standing private
rights of action. Id. ("[Tihis Bulletin ... 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.")
114 Id.
115 Id.
116 Id.
Agencies need not have peer review conducted on information that is: 1. Related to certain national security, foreign affairs, or negotiations involving international trade ... ; 2. Disseminated in the course of an individual agency adjudication
or permit proceeding.., 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 andlor
permit proceedings; 3. A health or safety dissemination where the agency determines that the dissemination is time-sensitive ... ; 4. An agency regulatory impact
analysis or regulatory flexibility analysis... 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.
Id.
117 See id.
118 Id. at 2676.
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review plan," 9 and agencies are required to allow public comment on
the adequacy of the peer review plans.1 20 Agencies are required to file
annual reports describing the peer reviews conducted over the course
121
of the year with OIRA.
C. PreexistingAgency Peer Review and Compliance with the Peer
Review Bulletin
The deadlines for compliance with the peer review bulletin were
set for June 16, 2005 for highly influential scientific assessments, and
December 16, 2005 for influential scientific information. 122 Many
agencies currently have peer review agendas established on their websites, but the number of planned peer reviews varies dramatically.
The EPA had thirty-eight "highly influential scientific assessment"
peer review plans and eighty "influential scientific information" plans
posted on its online peer review agenda on October 31, 2006.123 In
contrast, the Department of Energy had only three planned peer reviews, 124 the Department of Labor had four, 125 and the Departments
of State and Treasury have no plans for peer review because they believe they do not disseminate influential scientific information subject
126
to the bulletin.
Some federal agencies that rely on scientific information already
established some system of peer review or science advisory mecha127
nism prior to the promulgation of OMB's peer review bulletin.
Sheila Jasanoff's 1990 book, The Fifth Branch: Science Advisors as
Policymakers, describes in depth the use of science advisors in the
119 Id. at 2676-77.
Id. at 2677.
121 Id.
122 Id. at 2664.
123 U.S. EPA,
Science Inventory, Peer Review Agenda, http://cfpub.epa.gov/si/
sipr.agenda.cfm (last visited Oct. 31, 2006).
124 U.S. Dep't of Energy, Office of the Chief Information Officer, http://cio.energy.gov/
infoquality.htm (last visited Mar. 5, 2007).
125 U.S. Dep't of Labor, Office of the Assistant Secretary for Policy, Department of Labor
Peer Review Agenda, http://www.dol.gov/asp/peer-review/index.htm (last visited Oct. 31, 2006).
126 Dep't of the Treasury, Information Quality Program, http://www.treas.gov/offices/cio/
information-management/infoqual.shtml, (last visited Oct. 31, 2006); U.S. Department of State,
Information Quality Act, http://www.state.gov/misc/49492.htm (last visited Oct. 31, 2006).
127 Final Information Quality Bulletin for Peer Review, 70 Fed. Reg. at 2666. See generally
JASANOFF, supra note 6, at 84-99, 152-79 (describing science advisory boards at EPA and Food
and Drug Administration ("FDA")); Thomas S. Burack, Note, Of Reliable Science: Scientific
Peer Review, Federal Regulatory Agencies, and the Courts, 7 VA. J. NAT. RESOURCES L. 27, 28
(1987) (describing peer review at several federal agencies).
120
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FDA and EPA.12 8 In her book, Jasanoff examines EPA's Science Ad-

visory Board, the Clean Air Scientific Advisory Committee, EPA's
FIFRA Science Advisory Panels, and the FDA's advisory commit-

tees. 129 Not surprisingly, these preexisting peer review mechanisms
seem to have been integrated with the requirements of OMB's peer
review bulletin. For example, the peer review plans on EPA's peer

review agenda seem to be making extensive use of its preexisting peer
130
review processes.
II.

The Controversy Over Peer Review

The OMB's peer review bulletin, and the IQA more generally,
131
have engendered a significant amount of controversy and debate.

These measures have received support from commentators who believe that they will fill a void in the regulatory scheme and provide
needed procedural checks on agency information dissemination. 132
These measures, however, have also come under heavy criticism from

some commentators who believe that they will only serve to hinder
the ability of agencies to address pressing health, safety, and environ-

133
mental concerns.

A.

Support for OMB's Peer Review Bulletin and the IQA

The strongest argument made for the IQA is that it filled a glaring void in the scheme of procedural protections created to cabin
agency action when it comes to information activity. 134 As noted in
Part I.B., supra, government agencies have increasingly come to use
128
129
130

See JASANOFF, supra note 6, at 84-99, 152-79.
Id. at 84, 101, 124, 152.
See, e.g., U.S. EPA, Science Inventory, Review of National Ambient Air Quality Stan-

dards (Naaqs) for Carbon Monoxide (Co)-Exposure Analysis, http://cfpub.epa.gov/si/
osp-sciencedisplay.cfm?dirEntrylD=73912 (last visited Nov. 3, 2006) (referring peer review of
study to the Science Advisory Board).
131 Compare Sidney Shapiro, The Case Against the IQA, ENVTL. F., July/Aug. 2005, at 26,
26 (criticizing the IQA), with Mark Greenwood, A Statute for All of Us, ENVrL. F., July/Aug.
2005, at 29, 29 (supporting the IQA). See also Sarah Grimmer, Public Controversy Over Peer
Review, 57 ADMIN. L. REV. 275, 278-81 (2005) (summarizing public comments to OMB's proposed peer review bulletin).
132 See, e.g., Conrad, supra note 40, at 521; Greenwood, supra note 131, at 29; Paul Noe,
Fred Anderson & Jim Tozzi, Learning to Live With the Data Quality Act, 33 ENVTL. L. REP.
10,224, 10,225-31.
133 See, e.g., Hornstein, supra note 11, at 236, 246; McGarity, supra note 5, at 914; Shapiro,
supra note 3, at 10,064; Wagner, supra note 32, at 63.
134 Conrad, supra note 40, at 526.
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information dissemination as a tool to achieve regulatory goals. 35
Prior to the IQA, however, there were few or no effective tools to
hold government accountable for the use or misuse of information dissemination. 136 The administrative request for correction mechanism
provided by the IQA is the first formalized, government-wide mechanism created to allow affected parties to seek correction of disseminated information, and thus is an important supplement to the
procedural protections (such as the opportunity for public comment
and judicial review of final agency action) provided by the Administrative Procedure Act ("APA") 1 37 for more formalized agency action. 38 Peer review can supplement this postrelease correction
mechanism with prerelease review of influential scientific information.
A second argument is that the scientific information used by
agencies is sometimes of questionable quality or objectivity. 139 Recall
the three basic industry criticisms of agency regulatory science: they
lack proper expertise, they fail to consult with outside experts, and
they make biased interpretations of evidence1 40 The IQA's heightened standards of quality and objectivity may counteract some of
these alleged problems.1 41 In the context of information dissemination, peer review can catch mistakes prior to dissemination that could
cause irreparable harm once the information is released. 142 And in the
context of rulemaking, catching factual and scientific errors early in
the process, while an agency is still developing a Notice of Proposed
Rulemaking ("NPR"), might help prevent subsequent costly mistakes
135 See id. at 526-28 (describing features and examples of government information
dissemination).
136 Id. at 532.

