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Interim Report on the Administrative Law, Process and
Procedure Project for the 21° Century

Executive Summary

The Administrative Law, Process, and Procedure Project for the 21* Century (Project) has been
a bi-partisan undertaking of the House Judiciary Committee, overseen and conducted by its
Subcommittee on Commercial and Administrative Law (CAL Subcommittee). The Project has had
two principle goals: to reauthorize and to substantiate the need to reactivate the Administrative
Conference of the United States (ACUS), and, simultaneously, to set in motion a study process that
would identify the important issues of administrative law, process, and procedure that have emerged
in the eleven year hiatus since its demise that would serve as a basis for immediate legislative
consideration and action by the Committee or the initial agenda for further studies by a reactivated
ACUS.

Initial success was achieved by the Committee regarding the first goal with the enactment of
the Federal Regulatory Improvement Act of 2004, Pub. L. No. 108-401, on October 4, 2004, which
reauthorized ACUS. As of the date of this Report, however, funding legislation has not been passed.

The second goal was initiated by the Committee’s adoption of and oversight plan for the 109™
Congress which made a study of emergent administrative law and process issues a priority oversight
agendaitem forthe CAL Subcommittee. The oversight plan identified seven general areas for study:
(1) public participation in the rulemaking process; (2) Congressional review of agency rulemaking;
(3) Presidential review of agency rulemaking; (4) judicial review of agency rulemaking; (5) the
agency adjudicatory process; (6) the utility of regulatory analyses and accountability requirements;
and (7) the role of science in the regulatory process. The Subcommittee, in turn, tasked the
Congressional Research Service (CRS) with coordinating the research effort. Through hearings,
symposia, and the commissioning of empirical studies, recommendations for legislative action or
for further study were developed.

Hearings

Since 2004, the Subcommittee has held a series of hearings in anticipation of and as part of the
Project. Following its May 20, 2004 oversight hearing on the proposed reauthorization of ACUS,
at which Justices Scalia and Breyer testified, the Subcommittee conducted a second hearing on
ACUS that examined further reasons why there is a need to reactivate ACUS. In November, 2005,
the Subcommittee held a hearing on the status of the Project. In 2006, the Subcommittee held three
hearings. The first, in March, 2006, focused on the Congressional Review Act in light of the Act’s
tenth anniversary. The second dealt with how the Regulatory Flexibility Act (RFA) has been
implemented since its enactment in 1980 and whether proposed legislation, such as HR. 682, the
Regulatory Flexibility Improvements Act, would adequately address certain perceived weaknesses
in the RFA. On July 14, 2006, the Subcommittee held a hearing on the 60" anniversary of the
passage of the Administrative Procedure Act (APA), addressing the question of whether the APA
is still effective in the 21 century. A final hearing was held on November 14, 2006, at which the
CRS coordinators of the Project briefed the Committee on the results of their efforts.



Symposia

In addition to conducting hearings, the Subcommittee to date has sponsored three symposia as
part of the Project. The first symposium, held on December 3, 2005, “E-Rulemaking in the 21*
Century,” dealt with federal e-government initiatives. This program, chaired by Professor Cary
Coglianese of the University of Pennsylvania Law School, examined the Executive Branch’s efforts
to implement e-rulemaking across the federal government. A particular focus of this program was
the ongoing development of a government-wide Federal Docket Management System (FDMS).
Presentations at the symposium were given by government managers involved in the development
of the FDMS as well as by academic researchers studying e-rulemaking. Representatives from
various agencies, including the Office of Management and Budget (OMB), the United States
Environmental Protection Agency, and the Government Accountability Office (GAO), discussed
the current progress of e-rulemaking. In addition, academics reported on current and prospective
research endeavors dealing with certain aspects of e-rulemaking. The program offered a structured
dialogue that addressed the challenges and opportunities for implementing e-rulemaking, the
outcomes achieved by e-rulemaking to date, and strategies that could be used in the future to
improve the rulemaking process through application of information technology.

OnMay 9,20006, the Center for the Study of Rulemaking at American University hosted a day-
long conference for the Subcommittee entitled, “The Role of Science in Rulemaking.” The four
panels—The Office of Management and Budget’s Recent [nitiatives on Regulatory Science, Science
and Judicial Review of Rulemaking, Science Advisory Panels and Rulemaking, and Government
Agencies” Science Capabilities — reflected the current debate over whether “sound science™ has
been given sufficient weight in the development of regulatory standards. As part of that debate,
questions have been raised about the quality of the data that are used in developing proposed and
final rules, the use of peer review panels as part of the process to ensure quality, and the role that
risk assessment can or should play in deciding what to regulate and at what levels.

On September 11, 2006, the CRS, on behalf of the CAL Subcommittee, sponsored a day-long
seminar entitled , “Presidential, Congressional, and Judicial Control of Agency Rulemaking.”
Consisting of four panels of academics, government officials and private sector public interest
groups, the seminar addressed the following subjects: Conflicting Claims of Congressional and
Executive Branch Legal Authority Over Rulemaking, Judicial Review of Rulemaking,
Congressional Review of Rulemaking, and Presidential Review of Rulemaking: Reagan to Bush
1L

Empirical Studies

Three empirical studies wereinitiated by CRS. The first, conducted by Professor William West
of the Bush School of Government and Public Service at Texas A&M University, studied how
agencies develop proposed rules, with a particular emphasis on how rulemaking initiatives are
placed on regulatory agendas; how the rulemaking process is managed at inter- and intra-agency
levels; and how public participation and transparency factor in the pre-notice and comment phase
of rule formulation. Professor West presented his findings and conclusions at a hearing conducted
by the CAL Subcommittee on March 30, 2006.

A second study commissioned by CRS sought to fill the void created by the absence of an
authoritative, systematic empirical analysis of the effects of judicial review of agency rulemaking
by federal appellate courts. Professor Jody Freeman of the Harvard Law School agreed to conduct
the study, which will analyze the pertinent rulings of all federal circuit courts of appeal from 1995



to 2004 to determine the rate at which rules are invalidated in whole or in part, and the reasons for
those invalidations. Professor Freeman’s study is still on-going.

A third study arose out of the Role of Science in Rulemaking symposium, described earlier in
this summary. It became apparent during a panel discussion on the role of science advisory bodies
in agencies that there was no authoritative compilation of how many science advisory committees
currently exist, how they were selected, how issues of neutrality and conflicts of interest were
handled, how issues are selected for review, and the impact of advisory body recommendations on
agency decisionmaking. To examine these questions, CRS commissioned a study to be conducted
by Professor Stuart Bretschneider of The Maxwell Scheol of Citizenship and Public Affairs at
Syracuse University, which is expected to be completed by June 2007.

Preliminary Recommendations for Further Areas of Study and Possible
Legislative Action

1. Public Participation in the Rulemaking Process.

o Should efforts to include the public in the rulemaking process before publication of
a proposed rule (eg, negotiated rulemaking, Small Business Regulatory
Enforcement Fairness Act [SBREFA] panels) be expanded? How much do these
processes currently add in terms of public participation?

o How effective is the Unified Agenda of Federal Regulatory and Deregulatory
Actions inidentifying future rulemaking (thereby giving the public advance warning
of forthcoming regulatory actions)? What changes could make this Agenda a more
effective means of notification?

e What has been the impact of agencies’ use of “nonrulemaking” approaches (e.g.,
guidance documents, notices, etc.) and attenuated rulemaking approaches (e.g., use
of the APA’s “good cause exception to skip notices of proposed rulemaking) on the
public’s opportunities for participation? Should the public be able to comment on
those approaches before they become final?

¢ Should all agencies be required to make comments received immediately available
to the public (to allow comments on the comments)? Or, alternatively, should
agencies provide “reply comment periods” (to discourage waiting to the end of the
comment period)?

o What effect has “e-rulemaking” (including the use of e-mail comments and
“comments on comments,” on-line dialogues, the new Regulations.gov web site,
agency-specific and the new governmentwide electronic dockets) had on the amount
and nature of public participation in the rulemaking process, and how do agencies
view those comments? Specifically:

—  Howshould agencies deal with the sometimes hundreds-of-thousands
of e-mail comments generated by special interest groups?



—  Should all agencies be required to offer “list serves” that allow
members of the public to be notified of certain rules being available
for comment?

-~ Has e-rulemaking allowed more people to participate in the
rulemaking process, or simply facilitated access to traditional
commenters?

The APA does not specify how long public comment periods should be (although
Executive Order 12866 suggests 60 days). Should there be a minimum comment
period specified in the statute? If so, what should it be? Also, under what
circumstances can/should agencies extend comment periods?

Are agencies always required to respond to public comments, even if they take no
further action on the proposed rule for years? How soon should they respond, and
inwhat form? Is there a point when public comments become too “stale” to permit
issuance of a rule based on those comments (without further public comments)?

There are no governmentwide standards for what should be in the rulemaking
record (e.g., a copy of the proposed rule, public comments, etc.) or a standard order
of presentation of the documents? Should there be such standards? If so, who
should establish them (OMB, National Archives and Records Administration, or
some other entity)?

Under what circumstances is it appropriate for agencies to allow commenters to file
confidential comments? How should this procedure be regularized?

The APA prohibits ex parte contacts in formal rulemaking, but is silent about such
contacts in the much more common informal “notice and comment” rulemaking.
Should Congress extend those prohibitions, and clearly establish when and what
types of contacts are prohibited?

The APA does not mention two relatively common forms of rulemaking that avoid
traditional notice and comment requirements — interim final rulemaking and direct
final rulemaking. Should Congress codify these forms of rulemaking and how they
should (and should not) beused? More generally, should Congress revisit agencies’
use of all forms of the “good cause” exception?

Some of the statutory analytical requirements in rulemaking (e.g., the Regulatory
Flexibility Act and the Unfunded Mandates Reform Act) do not apply to rules for
which there is no notice of proposed rulemaking (NPRM). Should these incentives
foragencies to avoid NPRMs be eliminated? Ataminimum, should the exemptions
for interim final and direct final rules be eliminated?

OMB’s new peer review bulletin allows agencies to decide whether to permit public
comment on their peer review processes. Should agencies have that discretion,
should agencies be required to permit public comments, or should public comments
on what is supposed to be an “expert” process not be permitted (because, among
other things, it could slow down rulemaking)?



To what extent does public participation in its various forms (e.g., comment periods,
public meetings, SBREFA panels, etc.) have an effect on agency decisionmaking
during the rulemaking process? What empirical evidence is there of that effect?

What is the proper role of consultants in the development stage of a rulemaking?
Should there be a balance of views of competing stakeholders in the pre-NPRM
period? Should agencies be required to invite competing views to ensure
"balance"?

Do consent decrees entered into by government agencies with private parties to
settle challenges to rules and that effect substantive changes in the rules undermine
the APA’s notice and comment requirements and public participation opportunities?
Do they raise separation of powers issues?

. Presidential Review of Rules.

To remove any question of its legitimacy, should Congress codify Presidential
review of agency rulemaking? If so, how detailed should that codification be? For
example, should it simply authorize the President to issue an executive order on this
issue (thereby giving future Presidents the flexibility to change its provisions), with
certain other requirements for transparency and limits on delay? Or should the
codification spell out in detail the process by which Presidents should review rules
before they are published?

Should independent regulatory agencies’ rules be subject to Presidential review (as
they are now under the Paperwork Reduction Act)? Or would Presidential review
adversely affect the independence intended for these agencies?

What role should OMB play in the Presidential rule review process? Should OMB
be a “counselor” to the agencies (as during the Clinton Administration), suggesting
improvements to the agencies but generally deferring to agencies’ statutory
expertise? Or should it be more of a “gatekeeper” (as during the current Bush
Administration) establishing strict standards and ensuring that regulations meet
certain standards before publication?

What rules should govern OMB’s contacts with outside parties during the
Presidential review process? For example, should OMB be allowed to meet with
regulated entities outside of the period when agencies are not permitted to do so
(because of restrictions on ex parfe communications)? Should OMB be required to
disclose to the public not only that such a meeting occurred, but also a summary of
what was said (as some agencies are required to do) to provide an administrative
record for any subsequent changes?

How transparent should the Presidential review process be to the public? Are
improvements in review transparency currently needed (either administratively or
by statute)? Specifically:

—  Should OMB clearly define what types of “substantive” changes to
rules need to be disclosed?



—  Should agencies or OMB be required to disclose substantive changes
made to rules during “informal” reviews (when OMB says it can
have its greatest effect)?

—  Should OMB clearly indicate in its database which rules were
changed at its suggestion?

o A number of actions by OMB during the Bush Administration have had the effect
of centralizing rulemaking authority in the Executive Office of the President. For
example, within the past four years OMB has revitalized the regulatory review
function under Executive Order 12866 (emphasizing cost-benefit analysis, returning
rules to the agencies); and issued governmentwide guidelines on data quality and
peer review (with OMB able to determine when agencies’ rules should be peer
reviewed and at what level). Have these executive actions taken too much authority
away from the agencies in whom Congress vested rulemaking authority, thereby
upsetting the balance of power between Congress and the President in this area?

o How has the Office of Information and Regulatory Affairs (OIRA) “prompt letter”
process worked? How many new regulations or improvements to existing rules can
be traced to these letters?

¢ Should a new President be authorized to stay the effectiveness of “midnight rules”
that are promulgated shortly before a new administration takes office? If so, should
there be limits on the amount of time rules can be delayed?

o Does OIRA have legal authority to promulgate requirements or even guidelines
regarding agencies’ use of peer reviews, risk assessments or guidance documents?

o IsPresidential review of rule cost beneficial? Is there an objective way to measure
benefits that OIRA review provides?

3. Congressional Review of Rules.

o How effective has the Congressional Review Act (CRA) been in improving
Congressional oversight of the rulemaking process? Does the Act need to be
amended/replaced? For example:

—  Should agencies still be required to send all rules to the House,
Senate, and GAO or should reporting be limited to just “major” or
“significant” rules?

—  Should Congress amend the CRA to require electronic reporting
of rules Congress and GAQ?

— How are GAO’s reports handled by Congress? Do they need
refinement?

—  Should there be an expedited procedure for House consideration of
rules reported for review?



—  Should Congress clarify that an agency’s failure to report a covered
rule renders the rule unenforceable and makes it subject to judicial
Review?

—  Should Congress clarify how not to run afoul of the “substantially the
same” prohibition in the CRA?

—  Should the “legislative day” measure be clarified since it is so
unpredictable in terms of calendar days?

—  Should Congress adopt the changes in the CRA process that were
contemplated by HR. 3148 in the 109" Congress, including the
proposal to establish a joint Congressional committee to screen and
recommend proposed rules for disapproval? If so, should it provide
the joint committee with authority envisioned in the Truth in
Regulating Act to require the GAO to provide assessments of
selected rules

Other than the CRA, what other options does Congress have to prevent the
implementation of an agency rule (e.g., appropriations riders)? How common are
such approaches? Are they effective?

Should Congress establish a“Congressional Office of Regulatory Analysis” to help
it oversee the agencies’ compliance with various rulemaking requirements? If so,
should it follow the format envisioned in the Truth in Regulation Act (e.g., be
established within the GAO, require assessment of all rulemaking requirements,
etc.)? If so, should Congress simply reauthorize and fund TTIRA?

Should Congress affirmatively approve all major rules (e.g., those with a $100
million annual impact on the economy) before they take effect instead of the current
scheme of making all final rules, major or minor, subject to review and possible
disapproval?

. Judicial Review of Rules.

Should Congress clarify whether the Information Quality Act permits judicial
review?

In light of the Supreme Court’s 2001 ruling in {7.8. v. Meade, is it time for Congress
to establish rules of “deference” when a court finds a statutory delegation
“ambiguous?”

If studies showing that appellate courts are overturning more than 50% of
challenged agency rules prove accurate, should Congress statutorily modify the
“reasonable decisionmaking” standard, or limit judicial review in some other way?

Should the APA be amended to make more clear when the courts can remand a rule
without vacating it?



The Chief Counsel for Advocacy of the Small Business Administration has been
given unique power under SBREFA to file amicus briefs in cases challenging
agency action. How effective/problematic has this been?

Should Congress address the increasing use of consent decrees that modify or alter
the substantive content of agency rules?

. The Utility of Regulatory Analysis and Accountability Requirements.

Should Congress reassess statutory requirements that prohibit agencies’
considerations of cost in setting health and safety standards?

Is cost-benefit analysis inherently biased in that the benefits of health and safety
rules are often difficult or impossible to monetize?

Executive Order 12866 requires agencies to assess the costs and benefits of all
significant rules, and requires a full cost-benefit analysis of all “economically
significant” rules. Does OMB apply these requirements and use cost-benefit
information in a balanced way? For example, does OMB require all rules to have
a cost-benefit analysis, or are certain rules exempt (e.g., Homeland Security rules)?
Does OMB use cost-benefit analysis to prompt rulemaking or to increase regulatory
requirements, or only to stop or limit rulemaking?

How effective have been the regulatory requirements designed to protect small
businesses and other small entities (e.g., the RFA and SBREFA)? Do they give
federal agencies too much discretion in their application? Should the Small
Business Administration (SBA) or some other entity be required to define key terms
(e.g., “significant economic impact on a substantial number of small entities”)? Or
should there even be special protections for small businesses and other small
entities?

How effective have been the regulatory requirements designed to protect federalism
(e.g., Executive Order 13132)? Do they give federal agencies too much discretion
in their application? Should OMB or some other entity be required to define key
terms (e.g., “significant federalism implications™)? Or should there even be special
protections for federalism?

Should agencies be required to reexamine their rules periodically to ensure that they
are still needed or impose the least burden? (Currently, agencies are only required
to do so for rules that had/have a “significant economic impact on a substantial
number of small entities.”) Or, should Congress take on that reexamination
responsibility (perhaps as contemplated in HLR. 3356 in the 108™ Congress)?
Relatedly, should agencies’ final rules include a “sunset” provision that requires
them to be reexamined and republished?

Should the myriad of analytical and accountability requirements in various statutes
and executive orders be rationalized and codified in one place?

To what extent have the analytical and accountability requirements contributed to
what is called by some the “ossification” of the rulemaking process?



How accurate are agencies’ pre-promulgation cost and benefit estimates?

How much does it cost for agencies to conduct cost-benefit analyses, risk
assessments, regulatory flexibility analyses, federalism assessments, etc.?

. The Role of Science in the Regulatory Process.

How should scientific advisory panels be constructed to ensure that they are
unbiased?

Under what circumstances should agencies’ regulatory policies deviate from the
recommendations of their scientific staff and advisory bodies?

Do agencies have too much discretion to deny correction requests? Should
agencies’ correction denials be subject to judicial review? What effect has the act
had on the length of time it takes agencies to issue rules? Do the Shelby
Amendment and the Information Quality Act, in tandem, potentially restrict the
release of research findings that would have significant social impact?

What is the appropriate role of the courts in reviewing science-based agency
regulatory decisions?

Are government-wide standards for peer review needed? Does OMB have the
authority to issue such standards? What effect will these requirements have on the
length of time it takes agencies to issue rules?

What has been the effect of the Supreme Court’s ruling in Daubert v. Merrell Dow

Pharmaceuticals, Inc. (regarding the acceptance and understanding of scientific

evidence to be used in the legal system) on regulatory policymaking?

What constitutes the “weight of evidence” in making risk-based regulatory

decisions? Should Congress define the term, or should it be left up to the agencies

within a specific regulatory context?

Are agencies complying with OMB’s peer review and risk assessment bulletins?
. The Agency Adjudicatory Process.

Is there a need to reassess the role of the administrative law judge (ALJ) and how

these officials are selected and evaluated? Should regulatory ALJs be treated

differently from benefits ALJs?

Should the notion of a centralized ALJ corps be revisited?

Is there a need to examine and review the role of non-ALJ hearing officers?

Should the split-enforcement model of agency adjudication (e.g., Occupational

Safety and Health Administration [OSHA]-Occupational Safety and Health Review
Commission) be used more often?
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o Should the APA contain a provision regarding informal adjudication?

o Should the APA’s adjudication provisions be extended to all evidentiary hearings
required by statute?
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l. Public Participation in the Rulemaking Process

Section 553 of the Administrative Procedure Act (APA) establishes the general procedures
that an agency must follow when promulgating a rule.! Rulemaking under this section is referred
to as “informal,” or “notice and comment” rulemaking, and requires an agency to publish notice
of a proposed rulemaking in the Federal Register, provide opportunity for the submission of
comments by the public, and to publish a final rule and a general statement of basis and purpose
in the Federal Register “not less than 30 days before its effective date.”

Regarding public participation in this context, the APA specifically provides that an agency
“shall give interested persons an opportunity to participate in the rulemaking through submission
of written data, views, or arguments with or without the opportunity for oral presentation,”
Thus, the APA establishes that an informal rulemaking must, at a minimum, provide an
opportunity for interested parties to submit written comments regarding the rule in question. The
notice and comment process has been criticized as providing an inadequate forum for effective
public participation, with some commentators asserting that the process does not further the
public interest so much as provide a “forum for competition among interest groups,”™ and that it
“fail[s] to encourage dialogue and deliberation among the parties most affected by
[rulemaking] ”* Conversely, other commentators have suggested that there is ample evidence to
support the proposition that agencies do in fact give serious consideration to comments received,
oftentimes leading to significant changes in proposed rules.® With these competing viewpoints in
mind, the Project has focused on analyzing a broad spectrum of issues adhering to public
participation in the rulemaking process, ranging from judicially derived participation
requirements to recent innovations in electronic rulemaking.

Standards Governing Effective and Meaningful Public Participation in
Informal Rulemaking Proceedings

The original model of informal rulemaking under the APA,” which held sway from 1946
until the late 1960s, no longer exists. Fashioned to reflect the conception of administrative
agencies as technically expert bodies capable of correctly finding and applying facts and law,
only a subsidiary and minor role was accorded the interested public in agency policymaking
proceedings. Since 1970, however, the Supreme Court and the federal courts of appeals have
virtually singlehandedly reshaped the structure of informal rulemaking in a series of decisions

1517.8.C. §553 (2000).
%5 10.8.C. §553(c), (d) (2000).
35 U.8.C. § 553(c) (2000).

“See David Barron & Flena Kagan, Chevron’s Nondelegation Doctrine, 2001 Sup. Ct. Rev.
201, 231-232.

*See Jody Freeman, Collaborative Governance in the Administrative State, 45 U.C LA L. Rev.
1, 12 (1997).

SSee Jeffrey S. Lubbers, A Guide to Federal Agency Rulemaking, American Bar Association,
Fourth Edition at 296, n.5 (2006).

75 U.S.C. § 553 (2000).



13

expanding both the obligations of agencies and the role of the reviewing courts. The result has
been the transformation, without benefit of legislative amendment, of informal rulemaking into
an on-the-record proceeding that has fostered widespread public participation in the process.
These developments and the reasons for them are briefly recounted.

As originally conceived and practiced, an agency would develop a proposed rule under
section 553 of the APA by drawing upon any sources of information or analysis, including
business or consumer representatives, academicians, or the agency’s own expertise. The agency
then published a notice of proposed rulemaking (NPRM) in the Federal Register and opened the
matter to written comment for an unspecified period, and any interested person could introduce
into the record “data, views, or arguments™® in support or opposition. The agency had discretion
to hold oral hearings or take additional procedural steps to develop the rule further. After
considering the proposal in light of the comments, the agency could withdraw the proposal,
publish a revision, or promulgate a final rule accompanied by a concise statement of basis and
purpose explaining its action. In this original APA model, the final statement could draw also
upon sources of information or argument not previously raised or revealed.” On review, a court
would uphold the agency action if it found the rule within the scope of the agency’s authority
and not arbitrary and capricious. That is, the court would uphold the rule if the agency could
construct a plausible supporting hypothesis. Agencies were put under no duty to consider all
possible alternatives. They were expected to demonstrate that their policies were “rational” in
only a minimal sense — more likely than not to promote a permissible goal."® This standard of
review gave an agency immense discretion and was mitigated only by the countervailing
limitation that the supporting rationale had to be provided by the agency itself. A reviewing
court would neither invent a hypothesis upon which the agency could have acted" nor accept
inventions counsel might develop in the context of appeal.'?

During this era, no one thought the comments required by section 553 were intended to
constitute a complete record for decision either by the agency or the reviewing court.”® Under
the original APA model, the agency acted primarily on the basis of its expertise, using whatever

55 U.S.C. § 553(c) (2000). The APA does not specify the length of the comment period.
Presidential executive orders since the Carter Administration have suggested a period of not less
than 60 days “in order to atford the public a meaningful opportunity to comment on any proposed
regulation.” See, e.g., Executive Order 12866, 58 Fed. Reg. 51735, Sec. 6(a)(1) (Oct. 4, 1993).