137 5 U.S.C. §§ 553, 704 (2000).
138 See Conrad, supra note 40, at 535 ("[Alt the time the IQA was adopted, some sort of
mechanism to ensure governmental accountability for erroneous or misleading information
products was viewed broadly as a 'good practice' whose time had come."); cf. James T. O'Reilly,
Libel by Website: Federal Agency Liability for False Website Statements, 29 ADMIN. & REG. L.
NEWS 2, 2 (2005) (observing that the APA provides no remedy for adverse government publicity); Bruce R. Parker & Michele R. Kendus, The Data Quality Act: A New Weapon to Defeat
Junk Science, FOR THE DEFENSE, July 2003, at 38, 38 (suggesting the danger of negative publicity
created by government action was the impetus for the IQA).
139 See REPUBLICAN POLICY COMM., RPC BACKGROUNDER: THE DATA QUALITY
ACT: HISTORY
AND
PURPOSE
1 (2005)
available at http://rpc.senate.gov/-files/
Jan1805DQAbackgrounderPG.pdf ("The use of poor quality data or bad science can lead to
costly mistakes.").
140 Merrill, supra note 14, at 2.
141 Kevin P. Holewinski, Daubert-Type Challenges at Administrative Level Pursuant to Information Quality Act, CORP. COUNS., May 2002, at 4, 5.
142 Parker & Kendus, supra note 138, at 38, 43.
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and litigation. 143 In addition, the IQA enhances the transparency and
accessibility of the data underlying scientific studies used by the government, a common complaint of regulated industries. 4 One commentator has suggested that "[p]erhaps an enhanced reputation for
peer review of statistics, for reproducibility of scientific studies, and
for meticulous fact checking would give a conscientious agency the
1' 45
benefit of making the agency message more believable.'
OMB's peer review bulletin is intended to supply this type of preemptive quality control for a limited class of influential scientific information. Many of the same general justifications for the IQA apply
especially to peer review. 46 Where mistakes and poor scientific analysis can have major impacts on economic and policy decisions, it is important to impose procedural controls to ensure the quality of the
science.147 Peer review is considered in many circles to be synonymous with good science; thus, mandating peer review will improve the
quality of government science.1 48 Although some agencies already
used peer review for their scientific products, 149 it still makes sense to
impose some standardized, minimum procedures that must be met
prior to dissemination of information likely to be important and influential. 150 The peer review bulletin fills this need, and agencies are free
to impose additional procedural requirements to fit their particular
needs.' 5 1
In addition to the general improvements in information quality,
several commentators have observed ancillary benefits that will accrue to agency information that satisfies these peer review procedures.
Enhanced quality control measures can lead to enhanced agency credibility and could dissuade some litigation against well-supported rules
and regulations. 52 A panel discussing a 1999 congressional proposal
143 See Alexander Nathan Hecht, Administrative Process in an Information Age: The Transformation of Agency Action Under the Data Quality Act, 31 J. LEGIS. 233, 259 (2005).
144 Id.
145 James T. O'Reilly, The 411 on 515: How O1RA's Expanded Information Roles in 2002
Will Impact Rulemaking and Agency Publicity Actions, 54 ADMIN. L. REV. 835, 848 (2002).
146 See id.
147 REPUBLICAN POLICY COMM., supra note 139, at 6.
148 See Burack, supra note 127, at 31 ("If a study survives the criticism of peer review, it is
generally considered to constitute 'good' or 'reliable' science ....").But as Burack notes, surviving peer review does not guarantee that the study was not flawed in some way that will later
be discovered. Id.
149 Id. at 28; Final Information Quality Bulletin for Peer Review, 70 Fed. Reg. 2664, 2674
(Jan. 14, 2005).
150 See Final Information Quality Bulletin for Peer Review, 70 Fed. Reg. at 2666.
151 Id.
152 O'Reilly, supra note 145, at 848.
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for peer review in the regulatory process suggested that, although peer
review should not substitute for notice-and-comment rulemaking or
judicial review of regulations, "extra effort invested [in peer review]
early in the process is likely to provide a net benefit by reducing the
prospect of challenges to a regulation that later may trigger time-consuming and resource-draining litigation. ' 153 This was one of the main
purposes cited by John Graham, the former Administrator of OIRA,
in the press release accompanying the proposed peer review bulletin:
Peer review is an effective way to further engage the scientific community in the regulatory process. A more uniform peer review policy promises to make regulatory science
more competent and credible, thereby advancing the Administration's "smart-regulation" agenda. The goal is fewer lawsuits and a more consistent regulatory environment, which is
154
good for consumers and businesses.
The argument for peer review rests both on the potential for heightened quality and on the possibility that early intervention will help
reduce the contentious litigation that accompanies many controversial
rulemakings.
B.

Criticism of OMB's Peer Review Bulletin and the IQA

There are also powerful criticisms of the IQA and the peer review bulletin that raise serious and justifiable concerns about their
purpose and likely impact. Environmental and progressive interest
groups and government watchdog groups claim the origins of the IQA
demonstrate a clear industry slant, and they question the relative costs
and benefits of the proposal. 155 Not only do these critics dispute the
charge that regulatory science suffers from a lack of quality, but they
fear that the new procedures will simply serve to further ossify the
regulatory process. 56 Underlying their criticisms is the suspicion that
the IQA and the peer review bulletin are simply intended to be procedural tools allowing industry to fight proposed health and safety regu153 Fred Anderson et al., Regulatory Improvement Legislation: Risk Assessment, Cost-Benefit Analysis, and Judicial Review, 11 DUKE ENVTL. L. & POL'Y F. 89, 132 (2000) (discussing the
Regulatory Improvement Act of 1999).
154 Press Release, Executive Office of the President, Office of Mgmt. & Budget, Release
2003-34, OMB Proposes Draft Peer Review Standards for Regulatory Science (Aug. 29, 2003),
http://www.whitehouse.gov/omb/pubpress/2003-34_2.pdf (quoting John Graham).
155 See McGarity, supra note 5, at 913-14; Shapiro, supra note 3, at 10,064. As described in
Part I, supra, these accusations of industry involvement in the IQA's passage are accurate.
156 Wagner, supra note 32, at 75, 87.
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lations 1 5 7 A scathing report issued by the Center for Progressive

Regulation ("CPR") typifies the criticisms that have been leveled at

15
the IQA.

8

CPR's criticism of the IQA first focuses on the links between the
IQA and the tobacco industry and alleges the main purpose behind
the IQA was not to improve information quality, but instead to serve
as "a back door tool for disputing assumptions about acting in the face

of uncertainty and challenging unfavorable policy judgments and decisions made pursuant to environmental, health, and safety statutes."'15 9
Second, CPR alleges that the IQA is redundant and unnecessary because there is no evidence that agency science suffers from a lack of
quality and many agencies already had extensive information quality
assurance mechanisms in place. 160 Third, CPR argues that OMB's im-

plementation is overly broad, exceeding its authority under the
IQA.161

Fourth, CPR observes that industry groups are misusing the
administrative correction mechanism to attack policy judgments and
delay information dissemination, rather than make technical corrections to information. 162 Last, CPR notes that OMB failed to consider
the tradeoffs created by the IQA by comparing "the benefits of improved data quality with the cost to the public in terms of potential
lives lost, health effects, and environmental effects attributable to diverted agency resources, delayed access to information, and delayed
implementation of rules. '' 163
157

McGarity, supra note 5, at 913-14.

158

THOMAS 0.

McGARITY ET AL., TRUTH AND SCIENCE BETRAYED: THE CASE AGAINST

ACT 2 (March 2005), http://www.progressiveregulation.org/articles/
iqa.pdf. CPR is a nonprofit organization dedicated to supporting regulatory action to protect
health, safety, and the environment. Id. at 32.
THE INFORMATION QUALITY

159

Id. at 6.

160

Id. at 6-7. The EPA even had information correction mechanisms in place prior to the

IQA's passage. Id. at 6.
161 Id. at 8-10 (criticizing OMB's use of the Safe Drinking Water Act Amendment standards as inappropriately restrictive and attacking the peer review guidelines as beyond the scope
of the IQA, as Congress has repeatedly failed to pass laws mandating peer review and peer
review is not mentioned anywhere in the IQA).
162 Id. at 10-11. For example, a salt trade association recently attempted to use the IQA to
get access to the underlying data from studies that linked reduced sodium consumption with
reduced blood pressure. Salt Inst. v. Leavitt, 440 F.3d 156, 157 (4th Cir. 2006). The U.S. Court
of Appeals for the Fourth Circuit held that the IQA did not create a right to information access
that could be vindicated in court, and thus the plaintiffs lacked standing. Id. at 159.
163 McGARITY ET AL., supra note 158, at 21. This is an ironic charge because the OMB is
usually one of the most enthusiastic proponents of cost-benefit analysis of federal government
regulations. Id.
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Similar criticisms are leveled at the peer review bulletin in particular. At a minimum, peer review of scientific and technical data is
designed to catch scientific and technical errors. 164 Professor Wendy
Wagner, however, has argued that there is no proof that agencies
make this type of mistake with any regularity. 165 On the contrary, the
literature "suggests that there is little evidence of bad science used to
support regulatory decisionmaking.' 1 66 She believes that the proponents of good science reforms are actually concerned with the "presumption of protection" built into many health and safety
regulations. 67 If this is true, peer review is a poorly designed tool to
address disputes over the proper level of regulation.
Professor Sidney Shapiro has criticized the OMB's peer review
proposals on several specific fronts.168 He has argued that OMB
lacked the authority to promulgate peer review guidelines under the
IQA, especially when considered in light of Congress's recent rejection of legislation mandating regulatory peer review. 169 Even if the
IQA were to authorize the peer review bulletin, Professor Shapiro argues that the IQA does not apply to rulemaking as written, and therefore the peer review proposal should not be applied to information
used in the rulemaking process.1 70 He also criticized the peer review
proposals as being overly broad, arguing that peer review should be
limited to "circumstances where the information to be disseminated
sets a new precedent or is reasonably controvertible," to avoid the
waste of limited agency resources and the delay of important information dissemination.171
IV.

How Peer Review Can Help Informal Rulemaking

The criticisms aimed at the peer review bulletin are serious and
justified. The political context surrounding the IQA strongly suggests
that the peer review bulletin may be weighted in favor of regulated
industries. 172 Nevertheless, in accord with the bulletin's mandate,
164 Lars Noah, Scientific "Republicanism": Expert Peer Review and the Quest for Regulatory
Deliberation,49 EMORY L.J. 1033, 1045 (2000) ("Peer review, in its broadest sense, represents
the scientific community's effort to police itself and to assure a certain minimum level of quality
....
.).
165 See Wagner, supra note 32, at 63.
166 Id. at 75.
167 Id. at 109-12.
168 Shapiro, supra note 3, at 10,064.
169 Id. at 10,064-65.
170 Id. at 10,065.
171 Id. at 10,065-66.
172 See MOONEY, supra note 11, at 103.

HeinOnline -- 75 Geo. Wash. L. Rev. 955 2006-2007

The George Washington Law Review

[Vol. 75:931

agencies are now applying peer review to any "influential" scientific
173
study that might be relied upon in informal rulemaking procedures.
And although peer review may impose significant burdens on an
agency before beginning rulemaking, it also has the potential to provide significant benefits later in the process. This Part will describe
how agencies and courts can maximize these benefits and ensure that
the peer review bulletin has a net positive impact on the rulemaking
process.
This Part first discusses the benefits and limits of peer review as
applied to regulatory science. It then examines the judicial standards
for substantive review of agency decisions based on complicated scientific or technical matters. Finally, it uses these insights to describe
how the peer review bulletin can be used to improve agency decision
making and transparency-benefits that will help agency rules survive
scrutiny from the public and the courts. The increased ability of
agency rules to avoid reproach and remand is a concrete result that
can counteract the additional costs of peer review early in the
rulemaking process.
A.