®See, e.g., Pacific Coast Eastern Conf. v. United States, 350 F.2d 197, 205 (9™ Cir. 1965), cert.
denied, 382 .8, 958 (1965).

YSee, e.g., NLRB v. Seven-Up Bottling Co., 344 U.S. 344 (1953) (order will be upheld unless
it can be shown that it is attempt to achieve ends other than those set forth in statute); SEC v.
Chenery Corp., 332 U.S. 194, 207 (1947) (order will be upset only if it lacks “any rational and
statutory foundation”).

"See, e.g., SEC v. Chenery Corp., 318 U.S. 80, 94 (1943).
ZSee, e.g., Burlington Truck Lines v. United States, 371 U.S. 156, 168-89 (1962).

YNathaniel L. Nathanson, Probing the Mind of the Administrator: Hearing Variations and
Standards of Review Under the Administrative Procedure Act and Other Federal Statutes, 75
Colum. L. Rev. 721, 754-55 (1975).
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internal processes and information it desired. Requiring comment simply gave the agency the
opportunity to hear views of knowledgeable outsiders before exercising its own independent
judgment.”® They

were regarded solely as “instruments for the education of the administrator. " The agency was
free, at the time of review, to support a rule with a “record” not based on the information
available to various decisionmakers during the rule’s formation."”” While the courts at that time
may have viewed post hoc rationalizations with suspicion,'® such rationalizations were
acceptable. The agency could base its decision on expertise, unstated political considerations, or
an inarticulable intuition.” If the ultimate validity of the regulation turned on questions of fact,
as opposed to agency policy judgments, then an enforcement proceeding was deemed an
adequate forum for review.” In such proceedings, it was assumed the challenger could assail the
rule as applied to his particular situation. Thus, under original APA model, settlement of issues
of policy and fact were not based on the rulemaking record.

Professor Martin Shapiro has characterized the rule of the agencies and courts during this
period and the reasons for this posture as follows:

In the early 1930's the New Deal created a government based on concentrating
power in the hands of technically expert administrative agencies. By the early
1940's administrative law had been well shaped to express this theory. The new
judges enunciated a theory of review that was a restatement of the progressive
political theory. Power must be concentrated to be effective; and it must be
wielded by experts in order to achieve rational results. Thus judges, who were
not technically expert, must defer to agencies, who were. The central doctrines of
the administrative law of the 1940's were the twin presumptions that agencies had
correctly found the facts and had correctly found the law. Given such
presumptions, there was nothing for the judges to do. They effectively transferred
their power over regulation to the agencies at the same time they gave
constitutional approval to the delegation of congressional regulatory power to the
same agencies. Voila technocracy-—-rule by expert agencies.”

"Martin Shapiro, On Predicting the Future of Administrative Taw, Regulation at 19-20
(May/June 1982).

"*Nathanson, supra note13, at 754-75.

NLRB v. Seven-Up Bottling Co., 344 U.S. 349 (1953) (dictum); Pacific Coast Eastern Conf’
v. United States, 350 F.2d 197, 205 (9™ Cir. 1965), cert. denied, 382 U.S. 958 (1965).

"William F. Pederson, Jr., Formal Records and fnformal Rulemaking, 85 Yale L. J. 38, 62-65
(1975).

""See, e.g., FTC v. Sperry and Hutchinson Co., 405 U.S. 233, 246-50 (1972).

YTames V. DeLong, Informal Rulemaking and the Infegration of Law and Policy, 65 Va. L.
Rev. 257, 272 (1979).

¥See Attorney General’s Comm. on Adm. Procedure, Final Report, $. Doc. No. 8, 77" Cong.
1" Sess. 115-20 (1941); Nathanson, supra notel3, at 755-57; Colin S. Diver, Policymaking
Paradigms in Administrative Law, 95 Harv. L. Rev. 393, 405 (1981).

AShapiro, supra note 14, at 19.
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By the 1960s, however, criticism of the prevailing rulemaking model began to swell.
Presidential commissions,? jurists,” academics,?* and so-called public interest protectors,”
fueled in great measure by the immense growth in the role of the federal government, both in
terms of the national resources allocated by the government and the degree of intrusiveness into
individual decisions, expressed skepticism about both the substance and form of government
decisionmaking. The product of many agencies’ deliberations, these critics argued, was not a
flexible policy, but no policy at all and which in some instances resulted in favoritism or
uncertainty. The proliferation of the government’s reach also raised questions as to the
continued validity of the notion of the “expert” administrator.

The cumulative effect of these criticisms was a revolutionary overhaul of the whole
structure of administrative regulation. Spearheaded by the courts, beginning in the mid-1960s
and accelerating rapidly during the early years of the 1970s, a new consensus about agency
policymaking began to emerge.*® The key doctrinal shift was the enhanced emphasis on
rulemaking as a method of formulating policy. Doubts about some agencies’ legal authority to
issue binding rules were erased by a series of judicial decisions.”” Congress joined in this trend
by granting broad rulemaking power in new regulatory statutes™ and by increasingly resorting to
“action-forcing” techniques to compel prospective adoption of policies.” Courts invoked a
variety of legal grounds — due process,* organic statutes and internal agency procedures,or

“See James M. Landis, Report on Regulatory Agencies to the President Elect (Washington,
D.C.. Government Printing Office, 1960); Report of the ABA Commission to Study the Federal
Trade Commission (Sept. 15, 1969); Report of the President’s Advisory Council on Lyecutive
Organization, A New Regulatory Framework (1971) (Ash Report).

BSee, e.g., Henry J. Friendly, The I'ederal Adminisirative Agencies: The Need for Better
Definition of Standards 75 Harv. L. Rev. 1263 (1962); Samuel Eistreicher, Pragmatic Justice: The
Contributions of Judge Harold Leventhal to Administrative Law, 80 Colum. L. Rev. 894 (1980).

HSee, e.g., Kenneth Culp Davis, Discretionary Justice (1969); Murray Edelman, The Symbolic
Use of Politics 22-26 (1964); Theodore J. Lowi, The End of Liberalism: The Second Republic of
the United States 92-126 (2d ed. 1979).

BSee, e.g., Edward F. Cox, Richard C. Fellmeth and John E. Schulz, The Nader Report on the
Federal Trade Commission (1969); Richard C. Fellmeth, The Interstate Commerce Commission
(1970).

*These developments are comprehensively treated in legal commentaries. See, e.g., Richard
B. Stewart, The Reformation of American Administrative Law, 88 Harv. L. Rev. 1669 (1975); Paul
Verkuil, “The Emerging Concept of Administrative Procedure,” 78 Colum. L. Rev. 258 (1978),
James v. DeLong, Informal Rulemaking and the Integration of Law and Policy, 65 Va. L. Rev. 257
(1979).

“Permian Basin Area Rate Cases, 390 U.S. 747 (1968); FPC v. Texaco, Inc., 377 U.S. 33
(1964); National Petroleum Refiners Ass’n v. FTC, 482 F 2d 672 (D.C. Cir. 1973).

BSee, ¢.g., Consumer Product Safety Act, 15 U.S.C. § 2059 (1998).

#See Richard B. Stewart & James E. Krier, Environmental Law and Policy: Readings,
Materials, and Notes 371-73 (2d ed. 1978).

%See, e.g., Soglin v. Kauffman, 418 F.2d 163, 168 (7" Cir. 1969); Holmes v. N.Y. Housing
Authority, 398 F.2d 262, 264-65 (2d Cir. 1968); Homsby v. Allen, 326 F.2d 605, 609-10 (5Lh Cir.
(continued...)
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abuse of discretion*? - for finding an obligation to proceed by rulemaking, Informal rulemaking
became the presumptive and judicially preferred mode of policymaking procedure.®

The courts not only demanded greater use of rulemaking for elaborating policy, but also
radically transformed the ways in which agencies make rules and courts review them. Led by
the Court of Appeals for the District of Columbia, creative judicial interpretation of the APA and
of the agencies” organic statutes made rulemaking dramatically more accessible and procedurally
formal. First, the courts lowered the barriers to public access to both agencies and courts by
relaxing the standing, ripeness, and exhaustion rules.* Those rules originally had been designed
to exclude from agencies and the courts every one except those few individuals who had suffered
direct legal injury by government action. Now any interest group may assert small or indirect
potential injury and thereby claim access to the decisionmaking processes of government.

The next step the courts took was to ensure that access was meaningful. This was
accomplished by engrafting muscle and substance on the heretofore spare and cryptic notice and
comment requirements of section 553. The courts now required a rulemaking record which had
to contain the material on which the agency bases its decision.” Thus the use of nonrecord
material in a final statement of basis and purpose was found to be cause for remand.*® Even if
the record as it stood would support the agency decision, the court could find an abuse of
discretion if other, unrevealed sources affected the rulemaking process.”” The courts also
required agencies to place the relevant materials, particularly those of a complicated or technical
nature, on the record at a time and in a form that would allow other parties an opportunity to
examine and appraise them.® Last minute additions to the record were held not to suffice since

%(_..continued)
1964).

See, ¢.g., Morton v. Ruiz, 415 U.S. 199, 231-36 (1974).
328ee Bokat v. Sureck, 637 F.2d 1315, 1317 (9" Cir. 1981).
% United States v. Florida East Coast Railway Co., 410 U.S. 224 (1973).

HSee, e.g., Barlowv. Collins, 397 U.S. 159 (1970); Association of Data Processing Serv. Orgs.
Inc.,v. Camp, 397 U.S. 150 (standing); Gardner v. Toilet Goods Ass’n, 387 U.S. 167 (1967); Abbott
Laboratories v. Gardner, 387 U.S. 136 (1967) (ripeness); see generailly, Ralph F. Fuchs,
Prerequisites to Judicial Review of Administrative Agency Action, 51 Ind. L.J. 817 (1976).

*United States v. Nova Scotia Food Prod. Corp., 568 F.2d 240, 251-252 (2d Cir. 1977),
Industrial Union Dept. v. Hodgson, 499 F.2d 267, 475-76, 488 (D.C. Cir. 1974); Portland Cement
Assoc. v. Ruckelshaus, 486 F.2d 375,393 n. 67 (D.C. Cir. 1973), cert. denied, 417U.S. 921 (1974),
see generally, William F. Pederson, Ir., FFormal Records and Informal Rulemaking, 85 YaleL.J. 38
(1975).

*National Ass’n of Demolition Contractors v. Costle, 565 F.2d 748, 752 (D. C. Cir. 1977).

*TUnited States Lines, Inc. v. FMC, 584 F.2d 9, 51-39 (D.C. Cir.), cert. denied, 434 U.S. 229
(1977); Sangamon Valley TV Corp. v. United States, 269 F.2d 221, 224 (D.C. Cir. 1959). But ¢.f.
Action for Childrens’ Television v. FCC, 564 F.2d 458, 477-78 (D.C. Cir. 1977).

**Portland Cement Ass’n v. Ruckelshaus, 486 F.2d 375, 392-394, 402 (D.C. Cir. 1973), cert
denied, 417 U.S. 921 (1974); Home Box Office, Inc. v. FCC, 567 F .2d 9, 54-55 (D.C. Cir. 1977);
United States v. Nova Scotia Food Prod. Corp., 568 F.2d 240, 252 (2d Cir. 1977); International

(continued...)
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it deprived participants of the opportunity to comment or refute.” Interested parties had to have
the opportunity to test the bases of the agency’s position--factual, technical, analytical or
theoretical.** Although the timely entry of material onto the record would suffice in most cases,
some decisions stated that an agency should allow cross-examination or a specific opportunity
for rebuttal if such procedures are the best method of illuminating issues.*

Finally, the courts imposed a series of requirements on the final statement of basis and
purpose. The statement:

Must be sufficiently complete and detailed to enable the court to accomplish its
reviewing function, assuring itself that the agency has engaged in reasoned
decisionmaking, has given serious thought to alternative rulings, and has provided
reasoned explanations for controversial normative and empirical determinations.
In short, “the reviewing court must satisfy itself that the requisite dialogue
occurred and that it was not a sham.”*

Thus, the statement must identify the major issues in the proceeding, explain the agency’s
reasoning on those issues, and establish that the agency has indeed identified and taken a hard
look at all the relevant factors.” For important conclusions, the statement must point to specific
materials in the record; vague allusions to material on file or to the agency’s general expertise
would not suffice.

*(...continued)
Harvester Co. v. Ruckelshaus, 478 F.2d 615, 631-32 (D.C. Cir. 1973).

®United States Lines, Inc. v. FMC, 584 F.2d 519, 533-36, 541-42 (D.C. Cir. 1978);
Environmental Defense Fund v. Blum, 459 F. Supp. 650, 658-60 (D.D.C. 1978).

“8ee Home Box Office, Inc. v. FCC, 567 F 2d 9, 35-36 (D.C. Cir.), cert. denied, 434 U.S. 829
(1977); Mobile Oil Corp. v. FPC, 483 F.2d 1238, 1259-60 (D. C. Cir. 1973).

“8ee, e.g., Bunker Hill Co. v. EPA, 572 F.2d 1286, 1305 n. 41 (8" Cir. 1978). In Vermont
Yankee Nuclear Power Corp v. NRDC, 435 U.S. 519 (1978), the Supreme Court precluded the
invalidation of rules solely because an agency failed to use specific procedures not required by
section 553. The decision, however, did not overturn all the law of informal rulemaking that had
been developed by the lower courts, and did not affect continuing strict scrutiny of agency adherence
to the procedural requirements in the APA or in agency regulations and the obligation of agencies
toengage in “reasoned decisionmaking,” which was to include the consideration of alternatives. See
Motor Vehicle Mfrs. Assoc. v. State Farm Mutual Automobile Ins. Co., 463 U.S. 29 (1983).

“NRDC, Inc. v. NRC, 547 F.2d 633, 658 n. 3 (D. C. Cir. 1976) (Tamm, J., concurring), rev'd
sub nom., Vermont Yankee Nuclear Power Corp. v. NRDC, Inc.,, 435 US. 519 (1978). The
Supreme Court specifically approved Judge Tamm’s characterization of the role of the reviewing
court.

®Automotive Parts Accessories Ass’n v. Boyd, 407 F.2d 330, 338 (D.C. Cir. 1968); United
States v. Nova Scotia Food Prod. Corp., 568 F.2d 240, 252-53 (2d Cir. 1977).

#United States Line, Inc. v. FMC, 584 F.2d 519, 533-35 (D.C. Cir. 1978).
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Agencies have also been held obligated to answer cogent comment and to do so in terms
of the particular record in preparing the final statement.** A significant part of the statement’s
function is seen as responding to public comments and explaining how the agency resolved the
problems raised. The obligation to respond to serious objections may even extend to criticisms
that might have been made, but were not. The agency itself may have to refute serious
arguments against its positions or contentions.*®

The judicial revolution effected between 1968 and 1983 remains in place today.*’ In
essence, the courts now seek to ensure that agencies listen and respond to citizen comments by
reading the “concise and general statement” language of the APA as a requirement that they
conduct a dialogue with the public and that the agency’s statement contains responses to the
comments received. The point of the dialogue is that if the agency must respond to comments, it
must listen to the comments. Thus, the courts have forced agencies to grant real access to the
public by demanding that the agency prove it has listened by responding in detail to what the
public has said to it.

Finally, these requirements for greater public access and procedural formality have been
accompanied by more exacting review of substantive agency decisions. The very label used to
describe modern review of judicial rulemaking — the “hard look doctrine”- captures the sense of
transformation just described. Reviewing courts apparently are no longer content to affirm based
upon the intuitive plausibility of the link between the policy announced and the statutory
standard. An agency must be prepared to demonstrate the superiority of the choice made over
others advanced by outside participants or conceived by the agency itself. To enforce that
requirement, courts examine, often in painstaking detail, the agency’s factual predicate,
analytical methodology, and chain of reasoning. Rulemaking must be demonstrated to be an
exercise in “reasoned decisionmaking ™*

Effective Public Participation During the Notice and Comment Phase. While
the judicial maxims discussed above establish certain procedural and substantive safeguards
designed to protect and foster effective public participation in rulemaking, significant issues
continue to adhere to agency actions in the notice and comment phase that have the practical
effect of minimizing or dispensing with public participation.

Sufficiency of the Notice. As touched upon above, the notice and comment
procedures of the APA are designed “to allow the agency to benefit from the experience and
input of the parties who file comments, and to see to it that the agency maintains a flexible and
open-minded attitude towards its own rules.”* Further, the notice and comment procedure

#Office of Communications of the United Church of Christ v. FCC, 560 F 2d 529, 532-33 (2d
Cir. 1977).

“Motor Vehicle Mfrs. Ass'n v. State Farm Mutual Automobile Ins. Co., 463 U.S. 29, 43
(1983).

YSee generally, Lubbers, supra note 6, at 295-333.
#Richard J. Pierce, Jr., Seven Ways To Deossify Rulemaking, 47 Admin. L. Rev. 59, 65 (1993).
*“National Tour Brokers Ass’n v. United States, 591 F.2d 896, 902 (D.C. Cir. 1978).
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“encourages public participation in the administrative process and educates the agency, thereby
helping to ensure informed agency decisionmaking >’

To ensure that these goals are realized, courts have repeatedly held that a NPRM., in order
to allow for meaningful public participation, must “fairly apprise interested persons” of the
issues underlying the rulemaking proceeding.™* As such, if the differences between a proposed
rule and a final rule are so substantial as to render ineffective the notice provided to the public, a
reviewing court may vacate the final rule. It is important to note that this maxim does not
establish that an agency may not alter a proposal in its final rule. Indeed, reviewing courts have
declared that a final rule must differ from the proposed rule “when the record evidence warrants
such a change,»* and that a contrary position “would be antithetical to the whole concept of
notice and comment.”™ As was explained by the Court of Appeals for the District of Columbia,
“a contrary rule would lead to the absurdity that in rule-making under the APA the agency can
only learn from the comments on the proposals only at the peril of starting a new procedural
round of commentary.”**

In order to differentiate between permissible alterations to a final rule and those that
would render a NPRM ineffective, reviewing courts have held that “a final rule which departs
from a proposed rule must be a logical outgrowth of the proposed rule. ™ Referred to as the
“logical outgrowth doctrine,” this standard “focuses on whether th interested parties reasonably
could have anticipated the final rulemaking from the draft permit.”* In National Mining Ass nv.
MSHA,” the Court of Appeals for the District of Columbia stated:

Our cases offer no precise definition of what counts as a “logical outgrowth.” We
ask “whether ‘the purposes of notice and comment have been adequately
served.”” American Water Works Ass'nv. EPA, 40 F 3d 1266, 1274 (D.C. Cir.
1994) (quoting Fertilizer Institute v. EPA, 935 F.2d 1303, 1311 (D.C. Cir. 1991)).
Notice was inadequate when “the interested parties could not reasonably ‘have
anticipated the final rulemaking from the draft [rule].”” Id. at 1275 (quoting Anne
Arundel County v. LPA, 963 F2d 412, 418 (D.C. Cir. 1992)). “[W]e inquire
whether the notice given affords ‘exposure to diverse public comment,” ‘fairness
to affected parties,” and ‘an opportunity to develop evidence in the record.””

*Chocolate Mfrs. Ass’n v. Block, 755 F.2d 1098, 1103 (4™ Cir. 1985) (citing Spartan
Radiocasting Co. v. FCC, 619F.2d 314, 321 (4" Cir. 1980); BASF Wyandotte Corp., v. Costle, 598
F.2d 637, 642 (1* Cir, 1979), cert. denied, 444 U.S. 1096 (1980)).

*See United Steelworkers v. Marshall, 647 F.2d 1189, 1221 (D.C. Cir. 1980); American Iron
& Steel Inst. v. EPA, 568 F.2d 284, 293 (3d Cir. 1977).

Marshall, 647 F.2d at 1221.
*Natural Resources Defense Council v. EPA, 279 F.3d 1180, 1186 (9™ Cir. 2002).

*International Harvester Co. v. Ruckelshaus, 478 F 2d 615,632, 1.51 (D.C. Cir. 1973); see also
Kooritzky v. Reich, 17 F.3d 1509, 1513 (D.C. Cir. 1994) (noting that “[a]gencies should be free to
adjust or abandon their proposals without having to start another round of rulemaking”).

*Natural Resources Defense Council v. EPA, 863 F.2d 1420, 1429 (9" Cir. 1988).
*Id.
116 F.3d 520, 531 (D.C. Cir. 1997).
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Association of Am. Railrocds v. Dep't of Transp., 38 F.3d 582, 589 (D.C. Cir
1994) (quoting Small Refiner Lead Phase-Down Task Force v. EPA, 705F 2d
506, 547 (D.C. Cir. 1983)).

Regarding the practical application of the logical outgrowth doctrine, the court in
National Ass'n of Psychiatric Health Sys., et al. v. Shalala, stated that “[t]he question . . .
‘always requires careful consideration on a case-by-case basis.”* The court went on to explain
that “it is fair to say that it is hard to discern a clear rationale differentiating the holdings™ of
cases that have considered whether a particular rulemaking falls within the scope of the
doctrine.® Upon providing a series of examples illustrating this point,” the court again stressed
that it was “clear that [a logical outgrowth doctrine] inquiry must be undertaken on a case-by-
case basis,” stating that a reviewing court “must look to the specific facts of [a] case in
determining whether [a] final rule was the logical outgrowth of the one proposed.”®

In addition to issues adhering to the logical outgrowth doctrine, reviewing courts have
also accepted the notion that notice, to be adequate, must provide interested parties with the
opportunity to “challenge the factual assumptions on which [the agency] is proceeding and to
show in what respect such assumptions are erroneous.”* In Poriland Cement Ass’n v.
Ruckelshaus, for instance, the Court of Appeals for the District of Columbia reviewed new
source performance standards established by the Environmental Protection Agency (EPA)

*120 F.Supp.2d 33, 39 (D.D.C. 2000) (quoting BASF Wayndotte Corp. v. Costle, 598 F.2d
637, 642 (1" Cir. 1979)).

*Id. at 39.

%Id. at 39-40; ¢f National Mining Ass’n, 116 F.3d 520, 532 (holding notice inadequate when
final rule changed requirement for examination of mines, but proposed rule did not indicate that
agency had considered changing the requirement), American Water Works Ass'n v. EPA, 40 F.3d
1266 (D.C. Cir. 1994) (holding notice inadequate when final rule adopted broader definition of the
word ‘control,” in reference to manner in which public water systems must take responsibility for
controlling water quality under the Safe Drinking Water Act, than had been foreshadowed in
proposed rule); Horsehead Resource Development Co. v. Browner, 16 F.3d 1246 (D.C. Cir. 1994)
(holding notice was inadequate when proposed rule did not sufficiently foreshadow agency’s intent
to regulate not only emissions of either carbon monoxide or total hydrocarbons, but also combined
emissions of those two pollutants); with Natural Resources Defense Council v. Thomas, 838 F.2d
1224 (D.C. Cir. 1988) (holding notice adequate where proposed rule outlined plan where emissions
requirements would depend on varying criteria, but final rule adopted uniform criteria for
emissions); United Steelworkers v. Marshall, 647 F 2d 1189 (D.C. Cir. 1989), cert. denied, 453 U.S.
913, 101 S.Ct. 3148, 69 L.Ed.2d 997 (1981) (holding notice adequate even when final rule setting
standard for allowable exposure of airborne lead in workplace was twice as stringent as proposed
rule); and District of Columbia v. Train, 521 F.2d 971 (D.C. Cir. 1975) (holding notice adequate
when proposed rule discussed EPA regulations for transportation control and mentioned alternate
forms of transportation, but final rule created network of 60 miles of bicycle lanes and imposed
requirements of bicycle storage facilities in certain parking lots).”

S'!National Association of Psychiatric Health Systems ef @/, v. Shalala, 120 F.Supp.2d at 40.