The Benefits and Limits of Peer Review in Regulatory Science

There is a small but significant body of literature addressing the
value of peer review in regulatory science. 174 Despite perceptions that
peer review is synonymous with good science, even in research science
peer review is limited. 75 Moreover, there are significant problems
with assuming that peer review, as performed in research science, will
be similarly effective in regulatory science.176 Nevertheless, peer review can be expected to provide some concrete benefits to regulatory
177
science.
In research science, editorial peer review (i.e., peer review prior
to publication in a respected research journal) only serves as an initial
173 As described in Part II, supra, the peer review bulletin applies to all influential scientific
information disseminated by the government. Final Information Quality Bulletin for Peer Review, 70 Fed. Reg. 2664, 2665 (Jan. 14, 2005). This Note focuses on the bulletin's implications
specifically in the rulemaking context.
174 See, e.g., JASANOFF, supra note 6, at 61-83; Noah, supra note 164, at 1059; Lars Noah,
Peer Review and Regulatory Reform, 30 ENVTL. L. REP. 10,606, 10,608-09 (2000); J.B. Ruhl &
James Salzman, In Defense of Regulatory Peer Review, 84 WASH. U. L. REV. 1, 19-43 (2006)
(discussing the case for and against the use of peer review); Burack, supra note 127, at 34-35.
175 JASANOFF, supra note 6, at 61-62.
176

Id. at 76-83.

177

Noah, supra note 174, at 10,607-08.

HeinOnline -- 75 Geo. Wash. L. Rev. 956 2006-2007

20071

Peer Review of Agency Science

filter. 17 8 Real validation of new research results occurs through the
repeated testing of a study's hypothesis and theories by other scientists over time.' 79 As more support accumulates though repeated testing, the theories become more accepted. 80 This is due to both
practical limits on the ability of peer reviewers to detect subtle or hidden flaws, and the real problem of bias, overt and subconscious,
among the reviewers. 8'
The practical constraints on a peer reviewer's ability to thoroughly examine a study mean that it is inevitable that mistakes and
actual fraud will occasionally pass undetected. 182 A current example
of this problem has been presented by the human cloning scandal in
South Korea. Researchers in that study apparently had successfully
hidden their fraud not only from the peer reviewers at Science, but
also from their stateside collaborators.183 When such a major fraud is
able to survive the scrutiny of peer review, it is unsurprising that minor mistakes and technical errors often escape unnoticed.
This problem is only exacerbated by the tendency for peer reviewers to be predisposed toward a particular outcome or method of
reasoning before even seeing the study to be reviewed.184 A good editor of a scientific publication can generally predict-and control-the
outcome of peer review of a manuscript at the reviewer selection
stage.18 5 This outcome predisposition can combine with personal, institutional, and reputational biases to create a credulous peer review
1 86
process that fails to apply a fully critical eye to the reviewed work.
Of course, this can work the other way as well, and the selection of
reviewers who are predisposed to be dubious or critical of a particular
field or research method can guarantee its rejection. 187 The difficulty
178 See Lars Noah, Sanctifying Scientific Peer Review: Publicationas a Proxy for Regulatory
Decisionmaking, 59 U. Prrr. L. REV. 667, 700 (1998).
179 See id. at 702.
180 See id.
181 See JASANOFF, supra note 6, at 69-71.
182 Id. at 71-74; Noah, supra note 178, at 697.
183 See, e.g., Anthony Faiola & Rick Weiss, South Korean Panel Debunks Scientist's Stem
Cell Claims, WASH. POST, Jan. 10, 2006, at A9. After the Korean stem cell debacle, Nature
magazine (Science's principle competitor) demanded "many additional tests and an unusually
thick pile of documentation" prior to accepting a German study that transformed cells from a
mouse testis into stem cells-caution the study's author attributed to the Korean fraud. Rick
Weiss, Embryonic Stem Cell Success, WASH. POST, Mar. 25, 2006, at All.
184 See JASANOFF, supra note 6, at 69-71; Noah, supra note 178, at 704-09.
185 See JASANOFF, supra note 6, at 66-77.
186 Id. at 71-74.
187 Id. at 70-71. These difficulties help explain why editors rarely relinquish the final say
on whether to reject a manuscript. See id. at 67-68.
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in establishing critical yet unbiased peer review is increased when the
reviewed researchers and the reviewing experts operate under differ188
ent conventions about reliability, validity, and scientific controls.
This frequently happens when one crosses disciplines-for example, a
molecular biologist and a cardiologist may disagree profoundly over
what the proper controls are for an experiment. 18 9
Sheila Jasanoff argues that the real value of peer review in the
research science context is that it serves the "self-centered communal
needs of modern science." 19° Peer review is a social compact designed
by scientists to ensure that (1) they have an avenue for recognition
and publication and (2) the information they communally rely and
build upon is dependable. 191 Applying the peer review process
outside of research science is complicated by the fact that experimental validity is a social construct designed to serve the needs of the particular research community, and different disciplines have different
understandings of what is good science. 192 A research science measurement of validity, therefore, may not be appropriate to apply in the
193
context of regulatory science.
The differences between research science and regulatory science
bring into question the appropriateness of importing research science
procedures into regulatory science. 194 Regulatory science differs from
195
research science in context, content, and standards for evaluation.
Contextually, research science is envisioned as a disinterested
search for knowledge, whereas regulatory science is expected to give
answers that have practical consequences for the government and the
public. 196 Regulatory science thus faces institutional pressures, demands for accountability from multiple nonscientific watchdogs, and
197
significant time constraints not faced by research science.
In terms of content, regulatory science has different goals than
research science. 198 Regulatory science is expected to fill gaps in the
knowledge base relevant to regulation. 99 It involves a more signifi188

See id. at 74-76.

189

Id. at 76.
Id. at 64.

190

191 See id.
192

See id. at 76.

193

See id. at 77.
Id. at 76-77.
Id. at 76-79.

194
195

Id. at 77.
Id. at 78.
198 Id. at 77.
199 Id.
196
197

HeinOnline -- 75 Geo. Wash. L. Rev. 958 2006-2007

Peer Review of Agency Science

20071

cant amount of knowledge synthesis and meta-analysis to attempt to
derive relevant insights from existing research. 200 It rarely creates innovative and original work or novel theories.20 1 Most importantly, it is
asked to engage in prediction of likely outcomes, a practice that involves a significant amount of uncertainty and discretionary judgment
that is not present in research science. 20 2 This predictive goal means
that regulatory science generally has a lower burden of proof for va20 3
lidity due to the uncertain nature of the task.
Partially because of the predictive goal of regulatory science, it
faces different standards for evaluation. 204 Research science generally
takes place within a well-established field with conventions of acceptability and areas of established, accepted knowledge upon which new
research can build. 20 5 Regulatory science operates "at the margins of
existing knowledge," where fewer questions have been settled and basic assumptions are still open to debate.20 6 Guidelines for evaluating
regulatory science are thus "fluid, controversial, and arguably more
politically motivated" than are guidelines for evaluating research science. 20 7 Peer review of regulatory science must take these differing
goals and guidelines into account when evaluating the quality of scientific studies. The need to cope with uncertainty and the role of policy
judgments in the choice of standards and norms for regulatory science
must be acknowledged and accommodated in any peer review
process.
B.

Substantive JudicialReview of Agency Rulemaking

The greatest benefits from peer review of regulatory science accumulate very late in the rulemaking process, when a final rule is challenged in court. The APA allows judicial review of any final agency
action. 20 8 Review of agency actions exhibit varying degrees of deference, depending on what is being challenged. The well known Chevron20 9 two-step test applies to an agency's construction of its own
200

Id.

201

Id.
Id.
See id. at 77, 79.
Id. at 78-79.
Id. at 78.
Id. at 79.
Id.
5 U.S.C. § 704 (2000).
Chevron U.S.A. Inc. v. Natural Res. Def. Council, Inc., 467 U.S. 837 (1984).

202
203
204
205
206
207
208
209
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statute when the agency is issuing rules with the force of law, 210 while
United States v. Mead211 instructs courts to apply Skidmore212 deference where Congress did not intend to give the agency that authority. 213 Substantive review of the correctness of an agency action falls
under the substantial evidence standard for adjudication, and the arbi21 4
trary and capricious standard for informal rulemaking.
When an agency's substantive determination in an informal
rulemaking is challenged as arbitrary and capricious, the court is instructed to review the whole record looking for evidence that the
agency considered the relevant factors and made no clear errors of
216
judgment. 215 The peer review report will be a part of this record.
The agency's determination is entitled to a "[p]resumption of regularity.... But that presumption is not to shield his action from a thorough, probing, in-depth review. ' 217 Ultimately, however, the standard
of review is narrow because "[tihe court is not empowered to substitute its judgment for that of the agency. '218 In Motor Vehicle Manufacturers Ass'n of the United States, Inc. v. State Farm Mutual
Automobile Insurance Co.,219 the Court further defined arbitrary and
capricious action as follows:
Normally, an agency rule would be arbitrary and capricious if
the agency has relied on factors which Congress has not intended it to consider, entirely failed to consider an important
aspect of the problem, offered an explanation for its decision
that runs counter to the evidence before the agency, or is so
implausible that it could not be ascribed to a difference in
220
view or the product of agency expertise.
Baltimore Gas & Electric Co. v. Natural Resources Defense Council, Inc.,221 decided the same Term as State Farm, additionally warned
that when reviewing scientific determinations "at the frontiers of sciId. at 842-43 (1984).
211 United States v. Mead Corp., 533 U.S. 218, 234 (2001).
212 Skidmore v. Swift & Co., 323 U.S. 134, 140 (1944).
213 Mead, 533 U.S. at 237.
214 5 U.S.C. § 706 (2000).
215 Citizens to Preserve Overton Park, Inc. v. Volpe, 401 U.S. 402, 416, 419 (1971).
216 Final Information Quality Bulletin for Peer Review, 70 Fed. Reg. 2664, 2675 (Jan. 14,
2005).
217 Overton Park, 401 U.S. at 415.
218 Id. at 416.
219 Motor Vehicle Mfrs. Ass'n of the U.S., Inc. v. State Farm Mut. Auto. Ins. Co., 463 U.S.
210

29 (1983).
220 Id. at 43.
221 Bait. Gas & Elec. Co. v. Natural Res. Def. Council, Inc., 462 U.S. 87, 103 (1983).
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ence," courts should be at their most deferential. 222 Peer review of
influential scientific information prior to beginning rulemaking should
provide courts with another justification for deference to agency judgments in these highly technical fields. 22 3 When a court examines the
administrative record, the fact that the science has already undergone
independent and expert review should encourage judicial deference.
The notion that agencies' scientific determinations deserve increased deference upon judicial review originated in a series of 1970s
D.C. Circuit cases. 224 Judges without scientific backgrounds were
caught between the command to take a hard look at the record of
agency decisions upon review and their own reluctance to fully engage
2 25
in substantive review of complex technical and scientific matters.
The D.C. Circuit's attempt to construct a framework for judicial review of increasingly contentious challenges to health, safety, and environmental regulations developed into a "science policy paradigm"
that governed how the court approached disputes over scientific
data. 226 The paradigm recognized that decisions on the frontiers of
science involved as much or more policy judgment as factual analysis.227

Accordingly, the court would still engage in hard-look review of

science-based decisions, but review would be tempered by three
principles:
[F]irst, that regulatory decisions could be made on the basis
of suggestive rather than conclusive evidence of harm; second, that interpretations would be deemed valid even if not
backed by expert consensus; and third, that it was within the
administrator's discretion to select among disputed data or
methodologies when confronted by expert disagreement.228

222

Id.

See JASANOFF, supra note 6, at 248-49 (arguing that courts should be highly deferential
to a scientific record that has undergone peer review). But see Noah, supra note 174, at.
10,612-13 (arguing that peer review of regulatory science should not be allowed to supplant
judicial review).
224 See Hercules, Inc. v. EPA, 598 F.2d 91, 106-07 (D.C. Cir. 1978); Envtl. Def. Fund v.
EPA, 598 F.2d 62, 80-81 (D.C. Cir. 1978); Ethyl Corp. v. EPA, 541 F.2d 1, 67 (D.C. Cir. 1976);
Certified Color Mfrs. Ass'n v. Mathews, 543 F.2d 284, 294 (D.C. Cir. 1976); Envtl. Def. Fund v.
EPA, 489 F.2d 1247, 1253 (D.C. Cir. 1973); JASANOFF, supra note 6, at 49.
223

225

SHEILA JASANOFF,

SCIENCE

AT THE

226

76-78 (1995).
JASANOFF, supra note 6, at 49-50.