“Magnuson-Moss Warranty -Federal Trade Commission Improvement Act, H.R. Rep. No. 93-
1606, at 33 (1974) (Conference Report).
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pursuant to the Clean Air Act regarding the operation of Portland cement plants.®® Addressing a
published statement from the EPA indicating that it had relied on test results that were not made
available for public comment in formulating the final rule, the court stated, “We find a critical
defect in the decision-making process in arriving at the standard under review in the initial
inability of petitioners to obtain — in timely fashion — the test results and procedures used . . .
The court went on to conclude that “[1]t is not consonant with the purpose of a rule-making
proceeding to promulgate rules on the basis of inadequate data, or on data that, [in] critical
degree, is known only to the agency.”*

»64

Based on these factors, it is apparent that reviewing courts have developed standards to
ensure that the notice afforded to the public during an agency rulemaking proceeding is
sufficient to satisfy the goals underlying the APA. As is indicated by the decisions noted above,
however, any inquiry into the adequacy of notice is necessarily a fact-specific inquiry, lending a
significant degree of uncertainty to an interested parties’ challenge to agency in this context.
Furthermore, burdens associated with the prosecution of a challenge to an agency’s actions
during the rulemaking process may be compounded by this uncertainty.

The Good Cause Exception. After the completion of the notice and comment
process, an agency will occasionally decide that there is a need to suspend, amend, or revoke a
final rule that may or may not have gone into effect. This determination may be motivated by a
multitude of factors, such as the identification of new information or previously unconsidered
consequences, suddenly altered economic or societal circumstances, or major shifts in
governmental and/or regulatory policy.* Judicial decisions interpreting the APA’s requirements
for informal rulemaking have established that a rule is final when published in final form,
irrespective of whether the rule has actually gone into effect.*” Likewise, related decisions have
established that the effective date of a final rule is a substantive provision of a rule. As such,
these decisions establish that any substantial modification to a final rule must be accomplished
through additional notice and comment proceedings

486 F.2d 375 (D.C. Cir. 1973), cert. denied, 417 U.S. 921 (1974).
%Id at392.

%Id. at 393; see also Lloyd Noland Hospital and Clinic v. Heckler, 762 F.2d 1561, 1565 (11®
Cir. 1985) (“When a proposed rule is based on scientific data, the agency should identify the data
and methodology used to obtain it.”); United States v. Nova Scotia Food Products Corp., 568 F.2d
240, 252 (2d Cir. 1977) (“When the basis for a proposed rule is a scientific decision, the scientific
material which is believed to support the rule should be exposed to the view of the interested parties
for their comment”).

$See Peter D. Holmes, Paradise Postponed: Suspensions of Agency Rules, 65N.C. L. Rev. 645
(1987).

"Natural Resources Defense Council v. EPA, 683 F.2d 752, 760-761 (D.C. Cir. 1982).

%Consumer Energy Council of America v. FERC, 673 F.2d 425, 446-446 (D.C. Cir. 1982);
Natural Resources Defense Council v. EPA, 683 F.2d 752 (3" Cir. 1982); Environmental Defense
Fund, Inc. v. Gorsuch, 713 F.2d 802 (D.C. Cir. 1983); Environmental Defense Fund, Inc. v. EPA,
716F.2d 915 (D.C. Cir. 1983) (per curiam); Natural Resources Defense Council v. EPA, 725 F.2d
761 (D.C. Cir. 1984); Associated Builders and Contractors, Inc. v. Herman, 976 F. Supp. 1(D.D.C.
1997).
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Given that a substantive modification itself constitutes a rulemaking under the APA itis
axiomatic that the modifying agency is required to comply with the Act’s notice and comment
procedures in implementing any changes. Agencies, however, may issue “interim final rules”
that become effective without prior notice and opportunity for public comment based upon the
good cause exception to the APA, which provides that an agency may forgo general notice and
comment procedures if the agency “for good cause finds (and incorporates the finding and a brief
statement of the reasons therefor in the rules issued) that notice and public procedure thereon are
impracticable, unnecessary, or contrary to the public interest.”® This “good cause exception” to
the APA is “narrowly construed and only reluctantly countenanced” by the courts.”

While the validity of an agency’s use of the good cause exception is a fact-specific
inquiry, a review of the relevant decisions reveals common factors that influence judicial
disposition of rule modifications pursuant to the good cause exception.

Given that the good cause exception allows an agency to avoid the principles of public
participation undergirding the APA, courts generally require a showing that exigent
circumstances have rendered traditional notice and comment procedures unduly burdensome. In
particular, courts have held that notice and comment procedures may be bypassed in instances
where implementation deadlines imposed by statute or court order have rendered such
procedures impractical, or where formal compliance with the APA would run contrary to the
public interest due to a public health or safety emergency.”

In Council of the Southern Mountains v. Donovan, for instance, the court considered the
Mine Safety and Health Administration’s (MSHA) six-month suspension, without notice and
comment, of regulations that required “coal operators to equip all underground miners with self-
contained self-rescuers (SCSRs).”” The court upheld the suspension, identifying several factors
supporting the MSHAs action. First, the court found it significant that the suspension was
necessitated by circumstances beyond the agency’s control. Specifically, the court determined
that field tests of the SCSRs were not completed due to external delays in obtaining the
necessary equipment and cooperation, and that the agency had made a good faith effort to
resolve these problems.™ Furthermore, the court gave weight to the fact that the suspension was
limited to six months.™

Likewise, in National Federation of Federal Employees v. Devine, the court validated the
suspension by the Office of Personnel Management (OPM), without notice and comment, of the
1981 “open season” for health plan selection by federal employees, citing “unforeseen

95 U.5.C. § 553(b)3)(B) (2000).

"New Jersey Dept. of Envil. Protection v. EPA, 626 F.2d 1038, 1045 (D.C. 1980). For a
thorough review of the dynamics of the good cause exception, see Juan J. Lavilla, The Good Cause
Exemption to Notice and Comment Rulemaking Requirements Under the Administrative Procedure
Act, 3 Admin. L.J. 317 (1989).

"See Michael Asimow, Inerim-Final Rules: Making Haste Slowly, 51 Admin. L. Rev. 703,720
(1999).

%653 F.2d 573, 575 (D.C. Cir. 1981).
"Id at 581.
"Id. at 582.
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emergency circumstances, including last-minute benefit reductions and pending litigation in
federal courts.”” Analyzing the suspension, the court determined that OPM had properly
suspended the rule in light of the fact that no accurate information regarding new contract terms
was available.” Specifically, the court explained that the lack of this information could thwart
the rule’s goal of facilitating informed employee decisionmaking regarding health plans.”
Furthermore, the court found the suspension was necessary to ensure the financial stability of the
program, as Blue Cross-Blue Shield, which had suffered significant losses and was the
predominant health care provider under the program, had threatened to withdraw completely
unless the open season was postponed to allow it to solve actuarial problems.™ Finally, the court
also found it significant that the suspension was to be temporary.”

These cases indicate that courts are willing to uphold modifications predicated upon the
good cause exception in situations where external circumstances have compromised the safety or
substantive goal of the regulation. As is shown below, however, the courts have been unwilling
to accept unilateral suspensions when such concerns are absent.

In Natural Resources Defense Council v. EPA, the Court of Appeals for the Third Circuit
considered the EPA’s indefinite suspension, without notice and comment, of the effective date of
a set of amendments to regulations establishing pretreatment standards for the introduction of
pollutants into treatment works.® The EPA asserted that the suspension was necessitated by
Executive Order 12291, which directed agencies to postpone the effective dates of not yet
effective final rules to the extent necessary to allow for reconsideration of such rules’
compliance with the newly imposed cost-benefit requirements of the order.* The court held that
the EPA did not have good cause to effectuate the suspension without complying with notice and
comment requirements.” Specifically, the court found that there was no reason why the agency
could not have complied with the aforementioned order while also providing an abbreviated
notice and comment period to meet the requirements of the APA ¥

In Environmental Defense Fund v. Gorsuch, the court invalidated the EPA’s suspension,
without notice and comment, of regulations pertaining to the treatment of hazardous waste under
the Resource Conservation and Recovery Act (RCRA)* Although the EPA was directed to issue
these standards by April of 1978, they were not promulgated until May of 1980 pursuant to a
court order. The standards issued at this time constituted “Phase I” regulations establishing the
basic regulatory structure of the RCRA’s system of hazardous waste management. Phase 11

7671 F.2d 607 (D.C. Cir. 1982) (per curiam).

Id. at 611.

"Id at611.

id at 611,

PId at 612,

%6583 F.2d 752, 754 (3" Cir. 1982).

¥1d at 755-756; see also Exec. Order No. 12,291, 46 Fed. Reg. 13,193 (Feb. 17, 1981).
82683 F.2d at 767.

Bid.

713 F.2d 802 (D.C. Cir. 1983).
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regulations establishing the technical standards for hazardous waste treatment were issued in
January of 1981, to become effective in July of 1981. Shortly after the Phase II regulations took
effect, however, the EPA, suspended the regulations.* This action was clearly influenced by
Executive Order 12291, with the EPA further asserting good cause for the suspension on the
grounds that the regulations had been criticized as too costly and were likely to be changed in the
near future ¥ The court nullified the suspension, finding no basis for the justifications offered by
the agency and noting that the EPA’s reversal regarding its approach to the regulations
constituted a “danger signal” requiring closer scrutiny of the agency’s actions.”

In another case rejecting an EPA rule suspension of an RCRA regulation, the court again
found that the agency did not meet the requirements of the good cause exception. In
Environmental Defense Fundv. EPA, the EPA permanently suspended annual reporting
requirements for 1980 for hazardous waste generators and various treatment facilities, asserting
that the agency’s “tremendous workload” would prevent it from being able to adequately
analyze reports.” Shortly thereafter, the agency temporarily suspended all reporting
requirements, based on the fact that the agency was in the process of altering the reporting
requirements and “wished ‘to prevent the regulated community from expending resources toward
complying with them in their present form *”* The court held that there was not good cause for
the immediate suspension of the regulations, since no external pressures had necessitated the
stays.” Specifically, the court noted that the agency had previously indicated its intent to
suspend or eliminate the reporting requirements, indicating that it could have complied with
notice and comment requirements.”’ Given these factors, the court held that there was “no
legitimate reason whatsoever for EPA to ignore the commands of the APA.™*

While the aforementioned cases focus on agency rule suspensions specifically, their
underlying rationales provide a general framework for analyzing the validity of an agency’s
substantive modification of a rule without first providing notice and an opportunity for comment.
Accordingly, it would appear that the key factor in any such modification, irrespective of
whether it is a suspension, amendment or revocation, is the existence of an external justification
for the suspension. As was shown in Southern Mountains and Devine, it appears that reviewing
courts are accepting of modifications that are necessitated by external circumstances.

Conversely, the three EPA cases discussed above indicate that a reviewing court will
invalidate agency suspensions or modifications that are not necessitated by external
circumstances, or that could have been implemented effectively while complying with notice and
comment requirements. Relatedly, the courts seem extremely hesitant to validate actions that
appear to be motivated by an internal policy shift on the part of an agency. It is important to note

®1d at 808-809.

%/d at 807-808.

Y1d. at817.

%716 F.2d 915, 917 (D.C. Cir. 1983).
®Id at917.

®fd at921.

d

Id.
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that the invalidated EPA suspensions discussed above were all predicated to some degree upon a
shift in regulatory policy, as evidenced by Executive Order 12291 The court addressed this
situation indirectly in Natural Resources Defense Council v. EPA, stating that “as with
substantive review . . . it makes sense to scrutinize the procedures employed by the agency all
the more closely where the agency has acted, within a compressed time frame, to reverse itself
by the procedure under challenge. ™

A natural corollary of the emphasis placed upon the existence of exigent circumstances
as a justification for the proper use of the good cause exception is that reviewing courts will be
hesitant to validate a good cause rulemaking occasioned only by an agency’s desire to issue
immediately effective regulations to “provide guidance or simplify enforcement.”* In Zhang v.
Slattery, for instance, the Court of Appeals for the Second Circuit rejected the notion that the
good cause exception could be used to justify the issuance of an interim-final rule aimed at
broadening the scope of individuals qualified for asylum and to make asylum eligibility
requirements easier to understand.*® Specifically, the court stressed that such justifications were
insufficient to establish good cause, as “the notice and comment requirement would be a dead
letter if compliance could be excused whenever the beneficial effect” of a rule could be realized
sooner without following the formal requirements of the APA ** Similarly, in Action on Smoking
and Healthv. Civil Aeronautics Board, the Court of Appeals for the District of Columbia
stressed that the mere fact that an existing regulation is onerous or confusing cannot justify the
adoption of a new rule without prior notice and opportunity for public comment.”

Based upon these factors, it seems that modifications necessitated by exigencies beyond
an agency’s control are much more likely to withstand scrutiny than those that appear to be the
product of internal agency deliberations or shifts in policy.”

Midnight Rules. While the invocation of the good cause exception itself has
implications for the realization of meaningful and effective public participation, it can also have
a significant impact when used to justify an administration’s response to “midnight rules.”
Specifically, it is common for outgoing Presidential administrations to issue a large number of
important rules at the end of their administrations. In turn, the incoming administration,
particularly in instances where there is a shift of party control of the executive branch, will
characteristically take steps to counter those that can be viewed as procedurally suspect under

“See Holmes, supra note 66, at 635.
#4683 F.2d at 760.

# Asimow, supra note 71, at 721.
%55 £ 3d 732 (2d Cir. 1995).

7Tid. at 747.

#713F.2d 795, 801-802 (D.C. Cir. 1983) (In particular, the court stated that “the public interest
exception to notice and comment requirements contemplates real harm to the public, not mere
inconvenience to the agency.”).

*This analysis addresses procedural issues pertaining to agency rule modifications. Tt should
also be noted that such agency action may be challenged on a substantive as well as procedural
basis. See Holmes, supra note 66, at 664. Furthermore, given that substantive modifications
constitute rulemaking under the APA, they are also subject to the reporting and disapproval
requirements of the Congressional Review Act. 5 U.S.C. §§ 801-808 (2000).
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the APA. This dynamic manifested itself most recently during the transition from the Clinton to
George W. Bush Administrations.

On January 20, 2001, President Bush’s Chief of Staff, Andrew Card, issued a
Memorandum for the Heads and Acting Heads of Executive Branch Departments and Agencies
(Card Memo) that imposed a moratorium on regulatory activity until agency personnel appointed
directly by the President were situated to make decisions and consult with the Office of
Management and Budget (OMB). To accomplish this, the memo first directed that no proposed
final regulations could be sent to the Federal Register for publication. Exceptions were provided
for regulations addressing “emergency or other urgent situations relating to health and safety” or
“regulations promulgated pursuant to statutory or judicial deadlines.” Next, the Card Memo
ordered that regulations that had been sent to the Office of the Federal Register (OFR), but not
yet published, were to be withdrawn “for review and approval” by the new agency head.

Finally, with respect to regulations that had been published in the Federal Register, but that had
not yet become effective, agencies were directed to “temporarily postpone the effective date of
the regulations for 60 days.”

Agencies responded to the Card Memo by publishing a notice in the Federal Register
adding 60 days to the effective dates of not yet effective rules, announcing that the change would
be effective immediately under the “good cause” exception of the APA, the “good cause” being
the necessity of a new administration to review and assess the efficacy and necessity of not yet
effective rules. Although the matter is not without doubt, it is conceivable that the limited period
of suspension and an inclination to afford deference to the transition difficulties of an incoming
administration would militate a reviewing court to find good cause, while subsequent
suspensions, without notice and comment, would presumably be deemed violative of the APA.

In Natural Resources Defense Council v. Abraham, the Court of Appeals for the Second
Circuit addressed actions taken by the Department of Energy (DOE) in suspending a final rule
imposing new efficiency standards for central air conditioners that was issued at the end of the
Clinton Administration.' The DOE postponed the Clinton Administration rule on February 2,
2001 pursuant to the Card Memo, and then postponed the rule indefinitely on April 20, 2001. On
July 25, 2001, the Department published a proposed rule to withdraw this regulation and replace
it with a new rule imposing less stringent efficiency standards. DOE eventually published a new
final rule that became effective on August 6, 2002, which provided for a less stringent efficiency
standard than the rule that was twice delayed and ultimately revoked. The DOE’s action on this
rule was challenged by several State Attorneys General as well as the Natural Resources Defense
Council. The Second Circuit struck down the Bush Administration rulemaking, both on
substantive and procedural grounds. Regarding the initial delays of the rule, the court stated that
its analysis would begin and end with the first delay which it found to be violative of the APA.
In particular, the court rejected DOE’s argument that it had good cause to suspend the effective
date on the basis that it wished to “review and reconsider” the new standards, holding that there
were no external circumstances cited by the DOE as justifying the delay. It is important to note,
however, that the DOE did not cite the Card Memorandum as an external factor. Accordingly,
while the decision in NRDC v. Abraham could be viewed as lessening the possibility that a court
would accept such a rationale, it could nonetheless be argued that a discrete delay ordered by an
incoming President might survive judicial scrutiny.

10355 F 34 179 (2% Cir. 2004).
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Irrespective of the issue of whether a reviewing court might be persuaded to validate a
limited delay of midnight rules pursuant to the good cause exception, the potential for such
executive action to vitiate effective and meaningful public participation is self-evident.
Moreover, it is important to note that injury to principles of public participation in the midnight
rules context is not limited to actions taken by an incoming administration. Qutgoing
administrations might also render effective public participation impossible by giving little
attention to the thoughts of interested parties in the rush to finalize regulations before leaving
office. Accordingly, the multitude of issues adhering in this context would appear to be ripe for
consideration by a reconstituted ACUS.

Public Participation Prior to Notice and Comment. Another key issue in the
public participation context has been whether efforts to include the public in the rulemaking
process prior to the publication of a proposed rule should be expanded. Professor William West
of the Bush School of Government and Public Services at Texas A&M University undertook an
effort to study a specific aspect of this issue at the behest of the Committee, with the support of
CRS.

Professor West formulated and conducted a project to analyze how agencies develop
proposed rules, with a particular emphasis on how rulemaking initiatives are placed on agency
regulatory agendas; how the rulemaking process is managed at inter- and intra-agency levels;
and how public participation and transparency factor in the pre-notice and comment phase of
rule formulation. Professor West has stated that the issue of public participation at this stage of
agency rule formulation “may be especially relevant to the Congress as it considers possible
amendments to the APA.” The study relied in large part on an electronic questionnaire sent to
agency staff involved in the development of a large sample of individual rules and on interviews
with high level agency personnel with extensive experience in the rulemaking process. One of
the hopes for the study was that the questionnaire would generate data that would enable a
systematic comparison of variations in agency practice regarding the scope, transparency, and
inclusiveness of outside participation during this phase of rulemaking. A low response rate to the
electronic questionnaire, however, prevented such a comparison. Nonetheless, the interview
and survey data did enable Professor West and his team to make some very interesting and
important observations relating to outside participation in proposal development: (1) that agency
officials noted that the submission of information by public interest groups, industry
representatives, other affected interests, and other agencies was “frequently indispensable to
intelligent decision making;” (2) that the character of such participation is variable, based on a
number of factors; and, (3) finally, that such participation does not generally occur as the result
of an inclusive agency approach, instead occurring by virtue of agency invitation or participant
initiative.

While the West study has contributed significantly to Congressional and academic
understanding of the complex issues surrounding public participation in the pre-notice and
comment rulemaking context, the low response rate to the survey could be viewed as supporting
the position that a reconstituted ACUS could serve an important role in facilitating research of
this type. Professor West has related his view that the survey was hobbled by a general
reluctance of agencies to share information, as illustrated by the fact that two agencies went so
far as to explicitly order their staff not to respond to the survey. It is arguable that a similar
study, if conducted by a reconstituted ACUS, would have greater success in generating the
information necessary to enable the systematic comparisons envisioned by the West study by
virtue of its non-partisan nature and organizational independence.
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Negotiated Rulemaking

One of ACUS’ most significant achievements in the legislative context was its role in
encouraging increased participation and consensus in rulemaking as manifested by the
Negotiated Rulemaking Act of 1990, Negotiated rulemaking, sometimes referred to as “reg-
neg,” provides an alternative to the traditional notice and comment rulemaking dynamic under
the APA, whereby involved parties attempt to reach consensus on a regulatory issue through
compromise and the evaluation of priorities, with the ultimate goal of formulating a draft rule
that is widely supported. The concept of negotiated rulemaking arose from dissatisfaction with
what some perceived as the complex and adversarial nature of traditional rulemaking procedures.
Professor Philip J. Harter, a leading proponent of negotiated rulemaking, opined in 1982 that the
regulatory process had become stifled by the defensive nature of the interactions between
agencies and affected parties.'” Professor Harter suggested a different approach in which
differences were acknowledged and resolved through face-to-face negotiations, and laid out a
series of principles that could make those negotiations successful.

Also in 1982, ACUS recommended that agencies consider using negotiated rulemaking
as a way to develop proposed rules, published criteria for determining when negotiated
rulemaking was likely to be successful, and suggested specific procedures to be followed when
implementing the approach."™ For example, ACUS said agencies should use “conveners” to
determine whether negotiated rulemaking is appropriate and to identify affected interests. ACUS
also recommended that Congress pass legislation explicitly authorizing agencies to use
negotiated rulemaking, but giving them substantial flexibility to adapt negotiation methods.

In 1983, the Federal Aviation Administration became the first federal agency to try
negotiated rulemaking (regarding flight and rest time requirements for domestic airline pilots),
followed by the EPA and the Occupational Health and Safety Administration. In 1985, ACUS
recommended refinements to the procedures based on these agencies’ experience with the
approach.'™ For example, ACUS said that agencies sponsoring the effort should take part in the
negotiations, and pointed out that negotiated rulemaking could be used at several stages of the
rulemaking process.

Congressional Action. The Negotiated Rulemaking Act of 1990 (S U.S.C. §§ 561-
570), as amended and permanently authorized in 1996 by the Administrative Dispute Resolution
Act of 1996 (110 Stat. 2870, 3873), essentially enacted the ACUS recommendations,
establishing basic statutory authority and requirements for the use of the approach while giving
agencies wide latitude in its implementation. The Act supplements (but does not supplant) APA

YIS U.8.C. §§ 561-570; see also Administrative Conference of the United States, Procedures
Jor Negotiating Proposed Regulations, Conference Recommendation 82-4 (1982), Conference
Recommendation 85-5 (1985).

""Philip ). Harter, Negotiated Regulations: A Cure for Malaise, 71 Georgetown L. J. 1(1982).

"ACUS Recommendation 82-4, supra notel01. The Administrative Conference was
established in 1968 to provide advice regarding procedural improvements in federal programs, and
was eliminated by Congress in 1995.

MACUS Recommendation 85-5, supra note101.
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rulemaking procedures, and establishes a framework by which agencies are encouraged (but not
required) to use negotiated rulemaking to develop proposed rules. The Act established public
notice requirements and procedures by which affected parties can petition for inclusion in the
process, and clarified that agencies must generally comply with the Federal Advisory Committee
Act in establishing and administering the negotiating committee.'” The negotiated rulemaking
committee, composed of representatives of the agency and from the various non-federal interests
that would be affected by the proposed regulation, addresses areas of concern in the hope that it
can reach agreement on the contents of a proposed regulation. The agency can, if it agrees, then
issue the agreement as a proposed rule, and eventually as a final rule, under existing APA
procedures. The expectation is that any rule drafted through negotiated rulemaking would be
easier to implement and less likely to be the subject of subsequent litigation.'%

Presidential Action. In September 1993, the Clinton Administration’s National
Performance Review (NPR) recommended (among other things) that federal agencies increase
their use of negotiated rulemaking.”” That same month, President Clinton issued Executive
Order 12866, which, in part, directed federal agencies to “explore and, where appropriate, use
consensual mechanisms for developing regulations, including negotiated rulemaking ”'®*
President Clinton also issued a separate memorandum in September 1993 directing each agency
to identify at least one rulemaking for which the agency would use negotiated rulemaking during
1994, or to explain why the use of the approach was not feasible.'”

In May 1998, President Clinton issued another memorandum to the heads of executive
branch departments and agencies intended to promote greater use of negotiated rulemaking '’
Specifically, he designated the Regulatory Working Group (which had been established by
Executive Order 12866 and was composed of the heads of agencies with significant domestic
regulatory responsibilities) as an interagency committee to “facilitate and encourage agency use
of negotiated rulemaking.”

%The Federal Advisory Committee Act, 5 U.S.C. App. 2 (2000), regulates the formation and
operation of advisory committees used by federal agencies that are not entirely composed of full-
time federal employees.

% Another process for early stakeholder involvement in rulemaking was established by the
Small Business Regulatory Enforcement Fairness Act of 1996, Pub. L. 104-121, 5 U.S.C. § 609.
The act required the Environmental Protection Agency and the Occupational Safety and Health
Administration to convene a small business advocacy review panel before publishing any proposed
rule that they determine may have a significant economic impact on a substantial number of small
entities. Although the panels are required to be composed of federal employees, the panel must
collect the advice and recommendations of representatives of affected small entities.

YVice President Al Gore, I'rom Red Tape to Results: Creating a Governmeni Thai Works
Retter and Costs Less (Sept. 1993), recommendation REGO3.

*Exec. Order No. 12,866, Regulatory Planning and Review, 58 Fed. Reg. 51,735 (Oct. 4,
1993). The order was issued on Sept. 30, 1993.

'™U.S. President (Clinton), “Negotiated Rulemaking,” Sept. 30, 1993.

U S, President (Clinton), “Designation of Interagency Committees to Facilitate and
Encourage Agency Use of Alternate Means of Dispute Resolution and Negotiated Rulemaking,”
May 1, 1998.
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The Negotiated Rulemaking Process. The Negotiated Rulemaking Act permits
agencies to establish a negotiated rulemaking committee if the head of the agency determines
that doing so is “in the public interest.” In making that determination, the Act says the head of
the agency must consider whether: (1) a rule is needed, (2) there are a limited number of
identifiable interests that will be significantly affected by the rule, (3) there is a “reasonable
likelihood” that a balanced committee can be convened that will adequately represent those
identifiable interests and is willing to negotiate in good faith to reach consensus on a proposed
rule, (4) there is a “reasonable likelihood” that the committee will reach a consensus on the
proposed rule within a fixed period of time, (5) the negotiated rulemaking process will not delay
the issuance of the proposed or final rule, (6) the agency has adequate resources that it is willing
to commit to the committee, and (7) the agency will use the committee’s consensus as the basis
of the proposed rule “to the maximum extent possible consistent with the legal obligations of the
agency.” The Act also specifically permits the use of conveners to help the agency identify
affected parties and to determine whether a committee should be established.

If the agency decides to establish a negotiated rulemaking committee, the Act requires
the agency to publish a notice in the Federal Register (and, as appropriate, relevant trade or other
specialized publications) containing (among other things) a description of the subject and scope
of the rule, a list of affected interests, a list of those proposed to represent those interests and the
agency, and a solicitation for comments.""" The comment period must be for at least 30 calendar
days. Membership on the committee is limited to 25 members (including at least one from the
sponsoring agency), unless the agency head determines that more members are needed. The
agency can select (subject to the approval of the committee by consensus) an impartial
“facilitator” to chair meetings and oversee the administration of the committee. The facilitator
does not have to be a federal employee, but agencies are required to determine whether a person
under consideration to be a convener or a facilitator has any financial or other conflict of interest.

Any agreement on a negotiated rule must be unanimous, unless the negotiated
rulemaking committee agrees to other conditions. If the committee reaches consensus, it must
submit a report to the sponsoring agency containing the proposed rule and any other information
it deems appropriate. Any proposal agreed to by the committee, however, is not binding on the
agency or other parties; the agency may decide not to issue a proposed rule at all or not as
designed by the committee, and interest groups represented on the committee may oppose the
rule that they helped craft. '

The committee terminates not later than promulgation of the final rule. An agency may
pay reasonable travel and per diem expenses, and reasonable compensation to negotiating
committee members under certain conditions. Agency procedural actions related to establishing,
assisting, or terminating the committee are not subject to judicial review, but any judicial review
available regarding the rule resulting from negotiated rulemaking is unaffected.

Congressional Mandates to Negotiate. Although the Negotiated Rulemaking Act

U 1fthe agency subsequently decides not to establish a negotiated rulemaking committee, the
agency is required to publish another notice in the Federal Register explaining why it decided not
to go forward. A copy of the notice must be sent to each person who applied for or nominated
another person for membership on the committee.

U2See USA Group Loan Services, Inc. v. Riley, 82 F.3d 708 (7" Cir. 1996).
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gives agencies substantial discretion as to whether the approach should be employed in
rulemaking, Congress has sometimes mandated its use by rulemaking agencies and established
specific procedures and time frames to follow. For example:

o Section 7212 of the Intelligence Reform and Terrorism Prevention Act of 2004
(Pub. L. 108-458) required the Secretary of Transportation to use negotiated
rulemaking in developing regulations establishing minimum standards for
drivers licenses or personal identification cards.

o Section 222 of the “Consolidated Appropriations Act, 2004” (Pub. L. 108-199)
required the Secretary of Housing and Urban Development to “conduct
negotiated rulemaking with representatives from interested parties for purposes
of any changes to the formula governing the Public Housing Operating Fund.”

¢ Section 1901(b)(3)(A) of the No Child Left Behind Act (Pub. L. 107-110)
required the Secretary of Education to “establish a negotiated rulemaking
process on, at a minimum, standards and assessments.” The section went on the
stipulate that those involved in the process should be selected from among those
that provided advice and recommendations on how the title should be carried
out, and said that the process should follow the process outlined in the
Negotiated Rulemaking Act (except that it should not be subject to the Federal
Advisory Committee Act).

e Section 1125(a)(5) of the No Child Left Behind Act required the Secretary of
Education to establish a negotiated rulemaking committee to prepare, for schools
funded by the Bureau of Indian Affairs, a catalog of the condition of school
facilities, a school replacement and new construction report, and a renovation
repairs report. The Act specified the contents of each report and required that it
be submitted to particular Congressional committees within 24 months.

o Section 106(b)(2) of the Native American Housing Assistance and Self-
Determination Act of 1996 (Pub. L. 104-330) required that all regulations under
the Act must be issued according to negotiated rulemaking procedures, and
required that the negotiating committee be composed only of representatives of
the federal government and “geographically diverse small, medium, and large
Indian tribes.” Section 6 of the Native American Housing Assistance and Self-
Determination Reauthorization Act of 2002 (Pub. L. 107-292) required
negotiated rulemaking for any rules issued pursuant to amendments to the
original Act.

o Section 490D(b)(3) of the Higher Education Amendments of 1998 (Pub. L. 105-
244) required that negotiated rulemaking must be used for all subsequent
regulations pertaining to the Act’s title on student assistance “unless the
Secretary determines that applying such a requirement with respect to given
regulations is impracticable, unnecessary, or contrary to the public interest.”
The Secretary is required to publish such a determination in the Federal Register
at the same time as the proposed rule.

Evaluations of Negotiated Rulemaking. According to ACUS and other advocates
of the approach, negotiated rulemaking can have a number of beneficial effects, including the
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following;
o reduced time, money and effort expended on developing and enforcing rules,
e carlier implementation of associated rules,
e better agency understanding of regulated parties’ concerns,

¢ greater understanding by regulated parties of their responsibilities and higher
compliance rates,

¢ more creative and effective regulatory solutions,
o less litigation associated with the rule, and
e more cooperative relationships between the agency and other parties.
ACUS and others have also identified a number of disadvantages of negotiated rulemaking,

o ACUS noted that the approach can be more resource-intensive than traditional
rulemaking, at least in the short term, and does not work when the number of
affected interests is too large (e.g., more than 25 negotiators).

¢ One author said that the approach has been used only rarely (reportedly for less
than one-tenth of 1% of all rules), and he said only a few of those rules were
considered “major” or “significant.”™® The author noted that the Negotiated
Rulemaking Act instructs agencies to select rules based on their likelihood of
consensus, not their importance.

o Another author said that negotiated rulemaking has been used sparingly “for the
good reason that it represents a corporatist abdication of public authority to
private interests,” and that even when used it only results in a proposed rule that
is subject to the same procedural requirements as rules developed
conventionally."

o Another commandeer asserted that negotiated rulemaking does not work when
developing regulations based on broad statutes, and may “inadvertently
perpetuate the problem (of statutory vagueness) by facilitating efforts to shift
blame for controversial public policies from legislators to bureaucrats ™'

"SCary Coglianese, Is Consensus an Appropriate Basis for Regulatory Policy?, in Eric Orts
& Kurt Deketelaere, eds., Environmental Contracts: Comparative Approaches to Regulatory
Innovation in the United States and Europe (Kluwer Law International, 2001), at 93-113.

"Mwilliam F. West, Formal Procedures, Informal Processes, Accountability, and
Responsiveness in Bureaucratic Policy Making: An Institutional Policy Analysis, 64 Public
Administration Rev. Jan./Feb. 2004, at 66-80.

Wluliet A. Williams, The Delegation Dilemma: Negotiated Rulemaking in Perspective,17
Policy Studies Rev., Spring 2000, at 125-146.



33

o Yet another study concluded that “the principles, theory, and practice of
negotiated rulemaking subtly subvert the basic, underlying concepts of American
administrative law — an agency’s pursuit of the public interest through law and
reasoned decisionmaking. In its place, negotiated rulemaking would establish
privately bargained interests as the source of putative public law.”"

Nevertheless, a number of observers continue to view negotiated rulemaking favorably,
with one regulatory expert describing it as offering the public “the most direct and influential
role in rulemaking of any reform of the process ever devised.”™"”

Empirical Analyses. Studies of how negotiated rulemaking works in practice have
reached substantially different conclusions about its effects and prospects.

o In 1990, eight agencies that had convened negotiation committees reportedly
told ACUS that even though full consensus was not always possible, the
information developed through the process contributed substantially to the rule
that was produced "*

o A 1992 study of four EPA negotiated rulemaking efforts indicated that the
approach reduced the time needed to develop rules (particularly during the
period between proposed and final rulemaking)."* Another study five years later
examining more EPA negotiations, however, reached the opposite conclusion. It
found that conventional rules and negotiated rules took about the same amount
of time and that negotiated rules were more likely to be challenged in court."
Similarly, a 1999 study also concluded that negotiated rulemaking had “no
discernible effect” on the amount of time between proposed and final
rulemaking ™'

o Another study indicated that negotiated rulemaking can improve participants’
perception of the final rule and of the overall rulemaking process.'* Participants

USWilliam Funk, Bargaining Toward the New Millennium: Regulatory Negotiation and the
Subversion of the Public Interest, 46 Duke L.J. 1351, 1356 (1997).

Wornelius M. Kerwin, Rulemaking: How Government Agencies Write Law and Make Policy
179 (2" ed., Washington: CQ Press, 1999).

"David Pritzer & Deborah Dalton, eds., Negotiated Rulemaking Sourcebook 327-44
(Washington: Administrative Conference of the United States 1990).

"Cornelius Kerwin & Scott Furlong, ime and Rulemaking: An Lmpirical Test of Theory, 2
J. of Public Administration Research and Theory, at 113-138 (1992).

"Cary Coglianese, Assessing Consensus: The Promise and Performance of Negotiaied
Rulemaking, 46 Duke L.J. 1255, 1349 (1997).

"Steven J. Balla& John R. Wright, Consensual Rulemaking and the Time it Takes to Develop
Rules, presented at the Fifth National Public Management Research Conference, College Station,
TX, Dec. 3-4, 1999.
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Laura I. Langbein & Cornelius M. Kerwin, Regulatory Negotiation versus Conventional
Rulemaking: Claims, Counterclaims, and Empirical Evidence, 10 J. of Public Administration
(continued...)
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in negotiated rulemaking were reportedly more pleased with the quality of the
information the process generated than those who filed comments on
conventional rules, and more likely to view their participation as having an effect
on the final rule. The study also indicated, however, that negotiated rulemaking
imposes substantial costs on participants, who are required to attend multiple
meetings and interact with other stakeholders for long periods of time.

Substantial disagreements exist regarding how the effectiveness of negotiated rulemaking should
be measured (e.g., timeliness and the amount of litigation)."® Most researchers agree, however,
that the approach is not appropriate for all rules, and that more research is needed to determine
its effects on rules, the rulemaking process, and participants in that process.

Electronic Rulemaking

Another significant development in the context of public participation has been the increased use
of electronic technology by federal agencies in the rulemaking process. In particular, agencies
have introduced a number of initiatives to use information technology (IT) in their rulemaking
and other regulatory processes. The impetus for some of these efforts were Congressional or
Presidential directives to better utilize IT in a range of administrative areas, but many were
started at the initiative of career officials involved in the rulemaking process.

Presidential Initiatives. In its September 1993 report, the National Performance
Review recommended increased use of information technology to increase opportunities for
early, frequent, and interactive public participation in the rulemaking process. Shortly thereafter,
an interagency Regulatory Working Group (established by Executive Order 128606) created a
subgroup on information technology and rulemaking. By December 1994, several agencies
(including the Nuclear Regulatory Commission and the Department of Agriculture's Animal and
Plant Health Inspection Service) were accepting comments on proposed rules through electronic
bulletin boards. For example, the Department of Labor (DOL) used electronic bulletin boards to
support a negotiated regulatory process developing rules to protect workers building steel
structures.

In the next several years, many federal agencies used IT in the rulemaking process to
varying degrees. Many of these efforts centered on the facilitation of public participation in
rulemaking. Most notably, the Department of Transportation developed its “Docket Management
System,” an electronic, image-based database covering every agency and every rulemaking
within the Department. The system permitted electronic comments and access to regulatory
supporting materials (e.g., economic analyses, comments of others) for all rules. Other agencies’
IT initiatives focused on alternative aspects of regulatory management (e.g., compliance
assistance, information collection and dissemination, and regulatory enforcement). For example,
DOL developed a sophisticated set of interactive advisors on the Internet to help workers and

122

(...continued)
Research and Theory, at $99-632 (2000); see also Jody Freeman & Laura I. Langbein, Regulatory
Negotiation and the Legitimacy Bepefit, 9N.Y.U. Envtl. L.J. 60, 151 (2000).

BPphilip J. Harter, Assessing the Assessors: The Actual Performemce of Negotiated Rulemaking,
9 N.Y.U. Envtl. L.J. 32, 59 (2000); Cary Coglianese, Assessing the Advocacy of Negotiated
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small businesses understand their rights and responsibilities under federal employment laws and
regulations.

In July 2001, President Bush identified the expansion of e-government as one of the five
priorities of his management agenda. To support this priority, OMB developed an
implementation strategy that identified 24 e-government initiatives, one of which was e-
rulemaking. This initiative is intended to provide a single portal for businesses and citizens to
access the federal rulemaking process and comment on proposed rules. In May 2002, the
Director of OMB sent a memorandum to the heads of executive departments and agencies
advising them of “our intention to consolidate redundant IT systems relating to the President's
on-line rulemaking initiative,” and indicated that consolidation of those systems could save
millions of dollars. In late 2002, EPA was named lead agency for the e-rulemaking initiative. In
January 2003, the Bush Administration launched the "Regulations.gov" website as the first
module of its e-rulemaking initiative. The website permits the public to identify proposed rules
that are open for comment government-wide, and permits the public to comment electronically
on those rules. Although OMB indicated in March 2004 that Regulations.gov was being
accessed by the public more than 15,000 times per month (e.g., to locate rules open for
comment), other data indicated that fewer than 50 electronic comments per month were received
from the public via the website in its first 10 months of operation. The second module of the e-
rulemaking initiative is intended to create one or more electronic dockets for proposed and final
rules, thereby allowing the public to access regulatory supporting materials and the comments of
others from one website.

Congressional Initiatives. Congress has also taken numerous steps in recent years to
encourage federal agencies to use IT in carrying out their missions. Some of these efforts have
been specifically directed at the regulatory process, while others had an indirect effect on that
process. For example, in 1998, Congress enacted the Government Paperwork Elimination Act
(GPEA) (44 U.S.C. § 3504 note), which required that, by October 21, 2003, Federal agencies
provide the public, when practicable, with the option of submitting, maintaining, and disclosing
information electronically, instead of on paper. GPEA makes OMB responsible for ensuring that
federal agencies meet the Act's implementation deadline. Although the act did not specifically
mention rulemaking, both OMB and rulemaking agencies have indicated that its requirements
provided an impetus for developing IT-based approaches to regulatory management.

The E-Government Act of 2002 (44 U.S.C.A. 3601 note) has been described as “the most
far-reaching federal government effort to date for promoting online public involvement,” and
contains requirements specific to rulemaking. Section 206 of the Act requires agencies, to the
extent practicable, to accept public comments on proposed rules “by electronic means.” That
section also requires agencies (again, to the extent practicable) to ensure that a publicly
accessible federal website contains “electronic dockets” for their proposed rules containing all
comments submitted on the rules as well as “other materials that by agency rule or practice are
included in the rulemaking docket under (the APA), whether or not submitted electronically.”
The E-Government Act also requires agencies to conduct a "privacy impact assessment” before
initiating a new collection of information that uses information technology and contains
individually identifying information. In addition, the Act established an Office of Electronic
Government within OMB, headed by an Administrator appointed by the President. It requires the
Administrator of that office to work with the Administrator of OIRA in establishing the strategic
direction of the e-government program, and to oversee its implementation.
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Assessment of E-Rulemaking. On December 5, 2005, the CAL Subcommittee
sponsored a symposium, chaired by Professor Cary Coglianese of the University of Pennsylvania
Law School, on “E-Rulemaking in the 21* Century™ as part of the Project. This symposium
brought together legislative and executive branch personnel, academic researchers, and non-
governmental representatives for an in-depth discussion on e-rulemaking and the manner in
which advances in information technology may impact the future of administrative rulemaking,

The symposium began by tracing the progress that has been made to date on the use of IT
in the rulemaking process, as well as by noting the goals identified by Congress and the
Executive Branch in their respective efforts to facilitate electronic rulemaking. While the
participants at the symposium expressed broad support for expanding public participation and
improving the substance of regulations through vehicles such as e-rulemaking initiatives, some
participants voiced concerns that these two goals are not inherently compatible. In particular, it
was suggested that while a certain level of public participation is essential in the rulemaking
process, expansive participation does not ensure more effective regulation. As noted at the
symposium, the potential for e-rulemaking to facilitate significant increases in the number of
comments on a rule could lead to a dynamic where additional comments yield diminishing
returns in relation to the increased burden on agencies to assess such comments. Furthermore,
some participants suggested that increased participation could theoretically have a negative
impact on agencies’ sound decisionmaking to the extent that an increased emphasis on public
comments might deter an agency from giving appropriate weight to the value of expert judgment
on complex regulatory matters.

Relatedly, other participants noted that an increase in public comments and the degree of
consideration given thereto does not necessarily lead to the conclusion that the legitimacy of
agency rulemaking efforts will be enhanced. A key aspect of this concern centers on the fact the
possibility that even with advances in information technology, individuals and groups that file
comments may not be representative of the general public. Some participants voiced the further
concern that opposing interest groups could exploit the facilitative aspects of e-rulemaking to
flood agencies with pre-formulate messages and thereby skew the utility and representativeness
of any comments received.

In testimony presented before the Subcommittee on July 26, 2006, Professor Coglianese
commented on the status of empirical research on e-rulemaking and noted that empirical data
that has been obtained to date does not appear to support the initial expectation that advances in
this context would facilitate a significant increase in public participation. Nonetheless,
technological improvements may ultimately provide substantial benefits in this regard. Professor
Coglianese also observed that ancillary benefits of e-rulemaking, such as increased transparency,
enhanced ability for executive or Congressional oversight, administrative cost reduction, and
greater ease of compliance provide additional justifications for continued efforts to improve
agency utilization of electronic technology in rulemaking.

Areas for Additional Research
¢ Should efforts to include the public in the rulemaking process before publication
of a proposed rule (e.g., negotiated rulemaking, SBREFA panels) be expanded?

How much do these processes currently add in terms of public participation?

o How effective is the Unified Agenda of Federal Regulatory and Deregulatory
Actions in identifying future rulemaking (thereby giving the public advance
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warning of forthcoming regulatory actions)? What changes could make this
Agenda a more effective means of notification?

What has been the impact of agencies’ use of “nonrulemaking” approaches (e.g.,
guidance documents, notices, etc.) and attenuated rulemaking approaches (e.g.,
use of the APA’s “good cause exception to skip notices of proposed rulemaking)
on the public’s opportunities for participation? Should the public be able to
comment on those approaches before they become final?

Should all agencies be required to make comments received immediately
available to the public (to allow comments on the comments)? Or, alternatively,
should agencies provide “reply comment periods” (to discourage waiting to the
end of the comment period)?

What effect has “e-rulemaking” (including the use of e-mail comments and
“comments on comments,” on-line dialogues, the new Regulations.gov web site,
agency-specific and the new governmentwide electronic dockets) had on the
amount and nature of public participation in the rulemaking process, and how do
agencies view those comments? Specifically:

- How should agencies deal with the sometimes
hundreds-of-thousands of e-mail comments
generated by special interest groups?

- Should all agencies be required to offer “list serves”
that allow members of the public to be notified of
certain rules being available for comment?

- Has e-rulemaking allowed more people to
participate in the rulemaking process, or simply
facilitated access to traditional commenters?

The APA does not specify how long public comment periods should be
(although Executive Order 12866 suggests 60 days). Should there be a
minimum comment period specified in the statute? If so, what should it be?
Also, under what circumstances can/should agencies extend comment periods?

Are agencies always required to respond to public comments, even if they take
no further action on the proposed rule for years? How soon should they respond,
and in what form? Is there a point when public comments become too “stale” to
permit issuance of a rule based on those comments (without further public
comments)?

There are no governmentwide standards for what should be in the rulemaking
record (e.g., a copy of the proposed rule, public comments, etc.) or a standard
order of presentation of the documents? Should there be such standards? If so,
who should establish them (OMB, National Archive and Records
Administration, or some other entity)?
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Under what circumstances is it appropriate for agencies to allow commenters to
file confidential comments? How should this procedure be regularized?

The APA prohibits ex parfe contacts in formal rulemaking, but is silent about
such contacts in the much more common informal “notice and comment”

rulemaking. Should Congress extend those prohibitions, and clearly establish
when and what types of contacts are prohibited?

The APA does not mention two relatively common forms of rulemaking that
avoid traditional notice and comment requirements — interim final rulemaking
and direct final rulemaking. Should Congress codify these forms of rulemaking
and how they should (and should not) be used? More generally, should
Congress revisit agencies’ use of all forms of the “good cause” exception?

Some of the statutory analytical requirements in rulemaking (e.g., the Regulatory
Flexibility Act and the Unfunded Mandates Reform Act) do not apply to rules
for which there is no NPRM. Should these incentives for agencies to avoid
NPRMs be eliminated? At a minimum, should the exemptions for interim final
and direct final rules be eliminated?

OMB’s new peer review bulletin allows agencies to decide whether to permit
public comment on their peer review processes. Should agencies have that
discretion, should agencies be required to permit public comments, or should
public comments on what is supposed to be an “expert” process not be permitted
(because, among other things, it could slow down rulemaking)?

To what extent does public participation in its various forms (e.g., comment
periods, public meetings, SBREFA panels, etc.) have an effect on agency
decisionmaking during the rulemaking process? What empirical evidence is
there of that effect?

What is the proper role of consultants in the development stage of a rulemaking?
Should there be a balance of views of competing stakeholders in the pre-NPRM
period? Should agencies be required to invite competing views to ensure
"balance"?

Do consent decrees entered into by government agencies with private parties to
settle challenges to rules and that effect substantive changes in the rules
undermine the APA’s notice and comment requirements and public participation
opportunities? Do they raise separation of powers issues?
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Il. Presidential Review of Rules

The Office of Management and Budget’s (OMB) Office of Information and Regulatory
Affairs (OIRA) reviews hundreds of significant proposed and final rules from all federal
agencies (other than independent regulatory agencies) before they are published in the Federal
Register. As a result of OIRA's review, many draft rules are changed before publication,
withdrawn before a review is completed, or returned to the agencies because, in OIRA's analysis,
certain aspects of the rule need to be reconsidered.

OIRA has been reviewing agencies' draft rules for more than 25 years, and those reviews
have become an established and important part of the federal rulemaking process. While OIRA
reviews clearly have an analytical component (e.g., ensuring compliance with legal and
procedural requirements and conformance with principles of economic analysis), they are also a
way to ensure that the agencies' regulatory programs are consistent with administration priorities.
Although created by Congress, OIRA is located within the Executive Office of the President, and
the President is OIRA's chief client. Because it represents the President and because it reviews
hundreds of significant rules each year from dozens of federal agencies, OIRA can have a major
influence on the direction of a wide range of public policies.