227

See

228

Id.

BAR:

LAW,

SCIENCE,

AMERICA

JASANOFF,

supra note 225, at 78.
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This paradigm, set forth influentially in Judge Skelly Wright's majority
opinion in Ethyl Corp. v. EPA, 229 theoretically granted agencies wide
deference to make decisions on the frontiers of science without court
interference.

230

This deference did not last, however, and appeared to be fully
rejected by the Supreme Court in the Benzene case. 231 There, the

Court rejected OSHA's decision to reduce the permissible level of
workplace benzene exposure from ten parts per million ("ppm") to
one ppm because OSHA could not demonstrate that the current ten
ppm standard was a significant risk to human health, or that the one
ppm standard was an improvement.232 Benzene seems to be an in-

stance where the Court was willing to impose its own policy judgment

233
about the relative costs and benefits of OSHA's proposed standard.
It also supplies a good example of the hard side of hard-look review,

demanding factual support for the agency's decision to lower the benzene limit from ten ppm to one ppm. 234
229 Ethyl Corp., 541 F.2d at 1. Ethyl Corp. contains a vivid example of the debate occurring
in the D.C. Circuit over the proper role of the courts in reviewing science-based decisions. Id. at
66-67. In addition to Judge Wright's deferential majority opinion, it also features Chief Judge
Bazelon's argument that courts should review such decisions solely for procedural regularity, id.
at 68 (Bazelon, C.J., concurring), and Judge Leventhal's exhortation for judges to steep themselves in enough technical knowledge to provide a meaningful review of the substance of the
decision (but still deferring to the agency's reasonable judgments), id. at 68-69 (Leventhal, J.,
concurring). Chief Judge Bazelon's approach, which sometimes included remand to require additional procedures not mandated by statute, was rejected by the Supreme Court in Vermont
Yankee Nuclear Power Corp. v. Natural Resources Defense Council, Inc., 435 U.S. 519, 546-48
(1978).
230 Ethyl Corp., 541 F.2d at 28.
231 See Indus. Union Dep't, AFL-CIO v. Am. Petroleum Inst. (Benzene), 448 U.S. 607,
639-40 (1980).
232 Id. at 631, 634. The Court created a "rule of reason" (significant risk) not present in the
statute or the agency interpretation, but failed to understand both the difficulty in getting the
quantitative risk assessment they wanted and demonstrated a limited understanding of the practice and limitations of risk assessment. Id. at 639-40. OSHA had determined that it could not
extrapolate a reliable dose-response curve from the high level exposure data it had and the low
level exposure it was trying to regulate, so it assumed there was no safe level of benzene exposure and set what it felt was a feasible limit for exposure. Id. at 624-25. The Court seemed to
want an actual demonstration or mathematical assessment of risk at ten ppm, but failed to understand how unreliable that assessment would be. JASANOFF, supra note 6, at 58.
233 Benzene, 448 U.S. at 628-29 ("[A]s presently formulated, the benzene standard is an
expensive way of providing some additional protection for a relatively small number of
workers.").
234 Id. at 631 ("[The record] does not, however, provide direct support for the Agency's
conclusion.. . . The evidence in the administrative record of adverse effects of benzene exposure
at 10 ppm is sketchy at best.").
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A few years later, in Baltimore Gas & Electric, discussed supra,
the Supreme Court appeared to signal a willingness to return to defer235
ence for agency judgments about technical and scientific matters.
The Court deferred to the Nuclear Regulatory Commission's judgment that permanent storage of highly radioactive waste could be assumed to have no significant impact on the environment for purposes
of individual licensing decisions. 236 In Chevron, decided one year
later, the Supreme Court went even further in extending deference to
agencies' interpretations of ambiguous provisions in their enabling
238
statutes. 237 More recently, in Whitman v. American Trucking Ass'n,
the Supreme Court once again affirmed the propriety of vesting considerable discretion in regulatory agencies to make "judgments of degree," reversing a D.C. Circuit ruling that the EPA's interpretation of
239
the Clean Air Act violated the nondelegation doctrine.
Ultimately, the legacy of hard-look review may be more agency
transparency and openness, requiring understandable explanations for
2
agency actions while still deferring to their policy judgments. 40 If
peer review leads to more transparent and understandable administrative records, it will encourage courts to defer to the agencies' judgments. Independent, expert peer review will help reassure courts that
the agency took a hard-look at the underlying data and should encourage adherence to the science policy paradigm.
Unfortunately, despite the fact that deferential standards for substantive review caution courts against substituting their own judgment
for that of the agency, hard-look review still creates problems. 241 Because hard-look review focuses on procedural completeness and the
quality of the reasoning in the record, agency rulemaking has "ossified. '242 It is not uncommon for a controversial technical rulemaking
to have a record hundreds of pages long.243 In addition, despite the
235

See Bait. Gas & Elec. Co. v. Natural Res. Def. Council, Inc., 462 U.S. 87, 97-98, 103

(1983).
236 Id. at 105-06; see also JASANOFF, supra note 225, at 85 (describing Baltimore Gas &
Electric as a "decision [that] can only be understood as a generalized plea for judicial restraint").
237 Chevron U.S.A. Inc. v. Natural Res. Def. Council, Inc., 467 U.S. 837, 866 (1984) (holding that because agencies are part of the politically accountable executive branch, it is appropriate for courts to defer to agency interpretations when the statutory language is not clear).
238 Whitman v. Am. Trucking Ass'n, 531 U.S. 457 (2001).
239 Id. at 475-76.
240 JASANOFF, supra note 225, at 92.
241 See 1 RICHARD J. PIERCE, JR., ADMINISTRATIVE LAW TREATISE § 7.4, at 444-45 (4th ed.
2002).
242 Id. at 444-45; McGarity, supra note 41, at 528.
243 PIERCE, supra note 241, at 442.
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doctrinal tilt toward deference, judges still find ways to apply their
political preferences when they review:agency actions. 244 When agencies implement peer review, and when the courts review rules that
contain peer review reports, they should consider this tendency towards ossification, delay, and bias. If a rulemaking record correctly

identifies the uncertainties highlighted in the peer review process and
clearly explains the policy judgments applied by the agency, courts
should defer to the agency's reasoning.
C. Peer Review's PotentialBenefits