Presidential Review of Rules in the 1970s

Some form of centralized review of agencies’ regulations within the Executive Office of
the President has been part of the rulemaking process since the early 1970s. For example:

o In 1971, President Nixon established a “Quality of Life Review” program in
which executive departments and independent agencies submitted all
“significant” draft proposed and final rules pertaining to “environmental quality,
consumer protection, and occupational and public health and safety” to OMB,
which then circulated them to other agencies for comment.'** In their
submissions, agencies were to provide a summary of their proposals, including
their principal objectives, the alternatives that they considered, and a comparison
of the expected benefits and cost of those alternatives. Agencies were also
required to submit a schedule showing estimated dates of proposed and final
significant rules.

o In 1974, President Ford issued Executive Order 11821, which required agencies
to prepare an “inflation impact statement” for each “major” proposed rule.’*
The statement was a certification that the inflationary impact of the rule had been
evaluated in accordance with criteria and procedures developed by OMB. The
executive order directed OMB to develop criteria for the identification of major
rules that may have a significant impact on inflation, but specified that the office
must consider costs, effects on productivity, effects on competition, and effects

This requirement was formally established through an October 1971 memorandum from
then-OMB Director George Schultz. According to some observers, the requirements were routinely
imposed only on the Environmental Protection Agency.

BExec. Order 11,821, Inflation Impact Statements, 39 Fed. Reg. 41,501 (Nov. 29, 1974). The
order also required such statements for agency-proposed major legislation.
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on supplies of important products and services. Before a major rule was
published in the Federal Register, the issuing agency was required to submit the
associated impact statement to the Council on Wage and Price Stability (CWPS).
CWPS would then either provide comments directly to the agency or participate
in the regular rulemaking comment process.

o In 1978, President Carter issued Executive Order 12044, which (among other
things) required agencies to publish semiannual agendas of any significant rules
under development or review, and to prepare a regulatory analysis for at least all
rules with a $100 millicn impact on the economy.'™ The analysis was to contain
a succinct statement of the problem, a description of the alternative approaches
considered, and the “economic consequences” of those alternatives. OMB was
instructed to “assure the effective implementation of this Order,” but was not
given specific review responsibilities. President Carter also established: (1)a
“Regulatory Analysis Review Group” (RARG) to review the analyses prepared
for certain major rules and to submit comments during the comment period, and
(2) a “Regulatory Council” to coordinate agencies’ actions to avoid conflicting
requirements and duplication of effort.

Creation of OIRA

Although OIRA is now often first thought of for its regulatory review responsibilities, its
initial review responsibilities did not include the substance of agencies’ rules. OIRA was created
within OMB by section 3503 of the Paperwork Reduction Act of 1980 (PRA) (44 U.S.C.
Chapter 35)."¥” The PRA provided that OTRA would be headed by an administrator, and
designated the OTRA administrator as the “principal advisor to the Director on Federal
information policy.” The Act also said that the Director of OMB “shall delegate to the [OIRA]
Administrator the authority to administer all functions under this chapter.” Specific areas of
responsibility in the PRA that were assigned to the Director (and later delegated to OTRA)
included information policy, information collection request clearance and paperwork control,
statistical policy and coordination, records management, privacy, and automatic data processing
and telecommunications.'® With regard to paperwork reduction, the Act generally prohibited
agencies from conducting or sponsoring a collection of information until they had submitted
their proposed information collection requests to OTRA and the office had approved those
requests. The PRA’s requirements cover rules issued by virtually all agencies, including Cabinet
departments, independent agencies, and independent regulatory agencies and commissions.'”

Exec. Order 12,044, Improving Government Regulations, 43 Fed. Reg, 12,661 (Mar. 24,
1978).

YFor a discussion of the PRA, see Harold Relyea, Paperwork Reduction Act Reauthorization
and Government Information Management Isswes, CRS Report RL30590.

The PRA was later amended in 1986 and again in 1995, and the list of OIRA’s duties
changed somewhat. For example, the 1986 amendments sharpened the management focus of the
Act and changed “information policy” to “information resources management.” As discussed later
in this Report, the 1986 amendment also required the administrator of OIRA to be appointed by the
President, subject to advice and consent of the Senate.

¥ As used herein the term “independent regulatory agencies” refers to agencies established to
(continued...)
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Although the PRA gave OIRA substantive responsibilities in many areas, the bulk of the
office’s day-to-day activities under the Act were initially focused on reviewing and approving
agencies’ proposed information collection requests. OIRA had 77 staff members when the PRA
took effect in 1981, of which about half were involved in reviewing agencies’ information
collection requests. That year, OIRA took nearly 5,000 paperwork review actions — approving
new and revised collections, extending existing collections, and reinstating expired collections.
The office’s paperwork clearance workload since then has generally been between 4,000 and
6,000 actions each year, although the number of OIRA staff overall and those reviewing
proposed collections has declined substantially. ™ Although many federal regulations have an
information collection component, the PRA did not authorize OIRA to review or comment on
the non-paperwork elements of those regulations, or on regulations without an information
collection component.*!

Reagan Executive Orders on Regulatory Review

In 1980, President Reagan was elected on a platform critical of government’s role in
society in general and of federal regulations in particular. Shortly after taking office, he
established a “Presidential Task Force on Regulatory Relief,” headed by Vice President George
H. W. Bush and composed of Cabinet officers (although the bulk of the task force’s work was
reportedly performed by OMB staff). The task force’s responsibilities included: (1) monitoring
the establishment of OMB’s responsibility to coordinate and review new rules, (2) developing
legislative changes to regulatory statutes, and (3) revising existing regulations. In relation to this
last responsibility, the task force ultimately identified a total of 119 rules for alteration or
cancellation by the issuing agencies, nearly half of which had been issued by the Department of
Transportation or the Environmental Protection Agency. Although the task force said that
implementation of the changes it recommended would save more than $150 billion over the next
10 years, critics charged that this estimate ignored the benefits associated with the rules on what
they referred to as the administration’s regulatory “hit list.” The task force’s legislative efforts
were less successful, failing to get Congress to enact revisions to clean air and water laws or to

1%( . continued)
beindependent of the President, including the Federal Communications Commission, the Securities
and Exchange Commission, and the Consumer Product Safety Commission. The term “independent
agencies” refers to agencies that are independent of Cabinet departments but not independent
regulatory agencies (e.g., the Environmental Protection Agency and the Office of Personnel
Management).

B0For example, by 1989, OIRA’s overall staffing had declined to fewer than 60 employees, of
whom OIRA estimated 35 were reviewing information collection requests. By 1997, OIRA staffing
declined 48 employees, of whom 22 were reviewing paperwork requests. See U.S. General
Accounting Office, Regulatory Management: Implementation of Selected OMB Responsibilities
Under the Paperwork Reduction Act, GAO/GGD-98-120, July 9, 1998.

Bln some cases, though, the paperwork requirement may be the essence of the regulation. For
example, EPA’s Toxics Release Inventory (TRI) program is essentially a database created through
collections of information imposed on businesses in order to inform the public about chemical
hazards in their communities.
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enact broad regulatory reform legislation that would have limited agencies’ rulemaking

powers. '

In February 1981 — less than one month after taking office — President Reagan issued
Executive Order 12291" on “Federal Regulation,” which greatly increased both the scope and
importance of OIRA’s responsibilities.™* Specifically, the executive order generally required
covered agencies (Cabinet departments and independent agencies, but not independent
regulatory agencies) to:

« refrain from taking regulatory action “unless the potential benefits to society for
the regulation outweigh the potential costs to society,” identify regulatory
objectives to maximize net benefits to society, and select the regulatory
alternative that involves the least net cost to society;

prepare a “regulatory impact analysis” for each “major” rule, which was defined
as any regulation likely to result in (among other things) an annual effect on the
economy of $100 million. Those analyses were required to contain a description
of the potential benefits and costs of the rule, a description of alternative
approaches that could achieve the regulatory goal at lower cost (and why they
were not selected), and a determination of the net benefits of the rule. The
issuing agency was to make the initial determination of whether a rule was
“major,” but the executive order gave OMB the authority to require a rule to be
considered major; and

send a copy of each draft proposed and final rule to OMB before publication in
the Federal Register. The order authorized OMB to review “any preliminary or
final regulatory impact analysis, notice of proposed rulemaking, or final rule
based on the requirements of this Order.” Non-major rules were required to be
submitted to OMB at least 10 days before publication, but major rules had to be
submitted as much as 60 days in advance.

Executive Order 12291 authorized the director of OMB to review any draft proposed or
final rule or regulatory impact analysis “based on the requirements of this Order.” The executive
order indicated that the review should be completed within 60 days, but allowed the director to
extend that period whenever necessary. It also authorized the director to exempt classes of
regulations from any or all of the order’s requirements,** and generally required agencies to

Y The task force was disbanded in August 1983 after issuing a final report.
% Exec. Order 12,291, Federal Regulation, 46 Fed. Reg. 13,193 (Feb. 19, 1981).

YFor a description of the effects of this order, see Erik D. Olson, The Quiel Shifi of Power:
Office of Management & Budget Supervision of Environmental Protection Agency Rulemaking
Under Ixecutive Order 12291, 4 Va. ]. Nat. Resources L. 1 (1984).

5The exemptions that OMB granted fell into four broad categories: (1) rules that were
essentially nonregulatory in nature, (2) rules that delegated regulatory authority to the States, (3)
rules that generally affected individual entities and that did not involve broader policy issues, and
(4) rules for which a delay of even a few days could have imposed substantial costs and that were
unlikely to involve significant policy issues. OMB granted about 30 exemptions, most of which
(continued...)



43

“refrain” from publishing any final rules until they had responded to OMB’s comments. The
executive order made OMB’s authority to review agencies’ draft rules subject to the overall
direction of the Presidential task force on regulatory relief.”*

Although the executive order did not specifically mention OIRA, shortly after its
issuance the Reagan Administration decided to integrate OMB’s regulatory review
responsibilities under the executive order with the responsibilities given to OMB (and ultimately
to OIRA) by the PRA. As a result, OIRA’s responsibilities for substantive review of rules under
the executive order were added to the office’s substantial responsibilities under the PRA. In
1981, OIRA reviewed the substance of nearly 2,800 rules under Executive Order 12291 in
addition to the nearly 5,000 paperwork review actions it took that year.

In 1985, President Reagan extended OTRA’s influence over rulemaking even further by
issuing Executive Order 12498, which required Cabinet department and independent agencies
(but not independent regulatory agencies) to submit a “regulatory program” to OMB for review
each year that covered all of their significant regulatory actions underway or planned '’
Previously, Executive Order 12291 required each of those agencies to publish semiannual
“regulatory agendas” of proposed regulations that the agency “has issued or expects to issue,”
and any existing rule that was under review."® These agendas were required to contain a
schedule for completing action on any major rule for which the agency had published a notice of
proposed rulemaking. The new executive order went further, saying that, except in “unusual
circumstances,” OMB could return any rule submitted for review under Executive Order 12291
to the issuing agency for “reconsideration” if it was not in the agency’s regulatory program for
that year, or was “materially different” from what was described in the program.

In other words, OIRA could return a draft rule to an issuing agency if the office did not
have advance notice of the rule’s submission, even if the rule was otherwise consistent with the
requirements in Executive Order 12291." The regulatory agenda and program requirements in
these executive orders also permitted OIRA to become aware of forthcoming agency actions well
in advance of the submission of a draft proposed rule, thereby permitting the office to stop or
alter an objectionable rule before the rulemaking process developed momentum. Although
Reagan Administration officials compared this planning process to the process used to develop
the President’s budget, critics noted that the budget process has a final step that the regulatory
process lacks, namely, review and approval by Congress.

Executive Order 12291 in Context. In several ways, the analytical and review
requirements in Executive Order 12291 were significantly different from previous efforts. For

135(_..continued)
were established in 1981 or 1982.

136 Although the task force was chaired by Vice President Bush, the executive director was the
administrator of OIRA. Other members included the Director of OMB, the Attorney General, and
the Secretaries of Commerce, Labor, and the Treasury.

"Exec. Order 12,498, Regulatory Planning Process, 50 Fed. Reg. 1036 (Jan. 8, 1985).
8As5 is touched upon later, President Carter first required the use of these agendas in 1978.

¥An OIRA representative said that although the office had this authority it never used it,
noting that would have been difficult to defend the return of an agency’s rule for purely procedural
reasons.



44

example, the requirement in the new executive order that agencies choose the least costly
approach to a particular regulatory objective went further than the requirement in President
Carter’s Executive Order 12044, which simply required agencies to analyze and consider
alternative regulatory approaches. Also, whereas the regulatory oversight functions were
divided among many offices (OMB, CWPS, RARG, and the regulatory council) during the
Carter Administration, Executive Order 12291 consolidated these functions within OIRA. ™
Another major difterence was the amount of influence that OIRA had compared to its
predecessors. Under previous executive orders, CWPS and RARG had primarily an advisory
role. In contrast, under Executive Order 12291, OIRA could overrule agency determinations
regarding whether the rule was “major” (and therefore required a regulatory impact analysis),
and could delay the regulation until the agency had adequately responded to its concerns (e.g., if
it believed the agency had not considered all reasonable alternatives, that its analysis was not
sound, or that it was contrary to administration policy). OIRA’s significant influence on
rulemaking was underscored by its organizational position within OMB, the agency that reviews
and approves the rulemaking agencies’ budget requests. Finally, and perhaps most importantly,
the nature and transparency of the review process was significantly different under Executive
Order 12291. Under the Carter Administration’s approach, RARG and CWPS prepared and filed
comments on agencies’ regulatory proposals during the formal public comment period, affer they
were published in the Federal Register. In the case of RARG filings, a draft of the comments
was circulated to all RARG members, and the comments and any dissents were placed on the
public record at the close of the comment period. In contrast, OIRA’s reviews occurred before
the rules were published for comment, and Executive Order 12291 did not require that OIRA’s
comments on the draft rule be disclosed. This pre-publication review process made OIRA’s
regulatory reviews under Executive Order 12291 qualitatively different than its predecessors.

Early Views Regarding OIRA Reviews. The expansion of OIRA’s authority in the
rulemaking process via Executive Orders 12291 and 12498 was highly controversial. Although
some believed that the authority did not go far enough (e.g., did not cover independent
regulatory agencies), most of the concerns were that the expansion had gone too far. For
example, a number of the concerns raised by Members of Congress, public interest groups, and
others focused on whether OIRA’s role violated the constitutional separation of powers and the
effect that OIRA’s review had on public participation and the timeliness of agencies’ rules.'!
Some believed that OIRA’s new authority displaced the discretionary authority of agency
decision makers in violation of Congressional delegations of rulemaking authority, and that the
President exceeded his authority in issuing the executive orders. Others indicated that OIRA did
not have the technical expertise needed to instruct agencies about the content of their rules. Still
other concerns focused on OIRA’s ability to carry out its many responsibilities. In 1983, GAO
concluded that the expansion of OIRA’s responsibilities under Executive Order 12291 had

"“George Eads, Harnessing Regulation: The Evolving Role of White House (versight, S
Regulation, May/June 1981, at 19-26.

YRole of OMB in Regulation: Hearing Before the Subcomm. on Qversight and Investitations
of the H. Comm. on Energy and Commerce, 97" Cong, (1981); see also Morton Rosenberg, Beyond
the Limits of Lxecutive Power: Presidential Control of Agency Rulemaking Under I'xecutive Order
12,29/, 80 Mich. L. Rev. 193 (1981).
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adversely affected the office’s ability to carry out its PRA responsibilities, and recommended
that Congress consider amending the Act to prohibit OIRA from carrying out other
responsibilities like regulatory review.'#

Many of the early concerns about OIRA focused on the lack of transparency of the
regulatory reviews, and specifically questioned whether OIRA had become a clandestine conduit
for outside influence in the rulemaking process. Critics pointed out that in the first few months
after the executive order was issued, OIRA met with representatives from dozens of businesses
and associations seeking regulatory relief and returned dozens of rules to the agencies for
reconsideration." Tn response to these concerns, the OMB Director issued a memorandum in
June 1981 stating that any factual material provided to OIRA regarding proposed rules should
also be sent to the relevant rulemaking agency. The memorandum did not, however, apply to
information provided to OIRA orally, and did not require that OTRA’s meetings with outside
parties be disclosed to the public.

OIRA’s role in the rulemaking process remained controversial for the next several years.
In 1983, Congress was so dissatisfied with OIRA’s performance in the areas of regulatory and
paperwork review that it permitted the office’s appropriation authority to expire (although the
office’s statutory authority under the PRA was not affected and it continued to receive an
appropriation via OMB)."™* In 1985, five House committee chairmen filed a friend-of-the-court
brief in a lawsuit brought against the Department of Labor regarding the department’s decision
(reportedly at the behest of OMB) not to pursue a proposed standard concerning exposure to
ethylene oxide, a sterilizing chemical widely used in hospitals and suspected of causing cancer.
The chairmen claimed that OMB’s actions represented a usurpation of Congressional authority.

Congress reauthorized OIRA in 1986, but only after making the administrator subject to
Senate confirmation. By 1986, Congress began considering legislation to restrict OTRA’s
regulatory review role and to block OIRA’s budget request. In an attempt to head off that
legislation, in June 1986 the OIRA administrator issued a memorandum for the heads of
departments and agencies subject to Executive Order 12291 describing new OIRA procedures to
improve the transparency of the review process. For example, the memorandum said that only
the administrator or the deputy administrator could communicate with outside parties regarding
rules submitted for review, and that OTRA would make available to the public all written
materials received from outside parties. OIRA also said that it would, upon written request after
a rule had been published, make available all written correspondence between OIRA and the

agency head regarding the draft submitted for review **

"U.S. General Accounting Office, fmplementing the Paperwork Reduction Act: Some
Progress, But Many Problems Remain, GAQ/GGD-83-35, April 20, 1983.

"Letter from James C. Miller 111, administrator of OIRA, to the Honorable John D. Dingell,
Chairman, Subcommittee on Oversight and Investigations, House Committee on Energy and
Commerce, April 28, 1981.

MOIRA’s authorization for appropriation also expired in 2001, and (as of the date of this
report) has not been reestablished.

YFor further information on this policy, see Judith Havemann, No ‘Shade-Drawn’ Dealings
Jor OMB; Congress Gets Disclosure of Regulation-Review Procedures, Wash. Post, June 17, 1986,
at A21.
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In 1987 the National Academy of Public Administration published a report on
Presidential management of agency rulemaking that summarized the criticisms of the OIRA
review process as well as the positions of its proponents.™ The report also described a number
of issues in regulatory review and offered recommendations for improvement. For example, the
report recommended that “regulatory management be accepted as an essential element of
presidential management.” It also recommended that regulatory agencies “log, summarize, and
include in the rulemaking record all communications from outside parties, OMB, or other
executive or legislative branch officials concerning the merits of proposed regulations.”

In 1988, ACUS also examined the issue of Presidential review of agency rulemaking and
concluded that the reviews could improve coordination and resolve conflicts among agencies.
ACUS also said, though, that Presidential review “does not displace responsibilities placed in the
agency by law nor authorize the use of factors not otherwise permitted by law.”"" The
Conference recommended public disclosure of proposed and final agency rules submitted to
OIRA under the executive order, communications from OMB relating to the substance of rules,
and communications with outside parties, and also recommended that the reviews be completed
in a “timely fashion.”**

OIRA and the George H. W. Bush Administration

President George H. W. Bush continued the implementation of Executive Orders 12291
and 12498 during his administration, but external events significantly affected OIRA’s operation
and, more generally, the federal rulemaking process. In 1989, President Bush’s nominee to head
OIRA was not confirmed. Later, in response to published accounts that the burden of regulation
was once again increasing, President Bush established the President’s “Council on
Competitiveness” (also known as the Competitiveness Council) to review regulations issued by
agencies. Chaired by Vice President Quayle, the council oversaw and was supported by OIRA,
and reviewed particular rules that it believed would have a significant impact on the economy or
particular industries. According to OIRA representatives, the council signified continued White
House-level interest in the regulatory arena, and also represented a continuation of the type of
role played by the Presidential Task Force on Regulatory Relief during the Reagan
Administration.

Many of the Competitiveness Council’s actions were highly controversial, with critics
assailing both the effects of those actions (e.g., rolling back environmental or other
requirements) and the secrecy in which the council acted.'* The council attempted to maintain
strict secrecy regarding both its deliberations and those in the private sector with whom it

"“National Academy of Public Administration, Presidential Management of Rulemaking in
Regulatory Agencies (Jan. 1987).

"4 Administrative Conference of the United States, Presidential Review of Agency Rulemaking,
Conference Recommendation 88-9 (1988).

"#The National Academy of Public Administration and the American Bar Association have also
recognized the potential value of Presidential regulatory review. They also recommended reforms
such as improved transparency and better communication between OIRA and agency staft.

YChristine Triano & Nancy Watzman, All the Vice President 's Men: How the Quayle Council
on Competitiveness Secretly Undermines Health, Safety, and Environmental Programs (Washington:
OMB Watch/Public Citizen, 1991).
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communicated or consulted ™ Critics decried what they believed to be “backdoor rulemaking’
by the Competitiveness Council, but the council continued its operations until the end of the
Bush Administration in 1993. Meanwhile, OIRA continued its operations under Executive
Order 12291, reviewing between 2,100 and 2,500 rules each year from 1989 through 1992.

Regulatory Review Under Executive Order 12866

In September 1993, President Clinton issued Executive Order 12866 on “Regulatory
Planning and Review,” which revoked Executive Orders 12291 and 12498 and abolished the
Council on Competitiveness.”® Although different from its predecessors in many respects,
Executive Order 12866 (which is still in effect) continued the general framework of Presidential
review of rulemaking. For example, it requires covered agencies (again, Cabinet departments
and independent agencies but not independent regulatory agencies) to submit their proposed and
final rules to OMB before publishing them in the Federal Register. The order also requires
agencies to prepare cost-benefit analyses for their “economically significant” rules (essentially
the same as “major” rules under Executive Order 12291). As discussed in detail below,
however, Executive Order 12866 established a somewhat new regulatory philosophy and a new
set of rulemaking principles, limited OIRA’s reviews to certain types of rules, and established
transparency requirements that included but went beyond those that had been put in place by the
administrator’s June 1986 memorandum. Section 2(b) of the order assigns responsibility for
review of agency rulemaking to OMB, and specifically names OIRA as “the repository of
expertise concerning regulatory issues.” The order also named the Vice President as principal
advisor to the President on regulatory policy, planning, and review >

Specific Provisions in the Executive Order. In its statement of regulatory
philosophy, Executive Order 12866 says, among other things, that agencies should assess all
costs and benefits of available regulatory alternatives, including both quantitative and qualitative
measures. It also provides that agencies should select regulatory approaches that maximize net
benefits (unless a statute requires another approach). Where permissible and applicable, the
order states that agencies should adhere to a set of principles when developing rules, including:
(1) consideration of the degree and nature of risk posed when setting regulatory priorities, (2)
adoption of regulations only upon a “reasoned determination that the benefits of the intended
regulation justify its costs,” and (3) tailoring regulations to impose the least burden on society
needed to achieve the regulatory objectives. Some of the stated objectives of the order are “to
reaffirm the primacy of Federal agencies in the regulatory decision-making process; to restore
the integrity and legitimacy of regulatory review and oversight; and to make the process more
accessible and open to the public.” According to OIRA representatives, the “primacy” of the
agencies provision signaled a significant change in regulatory philosophy, vesting greater control

130See Bob Woodward & David Broder, Quayle s Quest: Curb Rules, Leave *No Fingerprints,
Wash. Post, Jan. 9, 1992, at A1,

BlExec. Order 12,866, Regulatory Planning and Review, 58 Fed. Reg. 51,735 (Oct. 4, 1993).

“Executive Order 13258, issued in February 2002, amended Executive Order 12866 and
reassigned all roles originally assigned to the Vice President to the President’s chief of staff. See
Exec. Order 13,258, Amending Iixecutive Order 12866 on Regulatory Planning and Review, 67 Fed.
Reg. 9385 (Feb. 26, 2002).
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of the rulemaking process with regulatory agencies and taking away authority from OIRA. Also,
the requirement that the benefits of a regulation “justify” its costs was a noticeably lower
threshold than the requirement in Executive Order 12291 that the benefits “outweigh” the costs.

Section 6 of Executive Order 12866 established agency and OIRA responsibilities in the
centralized review of regulations. In contrast to the broad scope of review under Executive
Order 12291, the new order limited OIRA reviews to actions identified by the rulemaking
agency or OIRA as “significant” regulatory actions, which are defined in section 2(f) of the
order as the following:

Any regulatory action that is likely to result in a rule that may (1) have an annual
effect on the economy of $100 million or more or adversely affect in a material
way the economy, a sector of the economy, productivity, competition, jobs, the
environment, public health or safety, or State, local, or tribal governments or
communities; (2) create a serious inconsistency or otherwise interfere with an
action taken or planned by another agency; (3) materially alter the budgetary
impact of entitlements, grants, user fees, or loan programs or the rights and
obligations of recipients thereof; or (4) raise novel legal or policy issues arising
out of legal mandates, the President’s priorities, or the principles set forth in the
Executive Order.

By focusing OIRA’s reviews on significant rules, the number of draft proposed and final
rules that OIRA examined fell from between 2,000 and 3,000 per year under the Executive Order
12291 to between 500 and about 700 rules per year under Executive Order 12866.

Executive Order 12866 also differs from its predecessors in other respects. For example,
the order generally requires that OIRA complete its review of proposed and final rules within 90
calendar days, and requires both the agencies and OIRA to disclose certain information about
how the regulatory reviews were conducted. Specifically, agencies are required to identify for
the public: (1) the substantive changes made to rules between the draft submitted to OIRA for
review and the action subsequently announced; and (2) changes made at the suggestion or
recommendation of OIRA. OIRA is required to provide agencies with a copy of all written
communications between OIRA personnel and parties outside of the executive branch, and a list
of the dates and names of individuals involved in substantive oral communications. The order
also instructs OIRA to maintain a public log of all regulatory actions under review and of all of
the above-mentioned documents provided to the agencies.'™

OIRA’s Formal Review Process. OIRA reviews agencies’ draft rules at both the
proposed and final stages of rulemaking."** Tn each phase, the review process starts when the
rulemaking agency formally submits a regulatory review package to OIRA consisting of the rule,
any supporting materials, and a transmittal form. The OIRA docket librarian then logs the

For a discussion of the differences between the transparency requirements under Executive
Order 12291 and Executive Order 12866, see William D. Araiza, Judicial and Legislative Checks
on Ex Parte OMB Influence Over Rulemaking, 54 Admin. L. Rev. 611 (2002); Peter M. Shane,
Political Accountability in a System of Checks and Balances: The Case of Presidential Review of
Rulemaking, 48 Ark. L. Rev. 161 (1995).

0IR A may also formally or informally review other rulemaking documents before proposed
rules (e.g., advance notices of proposed rulemaking).
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receipt of the review package and forwards it to the appropriate desk officer. In some cases,
agencies withdraw their rules from OIRA during the review period and the rules may or may not
be subsequently resubmitted. At the end of the review period, OTRA either returns the draft rule
to the agency “for reconsideration” or OIRA concludes that the rule is consistent with the
executive order. OIRA codes the rule in its database as ““consistent with change” if there had
been any changes to the rule, regardless of the source or extent of the change. OIRA codes rules
in its database as “consistent with no change”only if they are exactly the same at the end of the
review period as the original submission. If the draft rule is a proposed rule and is judged by
OIRA to be consistent with the executive order, the agency may then publish a notice of
proposed rulemaking in the Federal Register, obtain comments during the specified comment
period, review the comments received, and make any changes to the rule that it believes are
necessary to respond to those comments. (Executive Order 12866 says that this comment period
should, in most cases, be at least 60 days for significant rules reviewed by OIRA.) If the draft is
a final rule, the agency may publish the rule after OIRA concludes its review and the rule will
generally take effect either at that point or at some later date specified by the agency.

In most of the years since Executive Order 12866 was issued, more than 90% of the rules
that OTRA reviewed were coded in the database as either “consistent with change” or “consistent
without change.” (See Table 1.) Only a small percentage of rules were withdrawn, and even
fewer were returned to the agencies. The proportion of rules coded as “changed” has varied
somewhat over time, but the last several years of the Clinton Administration (1997 through
2000) were fairly similar to the most recent non-transition years of the George W. Bush
Administration (2002 and 2003). The data indicate that there were a relatively large number of
rules that were withdrawn and returned in 2001 compared to other years. The withdrawn rules
reflect actions taken at the start of the George W. Bush Administration pursuant to a
memorandum issued by Assistant to the President and Chief of Staff Andrew H. Card, which
generally directed Cabinet departments and independent agencies to: (1) not send proposed or
final rules to the Office of the Federal Register, (2) withdraw from the Office rules that had not
yet been published in the Federal Register, and (3) postpone for 60 days the effective date of
rules that had been published but had not yet taken effect.”* As discussed in greater detail later
in this report, OIRA returned a number of rules to the agencies for reconsideration shortly after a
new administrator was appointed in 2001.

15 Executive Office of the President, White House Office, “Regulatory Review Plan,” 66 Fed.
Reg. 7702, (Jan. 24, 2001), at [http://www.whitehouse.gov/omb/inforeg/regreview_plan.pdf]. For
adiscussion of the rules whose effective dates were postponed, see U.S. General Accounting Office,
Regulatory Review: Delay of Iiffective Dates of I'inal Rules Subject to the Adminisiration’s Jan. 20,
2004, Memorandum, GAO-02-370R, Feb. 2002.
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Table 1: Most Rules That OIRA Reviewed Were Coded in Database as
Changed or Not Changed

Percentage of rules OIRA reviewed that were coded:
vear Consistent Consistent Withdrawn Returned Other

with change without change
1994 373 53.4 43 0.2 49
1995 39.0 53.1 52 05 23
1996 515 414 5.1 0.0 20
1997 56.0 374 5.1 0.8 06
1998 59.3 36.1 3.1 0.0 14
1999 62.2 315 3.1 0.0 32
2000 60.4 343 39 0.0 14
2001 456 28.1 220 26 17
2002 54.3 317 7.8 07 586
2003 60.5 301 8.9 0.3 22
2004 62.7 29.8 8.5 0.2 0.8
2005 65.4 27.0 6.6 0.2 1.0

Source: OIRA.

Note: “Other” includes rules that were sent improperly, emergency rules, and rules with a statutory or judicial
deadline. Numbers do not total to 100.0 due to rounding.

The type of review that OIRA conducts under Executive Order 12866 sometimes
depends on the type of draft rule submitted. For example, if the draft rule contains a collection
of information covered by the PRA, the desk officer would also review it for compliance with
that act. If the draft rule is “economically significant” (e.g., has an annual impact on the
economy of at least $100 million), the executive order requires agencies to prepare an economic
analysis describing, among other things, the alternatives that the agency considered and the costs
and benefits of those alternatives." For those economically significant rules, OIRA desk
officers are to review the economic analyses using the office’s guidance on how to prepare
regulatory analyses under the executive order >

An attachment to a September 20, 2001, memorandum to the President’s Management
Council described the general principles and procedures that OIRA reportedly uses in the

68ection 3(f) of the executive order also defines an economically significant rule as adversely
atfecting “in a material way, the economy, a sector of the economy, productivity, competition, jobs,
the environment, public health or safety, or State, local, or tribal governments or communities.”

“IThis guidance was issued as OMB Circular A-4 in September 2003. For a copy of this
guidance, see [http://www.whitehouse.gov/omb/circulars/a004/a-4.pdf.].
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implementation of Executive Order 12866 " For example, the attachment indicated that the
office would, where appropriate: (1) include an evaluation of whether the agency has conducted
an adequate risk assessment, (2) give “a measure of deference” to regulatory impact analyses and
other supporting technical documents that have been peer reviewed in accordance with specified
procedures, (3) ensure that regulatory clearance packages satisfy the requirements in other
executive orders (e.g., include the certifications required by Executive Order 13132 on
“Federalism” and Executive Order 13175 on “Consultation and Coordination with Indian and
Tribal Governments”), (4) consult with the Small Business Administration (SBA) and the SBA
Chief Counsel for Advocacy, and (5) ensure that agencies evaluate the possible impact of the
draft rule on the programs of other federal agencies.

There is usually some type of communication during the review process (often via e-mail
or telephone) between the OTRA desk officer and the rulemaking agency regarding specific
issues in the draft rule. Briefings and meetings are sometimes held between OIRA and the
agency during the review process, with OIRA branch chiefs, the deputy administrator, or the
administrator involved in some of these meetings. According to OIRA representatives, the desk
officers always consult with the resource management officers on the budget side of OMB as
part of their reviews, and reviews of draft rules are not completed until those resource
management officers sign off. If the draft rule is economically significant, the desk officer
would also consult with a government economist to help review the required economic analysis.
For other rules, the desk officer might consult with other OIRA staff on issues involving
statistics and surveys, information technology and systems, or privacy issues. In certain cases,
OIRA may circulate a draft rule to other parts of the Executive Office of the President (e.g., the
Office of Science and Technology Policy or the Council on Environmental Quality) or other
agencies (e.g. the Departments of Energy, the Interior, or Transportation for certain
Environmental Protection Agency rules).

Executive Order 12866 requires OIRA to complete its regulatory reviews within certain
time frames: (1) within 10 working days of submission for any preliminary actions prior to a
notice of proposed rulemaking (e.g., a notice of inquiry or an advance notice of proposed
rulemaking), or (2) within 90 calendar days of submission for all other regulatory actions (or 45
days if OIRA had previously reviewed the material). In some instances, however, agency
officials said OTRA will ask the rulemaking agency to withdraw the rule and resubmit it,
restarting the review period. The executive order does not permit OIRA to “approve” or
“disapprove” a draft rule; it is up to the agency to decide whether to proceed with publication of
a rule after it had been returned, or to accept OIRA’s suggested changes. OIRA representatives
said it is often an iterative process in which the agencies and OIRA negotiate issues and clarify
terms. Nevertheless, agencies very rarely publish rules that OIRA returns or ignore substantive
OIRA “suggestions.” In some instances, agency officials will formally or informally appeal
OIRA determinations to the White House.

OIRA’s Informal Reviews. For some rules, there is an additional phase of “informal
review” before the rule is officially submitted to OIRA. In its December 2001 report on the
costs and benefits of federal regulations, OIRA stated that the office’s original review process
“was designed as an end-of-the-pipeline check against poorly conceived regulations.™* OIRA

For a copy of this September 20, 2001 memorandum and the attachment, see
[http://www. whitehouse.gov/omb/inforeg/oira_review-process.html].

¥Office of Management and Budget, Making Sense of Regulation: 2001 Report to Congress on the Cost and
(continued...)
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also said, however, that by the time an agency formally submits a rule to OIRA for review there
may be “strong institutional momentum” behind the proposal and, as a result, the agency may be
reluctant to address certain issues that OIRA analysts might raise. Therefore, OIRA indicated
“there is value in promoting a role for OIRA’s analytic perspective earlier in the process, before
the agency becomes too entrenched.” OIRA went on to state the following:

A common yet informal practice is for agencies to share preliminary drafis of rules and/or
analyses with OIRA desk officers prior to formal decision making at the agency. This
practice 1s useful for agencies since they have the opportunity to educate OIRA desk
officers in a more patient way, before the formal 90-day review clock at OMB begins to
tick. The practice is also useful for OIRA analysts because they have the opportunity to
flag serious problems early enough to facilitate correction before the agency’s position is
irreversible.,

OIRA cannot informally review each of the hundreds of significant proposed and final
rules that are submitted to the office each year. Informal reviews are most common when there
is a statutory or legal deadline for a rule or when the rule is extremely large and requires
discussion with not only OMB but also other federal agencies. The Environmental Protection
Agency (EPA) and the Departments of Agriculture, Health and Human Services, and
Transportation often issue those types of rules, and therefore are more likely to have their rules
reviewed informally before formal submission.

OIRA has informally reviewed agencies’ draft rules since its review function was
established in 1981, but informal reviews reportedly became more common when Executive
Order 12866 was adopted in 1993 and OIRA’s reviews were focused on “significant” rules.
There have been some indications, though, that OIRA has increased its use of informal reviews
even further in recent years. For example, in its March 2002 draft report to Congress on the
costs and benefits of federal regulation, OIRA said “agencies are beginning to invite OIRA staff
into earlier phases of regulatory development in order to prevent returns late in the rulemaking
process. Itis at these early stages where OIRA’s analytic approach can most improve on the
quality of regulatory analyses and the substance of rules.” Separately, in 2002, the OIRA
administrator said “an increasing number of agencies are becoming more receptive to early
discussions with OMB, at least on highly significant rulemakings.”*"

The administrator has also indicated that agencies’ “receptivity” to informal reviews may
be enhanced by the possibility of a returned rule. For example, in early 2002 he said that OIRA
was trying “to create an incentive for agencies to come to us when they know they have
something that in the final analysis is going to be something we’re going to be looking at
carefully. And I think that agencies that wait until the last minute and then come to us — well, in
a sense, they’re rolling the dice.”'"

(...continued)
Benefits of Regulations and Unfunded Mandates on State, Local and Tribal Entities (Dec. 2001).

'““Dr.JohnD. Graham, remarks prepared for the American Hospital Association, July 17,2002,
Available at [http://www whitehouse. gov/omb/inforeg/graham_ama071702.html].

Y5'Rebecca Adams, Regulating the Rulemakers: John Graham at OIRA, CQ Weekly, Feb. 23,
2002, at 520-526.
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Effects of OIRA’s Reviews

Although a great deal has been written about OIRA’s reviews of agencies’ draft rules,
few studies have systematically tried to determine the extent to which those reviews result in
substantive changes to the rules. One such study (using data prior to the advent of Executive
Order 12988) concluded that OIRA’s reviews resulted in the rejection of some regulations that
would have been economically inefficient, but did not appear to have improved the cost-
effectiveness (e.g., costs-per-life saved) of many of the rules.'” Other studies have used
OIRA’s database showing the number of rules that were coded as “consistent with change” and
“consistent without change” in an attempt to determine the significance of OIRA’s effects on
agencies’ rules and whether those effects have changed over time."™ As mentioned previously,
however, the “consistent with change” code includes changes made at the initiation of the
agencies as well as changes suggested by OIRA. Also, the code does not differentiate between
minor editorial changes and changes that radically alter the effect of the rule. “Returns” and
“withdrawals” in OIRA’s database also need careful interpretation. A return may be for purely
administrative reasons, not for substantive OIRA objections. Conversely, a withdrawal of a rule
by an agency may have been initiated by OIRA. In order to use these data effectively,
researchers should examine the associated documentation in the agencies’ and OIRA’s
rulemaking dockets.

GAO’s Analysis of OIRA’s Effects. GAO published such an analysis in September
2003, supplementing information from OMB’s database with information in the dockets and
interviews with agency officials.'* GAO reported that from July 1, 2001, through June 30,
2002, OIRA completed 642 reviews of agencies’ draft proposed and final rules. Of these,

o About 33% (214) were coded in the database as “consistent with no change,”
indicating that OIRA considered the rules consistent with the executive order as
submitted.

e About 50% (322) were coded as “consistent with change,” indicating that the
rules had changed after being submitted to OIRA, and that OIRA subsequently
concluded that the rule was consistent with the executive order’s requirements.

About 8% (50) were coded as “withdrawn” by the agency.

About 3% (21) were coded as “returned” to the agency by OIRA.

About 5% (35) had some other disposition (e.g., “sent improperly,”
“emergency,” or “statutory or judicial deadline”).

In order to make its review manageable, GAO focused on 85 of those rules that were

128 cott Farrow, Improving Regulatory Performance: Does Lxecutive Office Oversighi Mater?
(Pittsburgh: Carnegie Mellon University, July 26, 2000).

¥See, e.g., Steven Croley, While House Review of Agency Rulemaking: An lmpirical
Investigation, 70 U. Chi. L. Rev. 821 (2003).

1$4U.S. General Accounting Office, Rulemaking: OMB’s Role in Reviews of Agencies’ Draft
Rules and the Transparency of Those Reviews, GAQ-03-929, Sept. 2003.
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coded as changed, withdrawn, or returned and that were submitted to OIRA by nine selected
health, safety, or environmental agencies or offices: the Animal and Plant Health Inspection
Service within the Department of Agriculture; the Food and Drug Administration within the
Department of Health and Human Services; the Occupational Health and Safety Administration
within the Department of Labor; the Federal Aviation Administration (FAA), the Federal Motor
Carrier Safety Administration, and the National Highway Traffic Safety Administration
(NHTSA) with the Department of Transportation (DOT); and the offices of air and radiation,
water, and solid waste and emergency response within EPA. Seventy-one of the 85 rules had
been coded “consistent with change,” nine were coded as “returned,” and five were coded as
“withdrawn.”

GAOQ’s analysis of the underlying documents indicated that OIRA had a significant effect
on at least 25 of the 85 draft rules. Specifically:

¢ Of'the 71 “changed” rules, GAO concluded that OIRA had suggested significant
changes to 17 of them — changes that affected the scope, impact, or estimated
costs or benefits of the rules as originally submitted. In general, the focus of
OIRA’s suggested changes appeared to be on reducing regulatory burden (and,
in some cases, the expected benefits as well). Fourteen of the 17 significantly
changed rules were from EPA’s office of air and radiation or its office of water.
For example, at OIRA’s recommendation, EPA removed manganese from a list
of hazardous wastes, deleted certain types of engines from coverage of a rule
setting emissions standards, and delayed the compliance dates for two other
types of emigsions. Of the remaining 54 “changed” rules, the most significant
changes made at OIRA’s suggestion involved adding explanatory language to
the preambles of the rules and asking for comment on particular provisions. In
20 of the 54 rules, OIRA suggested only minor editorial changes (e.g., correcting
spelling errors or citations) or made no suggestions at all.

o Of the nine rules that had been returned to the agencies by OIRA, two were
returned because they had been improperly submitted, not because of substantive
defect. OIRA returned the remaining seven rules because of concerns about the
agencies’ regulatory analyses or a perceived lack of coordination between
rulemaking agencies. For example, OIRA returned one EPA rule because the
agency did not provide a quantitative analysis of costs and benefits, and returned
a NHTSA rule because OIRA did not believe that the agency had demonstrated
that it had selected the best available alternative. Five of the seven rules returned
for substantive reasons had been submitted by the FAA.

o Of the five rules that were withdrawn, GAO determined that only one had been
withdrawn at OIRA’s suggestion. The other four rules were withdrawn solely at
the agencies’ initiative or as a result of a mutual decision by the agencies and
OIRA.

If anything, GAQ’s analysis understates the influence that OIRA has on agencies’ rules
because its findings were often limited to the documentation that was available. If OIRA
suggested a change to a rule before it was formally submitted to OIRA (e.g., during informal
review), GAO’s analysis would not reflect those changes. In fact, the rule might not have even
been in the universe of rules that GAO examined (i.e., those coded as changed, returned, or
withdrawn during OIRA’s formal review). Other forms of OIRA influence may be even more
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indirect and harder to document. For example, some agencies have indicated that they do not
even propose certain regulatory provisions because they believe that OIRA would find them
objectionable.

Regulated Entities’ Contacts With OIRA. GAO also reported that regulated
entities directly contacted OIRA either before or during its review process regarding 11 of the 25
rules that OIRA significantly affected.'® Eight of those 11 cases involved EPA rules, and the
nature of the contacts ranged from meetings with OIRA representatives to letters sent to OIRA.
In 7 of the 11 cases, GAO concluded that what OIRA ultimately recommended to the rulemaking
agencies was similar to what these regulated parties recommended to OIRA , in some cases,
using similar language to that used by the regulated entities. For example, during OIRA’s
review of an EPA rule on identification and listing of hazardous waste, industry representatives
met with and sent letters to OTRA opposing the listing of manganese as a hazardous waste
constituent. (The industry representatives had made essentially the same argument to EPA
during the public comment phase, but EPA did not agree.) The main focus of OIRA’s comments
to EPA at the conclusion of its review was that final action on listing manganese as a hazardous
contaminant should be deferred. Notwithstanding the congruence between the comments of the
regulated entities and OIRA’s comments, GAO said it was impossible to determine the extent to
which this or other suggestions made by the regulated entities might have influenced OTRA’s
actions, if at all.

Changes in OIRA’s Policies and Practices During the George W. Bush
Administration

The formal process by which OIRA reviews agencies’ draft rules has changed little since
Executive Order 12866 was issued in 1993'% There have, however, been several subtle yet
notable changes in OIRA policies and practices in recent years, particularly since the OIRA
Administrator John Graham took office in July 2001. In October 2002, the administrator said
“the changes we are making at OMB in pursuit of smarter regulation are not headline grabbers:
No far-reaching legislative initiatives, no rhetoric-laden executive orders, and no campaigns of
regulatory relief. Yet we are making some changes that we believe will have a long-lasting
impact on the regulatory state.”'"

Return of the “Gatekeeper” Role. As noted previously, during the Reagan
Administration, OIRA was often criticized for acting as a regulatory gatekeeper, actively
overseeing and recommending changes to agencies’ rules. During the Clinton Administration,
however, the opposite concemns were expressed. A number of observers criticized OIRA for not
overseeing the actions of the rulemaking agencies more aggressively. In September 1996, the
then-administrator of OIRA testified that “we have consciously changed the way we relate to the
agencies,” and described OIRA’s relationship with the rulemaking agencies as “collegial” and

Environmental and public interest groups also contacted OIRA regarding three of the rules.

"%There has been only one amendment to Executive Order 12866 since it was issued. As
mentioned earlier in this Report, Executive Order 13258 reassigned all roles originally assigned to
the Vice President in Executive Order 12866 (e.g., to be principal advisor to the President on
regulatory policy, planning, and review) to the President’s chief of staff.

“John D. Graham, Presidential Oversight of the Regulatory State: Can It Work?, speech at
the Heinz School, Carnegie Mellon University, Oct. 4, 2002.
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“constructive.”'® She also said she agreed with an article that said OTRA functioned during that
period “more as a counselor during the review process than as an enforcer of the executive
order.™®

OIRA during the George W. Bush Administration has returned to the role it had during
the Reagan Administration, even describing itself in an annual report as the “gatekeeper for new
rulemakings”"”" The administrator of OTRA has said one of the office’s functions is “to protect
people from poorly designed rules,” and said OIRA review is a way to “combat the tunnel vision
that plagues the thinking of single-mission regulators.” He has also compared OIRA’s review of
agencies’ rules to OMB’s role in reviewing agencies’ budget requests. This return to the
gatekeeper perspective of OIRA’s role has implications for an array of OIRA’s functions, and
underlays many of the other changes described below.

Increased (and then Decreased) Use of Return Letters. As noted previously in
Table 1, during the Clinton Administration, OIRA only rarely returned rules to the agencies for
reconsideration. Specifically, according to OIRA’s database, of the more than 4,000 rules that
OIRA reviewed from 1994 through 2000, OIRA returned only seven rules to the agencies —
three in 1995 and four in 1997. OIRA administrators during that period said they viewed the use
of return letters as evidence of the failure of the collaborative review process, since OIRA and
the agencies were part of the same Presidential Administration.

In contrast, OIRA Administrator Graham referred to return letters as the office’s
“ultimate weapon,” and views them as a way to make clear that the office is serious about the
review process. In the first eight months after he took office in July 2001, OIRA returned 21
draft rules to the agencies for reconsideration. DOT had the most rules returned during 2001 and
2002 (eight), followed by the Social Security Administration (five) and the Department of
Veterans Affairs (four).”” The letters commonly indicated that OIRA returned the rules because
of concerns about the agencies’ analyses (e.g., whether the agencies had considered all
reasonable alternatives or had selected the alternative that would yield the greatest net benefits).

Subsequently, however, the pace of OTRA’s return letters slowed. Although the average
number of rules that OIRA reviewed each month stayed about the same, in the 26 months from
March 2002 until March 2006, OIRA returned a total of six draft rules to the agencies — a
dramatic decline from the 21 returns during the administrator’s first eight months in office !
Only one rule was returned in 2004, and one more in 2005 — about the same pace as during the
Clinton Administration. OIRA officials attributed the decline in return letters to the improved

"®Oversight of Regulatory Review Activities of the Office of Information and Regulatory
Affairs: Hearing before the Subcomm. on Financial Management and Accountability of the S.
Comm. on Governmental Affairs, 104™ Cong. (1996).

1¥William Niskanen, Clinton’s Regulatory Record: Policies, Process, and Outcomes, 19
Regulation, at 27-28 (1996).

"0ffice of Management and Budget, Stimulaiing Smarier Regulation: 2002 Report (o
Congress on the Costs and Benefits of Federal Regulations and UnfundedMcndates on State, Local,
and Tribal Entities, Dec. 2002.

YCopies of OIRA’s return letters are available on OMB’s website at
[http://www.whitehouse.gov/omb/inforeg/return_letter. html].

"Two of the five returns during this period involved the same DOT rule.