There are several reasons to expect that peer review's impact will
be a useful addition to rulemaking. As a threshold matter, peer review can be expected to improve the quality of agency science to some
245 The full
extent, although the size of this adjustment is debatable.

benefits of regulatory peer review will only accrue, however, if agencies and the courts take advantage of the opportunity peer review
presents. Implemented correctly, agencies should be able to use peer
review to improve not only their regulatory decisions, but also their
reasoning processes.2 46 Likewise, the courts should use peer review as

an opportunity to increase the presumption of regularity and deference they give to agency science, knowing that additional procedural

247
protections ensure the quality of the science.
The peer review bulletin's potential to improve the quality of

rulemaking lies in the timing and collaborative nature of peer re-

view.2 48

Whereas

agencies

in

traditional

notice-and-comment

rulemaking wait until they have already developed a proposed rule
before soliciting public comments, peer review allows agencies to so244 Id. at 445; see also Richard L. Revesz, Environmental Regulation, Ideology, and the D. C.
Circuit, 83 VA. L. REV. 1717, 1766-67 (1997) (providing an empirical analysis of D.C. Circuit
voting patterns and arguing that judges employ a "strategically ideological approach to judging"); Sidney A. Shapiro & Richard E. Levy, Judicial Incentives and Indeterminacyin Substantive
Review of Administrative Decisions, 44 DUKE L.J. 1051, 1062-64 (1995) (arguing that the indeterminate doctrinal requirements of substantive administrative review allow judges to pursue
their favored outcomes while still complying with doctrinal requirements).
245 See Wagner, supra note 32, at 74-76 (arguing there is very little evidence of low quality
agency science).
246 See Final Information Quality Bulletin for Peer Review, 70 Fed. Reg. at 2665; Noah,
supra note 174, at 10,611.
247 See Burack, supra note 127, at 107 ("[W]here an agency can show, on the basis of independent peer review, that it has done the best job it can with the scientific data available at the
frontiers of science, the courts will be more likely to grant extra deference to the agency's final
decision.").
248 See Noah, supra note 174, at 10,611.
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licit the opinion of outside experts and even the public very early in
the process.249 Early peer review allows potential flaws, weaknesses,
and uncertainties to be identified and dealt with before the agency
invests significant time and resources in drafting a proposed rule,
rather than waiting until after issuing a NPR for an interested member
250
of the public to comment on the underlying science.
Peer review also allows the agency to hear collaborative criticism
from independent and disinterested experts. 251 Comments filed in response to a NPR rarely, if ever, come from truly independent parties,
because the time investment is only worthwhile for someone who has
a stake in the outcome.2 52 Peer review cultivates a group of independent experts who can apply a disinterested eye to the material. 2 3 This
collaborative process is more likely to result in constructive criticism
254
that can help an agency improve its understanding of the science.
Peer review should produce three principal benefits that courts
ought to take notice of during judicial review. First, peer review
should improve the quality of the decisions made because peer review
will produce better quality information upon which agencies can base
their decisions. At its most basic level, peer review provides some
protection from mistakes, inconsistencies, and technical inaccuracies.255 The peer review bulletin further suggests that "the insights offered by peer reviewers may lead to policy with more benefits and/or
fewer coStS," 2 56 presumably because better information about risk and
cost will enable agencies to tailor their proposals to maximize benefits
and minimize costs. When a court is confronted with a challenge to
peer reviewed data, it should feel reassured that the information is
reliable and acceptable as a basis for regulatory decisions. This does
See id.; Burack, supra note 127, at 107.
See Noah, supra note 174, at 10,611.
251 Cf.Final Information Quality Bulletin for Peer Review, 70 Fed. Reg. 2664, 2665 (Jan.
14, 2005) ("[N]otice-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.").
252 See id.
253 This assumes that agencies are able to avoid the issues of bias discussed in Part IV.A.,
supra. Agencies will need to be careful in their selection of reviewers to ensure their reviewers
are capable of independent and disinterested criticism. Situations where reviewers are too close
to the agency and appear biased will undermine both the quality of criticism received from the
peer review process and the deference that an unbiased peer review should receive from the
courts. See JASASNOFF, supra note 6, at 69-71.
254 See Noah, supra note 174, at 10,608 ("[P]eer review . . . creates opportunities for dialogue and feedback designed to improve scientific work.").
255 Id.
256 Final Information Quality Bulletin for Peer Review, 70 Fed. Reg. at 2668.
249

250
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not mean that courts should refuse to examine the data underlying
rulemaking, but it does mean that peer reviewed data should have a

strong presumption of regularity.
Second, peer review can also improve the quality of an agency's
reasoning on the record. It should detect holes and flaws in the data
intended to support regulatory action, which should ultimately lead to
a more complete and well-reasoned record that acknowledges flaws

and uncertainties inherent in the data.2 5 7 OMB argues that this will
reduce the number of judicial challenges by making it pointless to
challenge a well-supported regulation.2 5 8 This result is possible, but it
seems more likely that improving the quality of the reasoning process
through peer review will aid the agency in defending their regulations
from legal challenge, reducing the number of regulations that will be
remanded or overturned.2 5 9 The fewer holes that persist in an admin-

istrative record, the more difficult it is for a court to remand the rule
to an agency for failing to engage in reasoned decision making.
Lastly, the peer review process, if used correctly, can be a useful

aid to an agency in increasing the transparency of its decisions. Because OMB expects the peer review charge to ask reviewers to distinguish scientific facts from professional judgments and to "ensure that
'260 it
scientific uncertainties are clearly identified and characterized,
should aid the agency in clearly identifying, in the record, what facts
the agency relied upon and what policy judgments it drew from those
facts. This will allow agencies to clarify what part of an agency deci26
sion is based on fact, and what part is based on a policy judgment. 1
Regulatory science that deals with uncertainty is easily turned into a
257 See Noah, supra note 174, at 10,611; Ruhl & Salzman, supra note 174, at 44-45; Burack,
supra note 127, at 110.
258 Final Information Quality Bulletin for Peer Review, 70 Fed. Reg. at 2668. This may be
especially true when the IQA and the peer review bulletin give the plaintiff one or multiple
chances to comment on the study prior to the rulemaking. See Parker & Kendus, supra note 138,
at 38. If the plaintiff already had one bite at the apple, courts may not be as receptive to a
second challenge. Id.
259 In fact, some supporters of deregulation fear that "by creating an official peer-review