57

quality of agencies’ regulatory submissions after the initial flurry of returns. For example, in
November 2005 comments marking the 25™ anniversary of OIRA, Administrator Graham said
“we rarely need to issue a return letter” because agencies now “work with us to fix problems or
they persuade us that there is no problem to fix.”*”

Advent (and then Decline) of Prompt Letters. OIRA has traditionally been a
reactive force in the rulemaking process, commenting on draft proposed and final rules that are
generated by the agencies. Although OIRA occasionally suggested regulatory topics to the
agencies during previous administrations, the practice was relatively uncommon and the
discussions were not made public. In contrast, OIRA Administrator Graham was more publicly
proactive, sending several agencies “prompt letters” (and posting them on the OIRA website)
suggesting that they develop regulations in a particular area or encouraging the agencies’
ongoing efforts'™ For example, one such letter encouraged NHTSA to give greater priority to
modifying its frontal occupant protection standard, and another letter suggested that OSHA make
the promotion of automatic external heart defibrillators a higher priority. Other prompt letters
recommended that the agencies better focus certain research or programs.

OIRA sent agencies four prompt letters in September 2001, six by the end of that year,
and a total of at least 13 by the end of 2003. Since then, however, the number of prompt letter
has diminished substantially. OIRA issued only two prompt letters in 2004, and none were
issued in 2005, It is not clear why OIRA’s use of prompt letters has declined so sharply.
However, it is possible that OIRA may have reverted back to its previous approach of making
more private rulemaking and regulatory suggestions to the agencies.

Increased Emphasis (Usually) on Economic Analysis. Although OIRA has
always encouraged agencies to provide well-developed economic analyses for their draft rules,
OIRA Administrator Graham expressed greater interest in this issue than his predecessors. Also,
according to agency officials, there was a perceptible “stepping up the bar” in the amount of
support required for their rules, with OIRA reportedly more often looking for regulatory benefits
to be quantified and a cost-benefit analysis for every regulatory option that the agency
considered, not just the option selected. In September 2003, OIRA published revised guidelines
for economic analysis under the executive order and updated “best practices” guidance issued in
January 1996." The new guidelines were generally similar to the earlier guidance, but differed
in several key areas — e.g., encouraging agencies to: (1) perform both cost-effectiveness and
cost-benefit analyses in support of their major rules,” (2) use multiple discount rates when the

John Graham, The ‘Smart Regulation’ Agenda: Progress and Challenges, Nov. 7, 2005,
Available at [http://www.aei.brookings.org/admin/authorpdfs/page. php?id=1210].

MCopies of these prompt letters are available on OMB’s website at
[http:/Awww.whitehouse.gov/omb/inforeg/prompt_letter html].

"®As noted earlier in this report, this guidance (OMB Circular A-4) is available at
[http://www.whitehouse.gov/omb/circulars/a004/a-4. pdf.].

""Cost-benefit analysis involves the systematic identification of all costs and benefits
associated with a forthcoming regulation. Cost-effectiveness analysis seeks to determine how a
given goal can be achieved at the least cost. In contrast to cost-benefit analysis, the concern in cost-
effectiveness analysis is not with weighing the merits of the goal, but with identifying and analyzing
the costs of alternatives to reach that goal (e.g., dollars per life saved).
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benefits and costs of rules are expected to occur in different time periods,”” and (3) use a formal

probability analysis of benefits and costs when a rule is expected to have more than a $1 billion
impact on the economy (unless the effects of the rule are clear).

OIRA, however, has also signaled that these analyses are sometimes difficult if not
impossible to do for certain types of rules. For example, OIRA Administrator Graham said in
November 2005, “Homeland security regulations account for about half of our major-rule costs
in 2004 but we do not yet have a feasible way to fully quantify benefits. A moment’s reflection
will reveal some of the perplexing issues: How do we identify targets of potential terrorist
attacks, the probability of attacks and associated damages, and the effectiveness of various
countermeasures in reducing risk?”'” Administrator Graham reportedly said that cost-benefit
analysis may not be appropriate for these homeland security rules, and that a more practical
“soft” test was being used for them '

Increased (but not Total) Transparency. As noted previously, many of the
longstanding concerns about OIRA’s role in the rulemaking process have centered on the
perceived lack of transparency of its reviews. Executive Order 12866 attempted to address some
of those concerns, requiring (among other things) that agencies disclose after the publication of a
rule the changes made to the rule during OIRA’s review and the changes made at the suggestion
or recommendation of OIRA. The executive order requires OIRA to maintain a publicly
available log disclosing the status of all regulatory actions under review and the names and dates
of those involved in substantive oral communications (e.g., meetings, telephone calls) between
OIRA staff and parties outside of the executive branch. These requirements notwithstanding,
concerns about the lack of transparency continued. For example, even after issuance of the
executive order, OIRA disclosed contacts with outside parties only if they occurred during the
office’s formal review period, not if they occurred during its informal reviews.

In October 2001, OIRA Administrator Graham published a memorandum to OIRA staff
on the office’s website that extended the executive order’s disclosure requirements in several
areas. For example, the memorandum said that OIRA would disclose substantive meetings and
other contacts with outside parties about a rule under review even if OIRA was only informally
reviewing the rule. OIRA also said it would disclose substantive telephone calls with outside
parties that were initiated by the administrator, not just calls initiated by outside parties. OIRA
has also posted on its website lists of regulations currently under review," reviews concluded in
the previous 30 days,"" and its contacts with outside parties.*

""Discounting can have a significant effect on the present value of future health benefits. For
example, in a February 2003 speech the OIRA administrator noted that the present value of 1,000
lives saved 50 years in the future is only 34 lives in present value when evaluated at a 7 % discount
rate.

Graham, supra note 173.

"Nancy Ognanovich, Head of OMB Regulatory Office Says Analyzing Homeland Security
Rules Difficult, BNA Daily Report for Executives, Nov. 8, 2005, at A39.

180See [http://www whitehouse.gov/omb/library/OMBREGSP html].
18L8ee [http://www.whitehouse.gov/omb/library/OMBREGSC.html].

A list of OIRA’s meetings with outside parties can be found at
(continued...)
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These changes notwithstanding, OIRA’s regulatory reviews are still far from transparent.
Agencies are still instructed not to disclose changes that OIRA suggests during informal reviews,
and the meeting log on OIRA’s web site does not clearly delineate the subjects of OIRA’s
outside meetings or the affiliations of those present at the meetings. Also, as noted previously,
OIRA’s database showing rules “changed” during its review is not an accurate indication of the
rules that were substantively changed by OIRA.

Changes in OIRA Staffing. When OIRA was created in FY 1981, the office had a “full-
time equivalent” (FTE) ceiling of 90 staff members. By 1997, OIRA’s FTE allocation had
declined to 47, a nearly 50% reduction. Although Executive Order 12866 (issued in late 1993)
permitted OIRA to focus its resources on “significant” rules, this decline in QOIRA staffing also
occurred during a period in which regulatory agencies’ staffing and budgetary levels were
increasing and OIRA was given a number of new statutory responsibilities. Specifically, as
discussed later in this Report, OIRA was expected to perform various duties under the Unfunded
Mandates Reform Act of 1995, the Small Business Regulatory Enforcement Fairness Act of
1996, and the Regulatory Right-to-Know Act of 2001.

Starting in 2001, OIRA’s staffing authorization began to increase; by 2002, it stood at 55
FTEs. Between 2001 and 2003, OIRA hired five new staff members in such fields as
epidemiology, risk assessment, engineering, and health economics. OIRA indicated that these
new hires reflected the increasing importance of science-based regulation in federal agencies,
and would enable OIRA to ask penetrating technical questions about agency proposals.

OIRA’s Other Responsibilities

In addition to its regulatory review responsibilities under Executive Order 12866 and its
multiple responsibilities under the Paperwork Reduction Act (paperwork review, information
resources management, statistical policy and coordination, records management, privacy and
security, and information technology), Congress has assigned OIRA a number of other specific
functions related to the rulemaking and regulatory process. For example:

o The Unfunded Mandates Reform Act of 1995 (2 U.S.C. §§ 1532-1538)
generally requires agencies to prepare written statements describing the effects
of their rules that are subject to the act’s requirements. The Act requires the
director of OMB to collect those written statements and provide them to the
Congressional Budget Office, to establish pilot programs to test innovative
regulatory approaches, and to prepare an annual report on the implementation of
the act. The OMB director has delegated these responsibilities to OTRA **

o The Small Business Regulatory Enforcement Fairness Act of 1996 (SBREFA) (5
U.S.C. § 601 note) required EPA and OSHA to convene “advocacy review
panels” before publishing proposed rules expected to have a significant

182 continued)

[http://www.whitehouse.gov/omb/oira/meetings.html]. A list of its oral communications can be
found at [http://www whitehouse.gov/omb/oira/oral_communications.html].

"®For a more complete discussion of UMRA, see Keith Bea & Richard S. Beth, Unfimded
Mandates Reform Act Summarized, CRS Report RS20038.
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economic impact on a substantial number of small entities."™ The Act
specifically requires the review panel to include full-time employees from OIRA
as well as other agencies.

¢ SBREFA also contains provisions commonly referred to as the “Congressional
Review Act,” which (among other things) requires agencies to delay the
effective date of “major” rules, and requires GAO to submit a report on those
rules within 15 days of their issuance. SBREFA defines a major rule as one that
the OIRA administrator concludes has resulted or is likely to result in (among
other things) a $100 million annual effect on the economy.'®

o Section 515 of the Treasury and General Government Appropriations Act for
Fiscal Year 2001 (44 U.S.C. §§ 3504 (d)(1) & 3516), generally known as the
“Data Quality Act” or the “Information Quality Act,” directed OMB to take
several actions (all of which were delegated to OIRA). Specifically, the Act
required OMB to issue governmentwide guidelines 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.” OMB published those
guidelines in final form on February 22, 2002, The act also required agencies
to develop their own guidelines (which were reviewed by OMB), and to report to
OMB on the number and nature of complaints received and how such complaints
were handled by the agency.

¢ Section 624 of the Treasury and General Government Appropriations Act, 2001,
(31 U.S.C. § 1105 note), sometimes known as the “Regulatory Right-to-Know
Act,” requires OMB to prepare and submit with the budget an annual
“accounting statement and associated report” containing an estimate of the costs
and benefits (including quantifiable and nonquantifiable effects) of federal rules
and paperwork, to the extent feasible, (1) in the aggregate, (2) by agency and
agency program, and (3) by major rule. The accounting statement is also
required to contain an analysis of impacts of federal regulation on state, local,
and tribal governments, small businesses, wages, and economic growth. Similar
one-year requirements were in previous appropriations acts.

o The same legislation requires OMB to include “recommendations for reform” in
its cost-benefit reports. Rather than rely on its own expertise, OIRA decided to
solicit suggestions from the public. For example, in March 2002, OIRA asked
the public for recommendations to eliminate or modify existing rules as well as
to expand or extend existing programs. In response, OIRA received more than
300 suggestions, which OIRA turned over to the appropriate agencies for

"¥This requirement is codified at 5 U.S.C. § 609 (2000).

®For a more complete discussion of the Congressional Review Act, see Morton Rosenberg,
Congressional Review of Agency Rulemaking: An Assessment After Nullification of OSHA's
Lirgonomics Siandard, CRS Report RL30116.

'%0ffice of Management and Budget, Guidelines for Ensuring and Maximizing the Quality,
Objectivity, Ulility, and Integrily of Information Disseminated by I'ederal Agencies; Notice;
Republication, 67 Fed. Reg. 8451 (Feb. 22, 2002).
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prioritization. In February 2004, OIRA asked the public for suggested reforms
of rules affecting the manufacturing sector. OIRA said it was focusing on
manufacturing because of the relatively large impact that regulations have on
that sector.'¥

o The Small Business Paperwork Relief Act of 2002 (Public Law 107-198)
requires OMB to annually publish, in the Federal Register and on the Internet, a
list of compliance assistance resources available to small businesses. The Act
also requires OMB to convene and chair a task force to study the feasibility of
streamlining paperwork requirements on small businesses. The task force was
required to file an initial report by the end of June 2003, and is required to file a
second report by the end of June 2004

o The E-Government Act of 2002 (Public Law 107-347) requires the OIRA
administrator to work with the administrator of the Office of Electronic
Government to establish the strategic direction of the governmentwide e-
government program and to oversee its implementation. OIRA has been
particularly active in the Administration’s e-rulemaking initiative.

o Inthe Treasury and General Government Appropriations Act, 2002 (Public Law
107-67), Congress stated that about $6.3 million of OMB’s $70.7 million
appropriation was for OIRA, but stipulated that nearly $1.6 million of that
amount should not be obligated until OMB “submits a report to the Committees
on Appropriations that provides an assessment of the total costs and benefits of
implementing Executive Order No. 13166.”'%

¢ The conference report for OMB’s appropriation for fiscal year 2004 (to
accompany H.R. 2673) directed OIRA to submit a report to the House and
Senate Committees on Appropriations by June 1, 2004, on “whether agencies
have been properly responsive to public requests for correction of information
pursuant to the (Data Quality Act).”"®

Congress also sometimes limits OIRA’s actions through riders on OMB’s appropriation.
For example, since 1983, language has been included in OMB’s appropriation stating that none
of the funds appropriated to OMB could be used for the purpose of reviewing any agricultural

¥7A similar requirement for “recommendations for reform” was included in section 628(a)(3)
of the FY2000 Treasury and General Government Appropriations Act. OIRA received 71
suggestions from the public in response to its call for “suggestions on specific regulations that could
be rescinded or changed that would increase net benefits to the public,” most of which came from
the Mercatus Center at George Mason University. OIRA reviewed these suggestions and identified
23 as a “high priority” for review. Eight of the 23 high priority recommendations involved EPA
rules, and five involved rules from the Department of Labor. Although business groups generally
applauded this effort, environmentalists and public interest groups characterized it as the
development of a “hit list” of rules that the Bush Administration wanted to eliminate.

"®Exec. Order 13,166, Improving Access to Services for Persons With Limited Lnglish
Proficiency, 65 Fed. Reg. 50,12 (Aug. 16, 2000)

"MOIRA submitted this report in Aprl 2004. For a copy of the report, see
[http://www.whitehouse.gov/omb/inforeg/fy03 info quality rpt.pdf].
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marketing orders issued by the Department of Agriculture. Marketing orders, which cover
dozens of commodities from lemons to milk, basically keep prices up by regulating supplies, and
had been targeted for elimination or amendment by President Reagan’s task force on regulatory
relief in the early 1980s. In response, Members of Congress have inserted this restriction in each
subsequent appropriation bill, asserting that the Department of Agriculture, not OMB, has
statutory authority in this area.

OIRA’s Actions to Expand Its Role. Although OIRA’s workload has clearly
increased as a consequence of a series of Congressional requirements, OIRA has also has also
voluntarily taken on additional responsibilities, often basing its actions on the office’s
interpretation of previous statutory or executive order authority or requirements.

Reform Recommendations. For example, in addition to requiring an annual
“accounting statement” of the costs and benefits of regulations, the above-mentioned
“Regulatory Right-to-Know Act” (section 624 of the Treasury and General Government
Appropriations Act, 2001) also requires OMB to include “recommendations for reform” in its
cost-benefit reports.”* Citing this requirement, in May 2001, OIRA asked for suggestions on
specific regulations that could be “rescinded or changed that would increase net benefits to the
public.” In response, OIRA received 71 suggestions, which it placed into high, medium, and low
priority categories.””! Tn March 2002, OTRA asked the public for recommendations to eliminate
or modify existing rules as well as to expand or extend existing programs. In response, OIRA
received more than 300 suggestions, which OIRA turned over to the appropriate agencies for
prioritization. In February 2004, OIRA asked the public for suggested reforms of rules affecting
the manufacturing sector. OIRA said it was focusing on manufacturing because of the relatively
large impact that regulations have on that sector. In March 2005, OIRA reported that it received
189 reform nominations, of which federal agencies and OMB determined that 76 had “potential
merit and justify further action.”'”

Peer Review Bulletin. In September 2003, OIRA published a proposed bulletin in the
Federal Register on “Peer Review and Information Quality” that would have, if made final,
provided a standardized process by which all significant regulatory information would be peer
reviewed. Issued under the authority of the Information Quality Act, the PRA, and Executive
Order 12866, the bulletin would have required agencies to: (1) have all “significant regulatory
information” that the agencies intend to disseminate peer reviewed, (2) have “especially
significant regulatory information” peer reviewed according to even higher standards, and (3)
provide OIRA at least once each year with information about upcoming significant regulatory
disseminations and the agencies’ plans for conducting peer reviews. The proposed bulletin
aroused significant controversy, with some observers expressing concern that it could create a
centralized peer review system within OMB that would be vulnerable to political manipulation

A similar one-year requirement for “recommendations for reform™ was included in section
628(a)(3) of the Fiscal Year 2000 Treasury and General Government Appropriations Act. Although
business groups generally applauded this “look back”effort, environmentalists and public interest
groups characterized it as the development of a “hit list” of rules that the Bush Administration
wanted to eliminate.

“IFight of the 23 suggestions that OTRA designated a “high priority” involved EPA rules, and
five involved rules from the Department of Labor.

BFor a copy of OIRA’s report on “Regulatory Reform of the Manufacturing Sector,” see
[http://www.whitehouse.gov/omb/inforeg/reports/manufacturing _initiative. pdf].



63

or control by regulated entities. In April 2004, OIRA published a revised version of the
proposed bulletin in response to nearly 200 comments received from the public.'”® The revised
bulletin was broader in scope than the proposed bulletin in that it applied to “influential scientific
information” (not just regulatory information) and “highly influential scientific assessments.”
Agencies, however, were given substantial discretion to decide whether information was
“Influential” and therefore required a peer review, and the bulletin provided exemptions for
certain classes of information (e.g., routine statistical information and products by government-
funded scientists that are not represented as the views of the agency). In January 2005, OIRA
published a final version of the bulletin in the Federal Register that was similar in many respects
to the revised version.'* OMB still retained significant authority in certain areas (e.g., when
information is “highly influential”), so it is unclear how much discretion agencies will be given
to decide when and what kind of peer review is required.

Guidance Practice Bulletin. In November 2005, OMB published a “Proposed
Bulletin for Good Guidance Practices.”™ Noting that agencies have increasingly relied on
guidance documents to inform the public about regulatory requirements and to provide direction
to their staffs, OMB said it was concerned that these documents “may not receive the benefit of
careful consideration accorded under the procedures for regulatory development and review.”
OMB did not cite any specific statutes or executive orders as authorizing the issuance of the
bulletin, but it did indicate that it was “responsible both for promoting good management
practices and for overseeing and coordinating the Administration’s regulatory policy.” In
essence, the proposed bulletin would require agencies (not including independent regulatory
agencies) to develop written procedures for the approval of “significant” guidance documents
(defined in essentially the same way as “significant” rules in Executive Order 12866), to
maintain a list of those documents on its web site, and to allow electronic comments on those
documents. For “economically significant” guidance documents (e.g., those expected to have a
$100 million impact on the economy), agencies would be required to publish a notice in the
Federal Register announcing that the draft guidance document is available, invite public
comments, and respond to those comments.'”® Although the proposed bulletin does not
specifically provide a role for OIRA in the approval process, some have expressed concerns that
the bulletin could allow greater opportunities for the office and industry to influence agency
decisionmaking.™ As was the case with the peer review bulletin, OIRA is expected to retain
significant discretion to decide which documents are subject to the bulletin’s requirements.

For a copy of this revised peer review bulletin, see
[http://www.whitechouse.gov/omb/inforeg/peer review041404.pdf].

™0ffice of Management and Budget, Final Information Quality Bulletin for Peer Review, 70
Fed. Reg. 2664 (Jan. 14,2005). OMB published the final bulletin on its web site on December 15,
2004. Certain provisions took effect in June 2005, but others did not take effect until December
2005.

1%0OMB published the proposed bulletin on its web site on November 23, 2005, available at
[http://www.whitehouse.gov/omb/inforeg/good guid/good guidance preamble.pdf]. On November
30, 2005, OMB published a notice and request for comments on the proposed bulletin (but not the
bulletin itself) in the Federal Register. 70 Fed. Reg. 71,866 (Nov. 30, 2005).

Because guidance is, by definition, nonbinding, it is not clear how it could have a $100
million impact on the economy, and, therefore, qualify as “economically significant.”

YSee, e.g., Cindy Skrzycki, Finding a Way to Better Guidance, Wash. Post, Dec. 20, 2005, at
D1.
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Risk Assessment Bulletin. The most recent manifestation of OIRA’s expanding (at
least potential) influence was its publication of a proposed bulletin on agency risk assessment
practices.”” Released for public comment and peer review by the National Academy of Sciences
on January 9, 2006, the stated purpose of the bulletin is “to enhance the technical quality and
objectivity of risk assessments prepared by federal agencies by establishing uniform, minimum
standards.” The legal authority cited for the bulletin included the Information Quality Act, the
Regulatory Right-to-Know Act, and “OMB’s general authorities to oversee the quality of agency
analyses, information and regulatory actions.”™ Public comments were requested on the
proposed bulletin by June 2006, with the bulletin going into effect 12 months after its publication
in final form. Risk assessments are used in a variety of ways in the federal government, and are
particularly important in developing regulations involving health, safety, or the environment.
The OIRA bulletin described a series of general risk assessment and reporting standards (e.g.,
“summarize the scope of the assessment” and “be scientifically objective”), with one set of
standards specifically for risk assessments used in regulatory analyses. It also laid out a set of
“special standards for influential risk assessments” (i.¢., those expected to have a “clear and
substantial impact on important public policies or private sector decisions”). The scope of the
bulletin is quite broad, covering all agencies covered by the PRA (i.e., including independent
regulatory agencies) and defining risk assessment in sweeping terms.** The bulletin requires
agencies to certify that each covered risk assessment has complied with its requirements, but
allows agency heads to defer or waive some or all of its requirements. OIRA and the White
House Office of Science and Technology Policy were made responsible for overseeing the
bulletin’s implementation.

8This proposed risk assessment bulletin is available at
[http://www.whitehouse.gov/omb/inforeg/proposed risk assessment bulletin 010906 pdf].

S pecifically, OIRA noted that section 515(a) of the IQA requires OMB to “provide policy
and procedural guidance to Federal agencies for ensuring and maximizing the quality, objectivity,
utility and integrity of information” disseminated by federal agencies. Also, OIRA said the
Regulatory Right-to-Know Act directs OMB to “issue guidelines to agencies to standardize . . .
measures of costs and benefits” One could argue that OIRA had already satisfied these
requirements through the issuance of its February 2002 IQA guidelines and OMB Circular A-4.

*™Risk assessment is defined as “a scientific and/or technical document that assembles and
synthesizes scientific information to determine whether a potential hazard exists and/or the extent
of possible risk to human health, safety, or the environment.”
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OIRA and the Future of Presidential Regulatory Review

For more than 25 years, OIRA has played a central role in the federal rulemaking
process. Although some argued early in OIRA’s history that the office’s regulatory review role
was unconstitutional, few observers continue to hold that view. No court has directly addressed
the constitutionality of the OIRA regulatory review process, but in 1981 (the year that OIRA was
created) the D.C. Circuit said the following:

The court recognizes the basic need of the President and his White House staff to monitor
the consistency of ageney regulations with Administration policy. He and his advisors
surely must be briefed fully and frequently about rules in the making, and their
contributions to policymaking considered. The executive power under our Constitution,
after all, is not shared — it rests exclusively with the President.*”

OIRA is located within the Executive Office of the President and is the President’s direct
representative in the governmentwide rulemaking process. As Executive Order 12866 states,
OIRA is the “repository of expertise on regulatory issues” within the Executive Branch, and is
uniquely positioned both within OMB (with its budgetary influence) and within the federal
rulemaking process (reviewing and commenting on rules just before they are published in the
Federal Register) to enable it to exert maximum influence. As discussed above, OIRA has been
given significant responsibilities by Congress, but perhaps its most significant role — regulatory
review — has been assigned by the President. Further, OIRA has assigned itself a number of
additional roles in recent years, including issuing standards for agencies to follow with regard to
peer review, risk assessment, and guidance documents. Lisa Heinzerling has argued that OIRA’s
actions have also led to alterations in agencies’ interpretations of regulatory statutes” Asa
consequence, she says “OIRA’s increasingly aggressive role in controlling agency action is so
far the biggest administrative law story of the new century.”*"

Variations in how OIRA operates — as a gatekeeper or a counselor — are largely a
function of the wishes of the President that the office serves. For example, in a June 2001 article
in Harvard 1.aw Review, Elena Kagan posited that, while it is generally acknowledged that
President Reagan used OIRA’s review function as a tool to control the policy and political
agenda in an anti-regulatory manner, President Clinton did much the same thing to accomplish
pro-regulatory objectives.*® She said he did so by exercising directive authority and asserting
personal ownership over a range of agency actions, thereby making them “Presidential” in
nature. She also characterized this emergence of enhanced methods of Presidential control over
the regulatory state — what she termed the “presidentialization of administration” — as “the
most important development in the last two decades in administrative process.” Similarly,
William F. West concluded that OIRA’s regulatory review process “has promoted executive
interests across administrations precisely because the process has internalized incumbents’

*Sierra Club v. Costle, 657 F.2d 298 (D.C. Cir. 1981).