process, the OMB will effectively shield regulatory agencies from legitimate and needed scrutiny-not only by its own staff, but by judges reviewing a rulemaking record." Peeringat Regulatory Science, REGULATION, Winter 2003-2004, at 5, 5; cf., Noah, supra note 174, at 10,613
(warning that courts should not be overly deferential to the contents of peer review reports).
260 Final Information Quality Bulletin for Peer Review, 70 Fed. Reg. at 2669.
261 See THOMAS 0. McGARITY ET AL., SOPHISTICATED SABOTAGE: THE INTELLECTUAL
GAMES USED TO SUBVERT RESPONSIBLE REGULATION 32 (2004) ("While it is important for

regulatory agencies to marshal the most rigorous possible empirical evidence and scientific analysis, any regulatory decision ultimately reflects certain ethical judgments, social priorities and,
yes, political values."); Ruhl & Salzman, supra note 174, at 45 (explaining that regulatory peer
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target for political actors and litigants to attack as "bad science. '262
Separating uncertainty, policy judgment, and fact should help agencies
counteract this misleading and counterproductive criticism and focus
the debate on the proper assumptions and policy judgments to be
made, considering the facts and uncertainties surrounding the proposed regulation. In the courtroom, judges are supposed to defer to
the technically expert and politically accountable agency on questions
of policy, 263 so if courts follow doctrine, this should further reduce the
frequency of remand.
D. Lurking Dangers

Though the preceding scenario is the best case argument for why
the peer review guidelines are a positive development for administrative rulemaking, there are legitimate concerns that this best case scenario might not come to pass. Looking at the political context in
which the IQA was passed, the IQA seems designed as another procedural roadblock hindering environmental, health, and safety regulation.264 But just because the IQA was designed as a tool for industry
to protect itself from government regulation does not mean that the
peer review bulletin passed under its authority will necessarily have
the same effect.
There are a few major concerns that agencies and courts should
be aware of when implementing the peer review bulletin. First, there
is a legitimate concern about potential ossification and agency paralysis from the imposition of new procedural hurdles without an accompanying increase in the resources necessary to comply with those
hurdles. 265 Second, there is the danger that peer review will increase
"Type II errors" as a consequence of reducing "Type I errors." 266 This
means that as peer review decreases the risk of finding a spurious correlation where there is no connection in truth, it also increases the risk
review should "encourage agencies to provide sharper delineations between scientific and policy
bases for decisions").
262 JASANOFF, supra note 6, at 78.
263 See Chevron U.S.A. Inc. v. Natural Res. Def. Council, Inc., 467 U.S. 837, 865 (1984)
(holding that "the Administrator's interpretation represents a reasonable accommodation of
manifestly competing interests and is entitled to deference" especially when "the regulatory
scheme is technical and complex").
264 See supra notes 48-51 and accompanying text.
265 See Randolph J. May, OMB's Peer Review Proposal-Swampedby Science?, 29 ADMIN.
& REG. L. NEWS 4, 4-5 (2004) (arguing from the perspective of a fan of deregulation that peer
review guidelines are not a good idea because they are wasteful and duplicative).
266 Samuel J. McNaughton, What Is Good Science?, 13 NAT. RESOURCES & ENVIT 513,
515-16 (1999).
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of missing a real correlation because the test is too stringent. 267 Finally, there is a real question about the comparative costs and benefits
of this new procedural mandate. 268 Narrowly, will the costs of predissemination peer review be justified by the reduction in challenge and
remand later in the rulemaking process? Broadly, does the improvement in decision making quality actually justify the opportunity cost
to the agency and society when other pressing public policy issues
69
could be addressed if not for these additional procedural burdens?
To minimize these concerns, agencies should try the following: (1)
incorporate, to the extent possible, OMB peer review into their existing peer review processes to avoid heavy costs of implementation
and planning; (2) carefully maintain strict control over the resources
and time invested in peer review-it cannot be allowed to become an
open-ended, never-ending process; (3) carefully frame their peer review charges to avoid being co-opted by the reviewers-the peer review bulletin warns that the review is only for technical and scientific
matters, but peer review can encroach onto policy issues;270 and (4)
most importantly, clearly specify their policy judgments on matters of
uncertainty, policy, statutory mandate, and presumptions (i.e., the presumption of protection) to earn the courts' deference and get the full
value from peer review.
Conclusion
It is easy to be skeptical of laws like the IQA, passed in the proverbial middle of the night without proper consideration and debate.
That stigma attaches easily to the peer review bulletin, but this Note
argues that it deserves a second look. It is still too early to know what
the final impact of the peer review bulletin will be. It may have very
little substantive effect on the way agencies do business, it may lead to
improvements in agency science, or it might burden agencies unduly,
further ossifying the administrative state. Implemented correctly,
however, the peer review bulletin has the potential to significantly improve the quality, credibility, and transparency of agency science.
One benefit that this Note does not discuss at length is the likelihood that the peer review bulletin will increase agency transparency
Id.
See McGARITY ET AL., supra note 158, at 20-21.
269 Id. at 21.
270 See JASANOEF, supra note 6, at 14, 95-99, 236 (describing how "boundary work"-attempting to draw a clear line between science and policy-can lend itself to manipulation by
participants in the regulatory process).
267
268
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to the public. Yet the requirement for a peer review agenda; 27' the
potential for explicit identification of policy judgments, assumptions,
and uncertainties inherent in regulatory science; 272 and the dissemination of the peer review reports on agency websites 273 all give hope that
OMB's attempt to impose quality controls on government information will also make the government more open to the public.

271

Final Information Quality Bulletin for Peer Review, 70 Fed. Reg. 2664, 2676 (Jan. 14,

2005).
272
273

Id. at 2668-69.
Id. at 2675.

HeinOnline -- 75 Geo. Wash. L. Rev. 969 2006-2007

The George Washington Law Review

HeinOnline -- 75 Geo. Wash. L. Rev. 970 2006-2007

[Vol. 75:931