*Lisa Heinzerling, Statutory Interpretation in the Era of OIR4, 33 Ford. Urb. L. Rev. 1097
(2006).

5d at 1117
**Elana Kagan, Presidential Administration, 18 Harv. L. Rev. 2245 (2001).
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political preferences.”™ Therefore, instead of the “neutral competence” that some assert that
bureaucracy can best provide Presidents, West characterizes OIRA’s performance as “responsive
competence.”

As Sally Katzen, OIRA administrator during the Clinton Administration, told GAQ,
because OIRA is part of the Executive Office of the President, and the President is the office's
chief client, a change in the presidency has a profound effect on how OIRA operates.”® She also
said each new administrator of OIRA — and ultimately each new administration — represents a
reaction to the previous Administrator and administration. Just as the Clinton administration's
OIRA was a reaction to the administrations that preceded it, she said the current Bush
administration's OIRA is a reaction to the Clinton period. Similarly, in March 2002, then-OIRA
Administrator Graham said "Presidents use the powers of OMB regarding agency action to
advance Administration priorities and policy objectives . . .. We should remember that OMB is
an office within the Executive Office of the President and its actions necessarily reflect
Presidential priorities.”"

Other observers, however, view OIRA (like other executive branch agencies) as having
more of a shared allegiance between the President and the Congress. They point out that OTRA
was created by Congress, and has been given a number of statutory responsibilities through the
PRA and other laws. Nevertheless, even supporters of a strong legislative perspective recognize
that OIRA is part of the Executive Office of the President, and that Congress gave OIRA its
responsibilities because of its strategic position within that office ™ With both statutory and
executive order responsibilities, OIRA embodies a broader tension between Congress and the
President for control of administrative agencies.

Stuart Shapiro has viewed OIRA in another way, however, describing the relationship
and potential conflict between two of the office’s roles: reviewing the analytical bases for
agencies’ rules and furthering the President’s agenda.” Shapiro notes that the two goals are in
harmony when both the results of agency cost-benefit analyses and the President’s position are
the same (i.e., either both supporting the issuance of the subject regulation or opposing it). He
also points out, however, that the two goals can be at odds, and notes that regulations (e.g., some
related to homeland security) can prevail even if their costs are high and the benefits are ill-
defined if supported by the White House. Similarly, Susan Dudley (nominated to be OIRA
administrator on July 31, 2006) and Angela Antonelli noted that “OIRA is supposed to
simultaneously provide independent and objective analysis, and report to the president on the
progress of executive policies and programs. When those functions conflict, the Presidential

SWilliam F. West, The Institutionalization of Regulatory Review: Organizational Stability and
Responsive Competence at OIRA, Presidential Studies Quarterly, vol. 35 (Mar. 2005) at 76-93.

.S, General Accounting Office, Rulemaking, GAO-03-929, at 40.

*John D. Graham, Presidential Management of the Regulatory State, remarks prepared for
delivery to the National Economists Club, Mar. 7, 2002. Remarks are available at
[http://www.whitehouse. gov/omb/legislative/testimony/graham030702 html].

"For example, David H. Rosenbloom, in Building a Legislative-Centered Public
Administration (Tuscaloosa, AL: The University of Alabama Press, 2001) states that “where
coordinated government-wide clearance is required to achieve Congress’ policy objectives, there
may be few or no alternatives (to paperwork and regulatory review within OMB).”

**Stuart Shapiro, Politics and Regulatory Policy Analysis, Regulation, Summer 2006, at 40-45.
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agenda will most certainly prevail over independent and objective analysis.”!"

Although major differences of opinion exist among observers of the federal rulemaking
process regarding the appropriateness of OIRA’s regulatory review role, the broad reach and
influence of the office’s is undebatable. Rulemaking agencies formally challenge OIRA’s
returns and “suggestions” for change only rarely, and sometimes refrain from even submitting
draft rules for review if they believe they will be opposed by OIRA. Regulated entities also
recognize OIRA’s influence, and seem to view the office as a “court of second resort” if they are
unable to influence regulatory agencies to their position directly.

Possible Legislative Issues

Congress also recognizes the importance that OIRA plays in the rulemaking process, and
usually holds several hearings each year examining OIRA’s implementation of its
responsibilities pursuant to various statutes and executive orders. Proposals for changes to
OIRA’s authority and responsibilities have focused on such issues as; (1) providing a statutory
underpinning for regulatory reviews, (2) increasing or decreasing the office’s funding and
staffing, (3) including independent agencies’ rules under the office’s regulatory review function,
and (4) improving the transparency of OIRA’s regulatory review processes.

Statutory Authority for Regulatory Review. As noted previously, Congress has
enacted legislation expanding OIRA’s statutory responsibilities, and has considered (but not
enacted) legislation that would provide a statutory basis for OIRA’s regulatory review function.
For example, in the 106" Congress, section 632 of S. 746 (the “Regulatory Improvement Act of
1999") would have required the President (via OMB and OIRA) to “establish a process for the
review and coordination of Federal agency regulatory actions.” The proposed legislation also
would have placed in statute many of the transparency requirements in Executive Order 12866.
The legislation, however, was not enacted.

At a CRS symposium on “Presidential, Congressional, and Judicial Review of
Rulemaking,” held on September 11, 2006, Bill Kovacs from the United States Chamber of
Commerce suggested that Executive Order 12866 be put into statute. Other panelists, however,
voiced both practical and constitutional concerns about doing so. For example, Neil Eisner,
Assistant General Counsel at the Department of Transportation, said the following;

I don’t think it would be a good idea to put it in statute. I think it’s an executive order that
will nced changes over the vears, if for nothing clsc than to take the vice president out of
the process and put the White House chief of staff into the process because of a particular
admimistration. It’s too difficult to amend going through statute. As someone mentioned
this morning, you don’t know what clsc might get added to it when vou're trving to make
a simple little fix like that.

Sally Katzen, former OIRA administrator during the Clinton Administration agreed, noting that
both the Clinton and Bush administrations have opposed codifying the order. Separately, a
member of the audience expressed concerns about the constitutionality of Congress telling the
president how the president had to supervise his Cabinet and sub-Cabinet appointees. There are
many, many good reasons why codifying the executive order is a bad idea, but one issue that

"Susan E. Dudley & Angela Antonelli, Congress and the Clinton OMB: Unwilling Partners
in Regulatory Oversight?, Regulation, Fall 1997, at 17-23.
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hasn’t been mentioned, [ think, is the serious separation of powers problem that will come from
that.”

Mort Rosenberg of CRS asked, instead of simply taking the text of the order and putting
into statute, whether it might not be a better idea “if you authorized the president to issue an
executive order regarding the review of regulations, and put in there a bottom line, let’s say, of
transparency that’s better than what’s here now — put that in the law and give the president
general authority that he has assumed for the last 26 years.” David Vladeck from Georgetown
University said “that may be a better stratagem from Congress’ standpoint and one way around
some of the obvious separation of powers problems that would come from simply trying to enact
the executive order into law.”

Increased Funding and Staffing. OIRA does not have a specific line item in the
budget, so its funding is part of OMB’s appropriation. Similarly, OIRA’s staffing levels are
allocated from OMB’s totals. Although OIRA staffing has increased in recent years, as of May
2004, OIRA has fewer staff than it had when its regulatory review function was first established
in 1981. Currently, about 30 OIRA desk officers and branch chiefs review about 3,000 agency
information collection requests each year and about 700 significant rules each year. At various
times in its history, certain Members of Congress have attempted to reduce funding for OIRA in
order to signal Congressional displeasure with the office’s actions.”"" Other observers, however,
believe that OIRA’s funding should be increased, not reduced, arguing that a relatively small
amount of additional resources for OTRA could yield substantial benefits >

At other times, proposed legislation has been introduced designating how OIRA staff
should be used. For example, in the 108" Congress, a provision in H.R. 2432 as originally
introduced would have required the OMB Director to “assign, at a minimum, the equivalent of at
least 2 full time staffers to review the Federal information collection burden on the public
imposed by the Internal Revenue Service.” The Internal Revenue Service accounts for more
than 80% of the estimated paperwork burden, but OIRA indicated that it devoted less than one
FTE to reviewing the agency’s paperwork requests (because much of the burden is mandated by
statute). The Bush Administration objected to this specific direction of OIRA staff, so the
sponsors of the bill agreed to delete this requirement before it was approved by the House of
Representatives in May 2004,

Coverage of Independent Agencies’ Rules. Although several of the statutes that
OIRA helps to administer include rules issued by independent regulatory agencies (e.g., the
PRA, the Regulatory Flexibility Act, the Congressional Review Act, and the Data Quality Act),
the executive orders that have established regulatory review within OIRA have explicitly

*UFor example, as noted previously, in OMB’s appropriation for 2002, Congress stipulated that
nearly $1.6 million should not be obligated until OMB submitted a report assessing the total costs
and benefits of implementing Executive Order 13166. Also, in the conference report for OMB’s
fiscal year 2004 appropriation (under the heading “Office of Information and Regulatory Affairs”),
the conferees directed that $1 million “be withheld from obligation until resolution of existing
programmatic concerns by House conferees are addressed and the House and Senate Committee on
Appropriations approve of such obligations.”

*28ee, e.g., Robert W. Hahn & Robert E. Litan, Wiy Congress Should Increase Funding for
OMB Review of Regulations, AEI-Brookings Joint Center for Regulatory Studies, Policy Matter 03-
33 (Oct. 2003).
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excluded rules issued by those agencies.™ Some observers have suggested that this limitation
be lifted, arguing that independent regulatory agencies issue regulations that have a significant
impact on the economy (about $230 billion per year according to OIRA), but their rules often
contain little quantitative information on regulatory costs and benefits.*** Those opposed to this
expansion in QOIRA’s duties point out that independent regulatory agencies were established to
be relatively independent of the President, and inclusion of their rules under OIRA’s would be
counter to this purpose. In response, proponents argue that independent regulatory agencies’
rules are already reviewed for purposes such as paperwork clearance and ensuring that data
quality requirements are met, so examining the substance of the rules is just an extension of
those reviews.

At the CRS symposium on September 11, 2006, Sally Katzen, former OIRA
administrator during the Clinton Administration, noted that both the Reagan and Clinton
administrations contemplated expanding Presidential review to independent agencies:

When Boyden Gray was drafting 12291 for President Reagan, the same issue was raised.
And as I said, the Department of Justice opined that the president had constitutional
authority to extend to independent regulatory commissions. They chose not to do it. We
reconsidered the question and chose not to do it. I think there is an aspect of an
independent regulatory commission that says it should somehow be kept a little distant
from the validly political actors. And this was not in that direction, and I think it’s a
sound one. It’s not one based on the law. T think we had the authority; I think it’s purely
a question of desirability.

Transparency Improvements. One consistent area of concern to some observers
has been the lack of transparency of the OIRA review process to the public. Notwithstanding
recent improvements, they argue that it is difficult for the public to know with any degree of
certainty what changes OIRA has suggested to agencies’ draft rules, what contacts OIRA has
made with regulated entities and other outside parties regarding those rules, or whether
documents were exchanged between OIRA and the agencies. In its September 2003 report,
GAO said that the documentation that agencies are required to provide showing the changes
made at OIRA’s suggestion or recommendation were not always available and, when done, were
not always clear or consistent.”” GAQ also said that the transparency requirements incumbent
on OIRA were not always clear, and recommended several improvements. For example:

¢ Although OIRA indicated that it can have its greatest impact on agencies’ rules
during informal reviews before review packages are formally submitted, OIRA
indicated that agencies only had to disclose the changes made at OTRA’s
suggestion during formal review (some of which were as short as one day).
GAO recommended that OIRA define this requirement in the executive order to
include informal reviews, just as it did with regard to the requirements involving

BFor purposes of regulatory review, both Executive Order 12291 and Executive Order 12866
defined a covered “agency” as excluding those agencies specified in 44 U.S.C. § 3502(10) (2000).

HSee, e.g., Center for Regulatory Effectiveness, A Blueprint for OMB Review of Independent
Agency Regulations (Mar. 2002). The previously mentioned bill (S. 746) that proposed to establish
in law Presidential review of rules would have included rules issued by independent regulatory
agencies.

U.S. General Accounting Office, Rulemaking, GAO-03-929, at 110-16.
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the office’s communications with outside parties.

o Asnoted previously, the “consistent with change” code in OIRA’s database does
not differentiate between OIRA- or agency-initiated changes, or changes that
were major or minor in nature. GAQ recommended that the database be changed
to more clearly indicate which rules were substantively changed at OIRA’s
suggestion.

o GAO also recommended refinements to the executive order’s requirements
applicable to OIRA (e.g., more clearly indicating on its website the regulatory
actions being discussed at meetings with outside parties and the affiliations of
the participants) and the requirements applicable to the agencies (e.g., defining
the types of “substantive” changes that agencies should disclose).

In commenting on GAO’s report, the administrator of OIRA said that the office planned
to review its implementation of the executive order’s transparency requirements and would work
to improve the clarity of its meeting log. The administrator did not, however, believe that
changes made during informal OIRA reviews should be disclosed — even though he said that
OIRA can have its greatest influence during informal reviews. Disclosure of these informal
review changes could be required through an administrative directive issued by the OIRA
administrator or, alternatively, through legislation.

Areas for Additional Research

In addition to, or possibly as a supplement to, these areas of possible legislative action, a
number of issues regarding Presidential review of rulemaking bear further examination by
ACUS or some other body. They include the following:

o Should Congress codify Presidential review of agency rulemaking? If so, how
detailed should that codification be? For example, should it simply authorize the
President to issue an executive order on this issue (thereby giving future
Presidents the flexibility to change its provisions), with certain other
requirements for transparency and limits on delay? Or should the codification
spell out in detail the process by which Presidents should review rules before
they are published? What are the policy implications of codification?

¢ Should independent regulatory agencies’ rules be subject to Presidential review
(as they are now under the Paperwork Reduction Act)? Or would Presidential
review adversely affect the independence intended for these agencies?

¢ What general type of role should OMB play in the Presidential rule review
process? Should OMB be a “counselor” to the agencies (as during the Clinton
Administration), suggesting improvements to the agencies but generally
deferring to agencies’ statutory expertise? Or should it be more of a
“gatekeeper” (as during the current Bush Administration) establishing strict
standards and ensuring that regulations meet certain standards before
publication?

o What rules should govern OMB’s contacts with outside parties during the
Presidential review process? For example, should OMB be allowed to meet with
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regulated entities outside of the period when agencies are not permitted to do so?
Should OMB be required to disclose to the public not only that such a meeting
occurred, but also a summary of what was said (as some agencies are required to
do) to provide an administrative record for any subsequent changes?

How transparent should the Presidential rule review process be to the public?
Are improvements in review transparency currently needed (either
administratively or by statute)? Specifically: (1) Should OMB clearly define
what types of “substantive” changes to rules need to be disclosed?; (2) Should
agencies or OMB required to disclose substantive changes made to rules during
“informal” reviews (when OMB says it can have its greatest effect)?; (3) Should
OMB clearly indicate in its database which rules were changed at its suggestion?

A number of actions by OMB during the Bush Administration have had the
effect of centralizing rulemaking authority in the Executive Office of the
President. For example, OMB has revitalized the regulatory review function
under Executive Order (2866 (emphasizing cost-benefit analysis, returning rules
to the agencies); and issued governmentwide guidelines on data quality and peer
review (with OMB able to determine when agencies’ rules should be peer
reviewed and at what level). Have these actions taken too much authority away
from the agencies in whom Congress vested rulemaking authority, thereby
upsetting the balance of power between Congress and the President in this area?

Some critics have asserted that OTRA reviews, particularly for health, safety, and
environmental rules, is a “one-way ratchet” in that the effects of the reviews are
almost always designed to weaken, not strengthen the rules. To what extent is
that true? Of the health, safety, and environmental rules that OIRA affects each
year, how many are made more protective and how many are made less
protective?

How has the OIRA “prompt letter” process worked? How many new regulations
or improvements to existing rules can be traced to these letters?

Does OIRA have the legal authority to promulgate requirements or even
guidelines regarding agencies’ use of peer reviews, risk assessments, or guidance
documents?

Is Presidential review of rules cost beneficial? Is there any way to objectively
measure the benefits that OIRA review provides?

Should OIRA’s funding and staffing be increased, decreased, or stay the same?
If increased, is there evidence that doing so would yield substantial returns on
investment?

Should a new President be authorized to stay the effectiveness of “midnight
rules” that are promulgated shortly before a new administration takes office? If
50, should there be limits on the amount of time rules can be delayed?
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lll. Congressional Review of Rules

The constitutional dimension of the Administrative Law Project is most prominently
evident in its review of the major Congressional effort to establish an effective mechanism to
oversee the agency rulemaking, the passage in 1996 of the Congressional Review Act (CRA).'
The House and Senate sponsors of the legislation make clear the important, fundamental
institutional concerns that were addressed by the Act.:

As the number and complexity of federal statutory programs has increased over
the last fifty years, Congress has come to depend more and more upon Executive
Branch agencies to fill out the details of the programs it enacts. As complex as
some statutory schemes passed by Congress are, the implementing regulations are
often more complex by several orders of magnitude. As more and more of
Congress’ legislative functions have been delegated to federal regulatory
agencies, many have complained that Congress has effectively abdicated its
constitutional role as the national legislature in allowing federal agencies so much
latitude in implementing and interpreting congressional enactments.

In many cases, this criticism is well founded. Qur constitutional scheme creates a
delicate balance between the appropriate roles of the Congress in enacting laws,
and the Executive Branch in implementing those laws. This legislation will help
to redress the balance, reclaiming for Congress some of its policymaking
authority, without at the same time requiring Congress to become a super
regulatory agency.

The objective of the Act was to set in place a process that would keep Congress informed
about the rulemaking activities of federal agencies and allow for expeditious Congressional
review, and possible nullification, of particular rules. This was to be accomplished by requiring
that all rules, and not only rules subject to the APA notice and comment requirements but
guidance, policy statements, handbooks and the like, would have to be reported to Congress and
be subject to legislative disapproval. An unreported rule could not be enforced. Expedited
consideration procedures were provided for the Senate (but not the House). A disapproved rule,
if not vetoed by the President, deprived the agency of authority to promulgate rules in the same
area unless authorized to do so by Congress. Judicial review of certain actions taken under the
Act were not to be subject to judicial review.

It was the apparent vision of the sponsors of the CRA that the effective utilization of the
new reporting and review mechanism would draw the attention of the rulemaking agencies and
that its presence would become and important factor in the rule development process. Congress
was well aware at the time of enactment of the success achieved by President Reagan’s executive
orders centralizing review of agency rulemaking, from initial development to final promulgation,
within OIRA, in the face of aggressive challenges of Congressional committees. The Clinton
Administration, with a somewhat modified executive order, but with an aggressive posture of
intervention into and direction of rulemaking proceedings, continued a program of central

#Pyub. L. No. 104-121, 110 Stat. 857-874 (2000) (codified at 5 U.S.C. §§801-808).
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control of administration *'” The expectation was that Congress, through the CRA, would again
become an effective player with the White House in influencing agency decisionmaking.

The ineffectiveness of the CRA review mechanism, however, soon became readily
apparent to observers. Most prominently, the lack of a screening mechanism to identify rules that
warranted review and an expedited consideration process in the House that complemented the
Senate’s procedures, and numerous interpretative uncertainties of key statutory provisions,
served to deter use of this mechanism. By 2001, one commentator observed that if the perception
of a rulemaking agency is that the possibility of Congressional review is remote, “it will discount
the likelihood of Congressional intervention because of the uncertainty about where Congress
might stand on that rule when it is promulgated years down the road,” an attitude that is
reinforced “so long as [the agency] believes that the president will support its rules.”"*

The numbers accumulated since the Act’s passage in 1996 are telling. Over 43,000 rules
were reported to Congress over that period, including more than 630 major rules, and only one,
the Labor Department’s ergonomics standard, was disapproved in March 2001. Only 37
disapproval resolutions, directed at 28 rules, have been introduced during that period, and only
three, including the ergonomics rule, passed the Senate. Many analysts believe the negation of
the ergonomics rule was a singular event not likely to soon be repeated. Furthermore not nearly
all the rules defined by the statute as covered are reported for review. The GAO has estimated
that over 2,000 covered rules have not been submitted for review. Federal appellate courts in
that period have negated all or parts of 60 rules, a number, while significant in some respects, is
comparatively small in relation to the number of rules issued in that period.

Compounding such a perception that Congress would not likely intervene in rulemaking,
particularly after 2001, has been the emergence of what has been called by one scholar as the
“New Presidentialism,”" that has become a profound influence in administrative and structural
constitutional law. It is a combination of constitutional and pragmatic argumentation that holds
that most of the government’s regulatory enterprise represents the exercise of “executive power”
which, under Article IT, can legitimately take place only under the control and direction of the
President; and the claim that the President is uniquely situated to bring to the expansive sprawl
of regulatory programs the necessary qualities of “coordination, technocratic efficiency,
managerial rationality, and democratic legitimacy” (because he alone is elected by the entire
nation). One of the consequences of this Presidentially-centered theory of governance, it is
contended, is that it diminishes the other important actors in our collaborative constitutional
enterprise. Were it maintained that the Congress is constitutionally and structurally unfit for
running democratic responsiveness, public-regardedness, managerial efficiency and technocratic

MSee Christopher Yoo, Steven G. Calabresi, & Anthony J. Colangelo, The Unitary Executive

in the Modern Era, 1945 - 2004, 90 Towa L. Rev. 601. 690-729 (2005) (detailing the history of
Presidential control of administrative actions of departments and agencies in the Reagan, Bush I,
Clinton and Bush II, administration.) (Hereinafter referred to as “Yoo0”); see also, Morton
Rosenberg, Congress’s Prerogative over Agencies and Agency Decisionmakers: The Rise and
Demise of Reagan Administration’s Theory of Unitary kxecutive, 57 Geo. Wash. L. Rev. 627 (1989)
(hereinafter referred to as “Rise and Demise™).

8Mark Seidenfeld, 7he Psychology of Accountability and Political Review of Agency Rules,
51 Duke L.J. 1059, 1090 (2001).

*°Cynthia R. Farina, Undoing The New Deal Through The New Presidentiolism, 22 Harv. J.
of Law and Policy 227 (1998).
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rationality, this scholar’s suggested response is: why bother talking with Congress about what
is the best way to improve the practice of regulatory government?

Tn a widely cited 2001 article,” the current dean of the Harvard Law School, posits the
foregoing notions and suggests that when Congress delegates administrative and lawmaking
power specifically to department and agency heads, it is at the same time making a delegation of
those authorities to the President, unless the legislative delegation specifically states otherwise.
From this flows, she asserts, the President’s constitutional prerogative to supervise, direct and
control the discretionary actions of all agency officials. The author states that “a Republican
Congress proved feckless in rebuffing Clinton’s novel use of directive power - just as an earlier
Democratic Congress, no less rhetorically inclined, had proved incapable of thwarting Reagan’s
use of a newly strengthened regulatory review process.” She explains that “the reasons for
this failure are rooted in the nature of Congress and the lawmaking process. The partisan and
constituency interests of individual members of Congress usually prevent them from acting
collectively to preserve congressional power - or, what is the same thing, to deny authority to
other branches of government.”** She goes on to effectively deride the ability of Congress to
restrain a President intent on controlling the administration of the laws:

Presidential control of administration in no way precludes Congress from
conducting independent oversight activity. With or without significant
presidential role, Congress can hold the same hearings, engage in the same
harassment, and threaten the same sanctions in order to influence administrative
action. Congress, of course, always faces disincentives and constraints in its
oversight capacity as this Article earlier has noted. Because Congress rarely is
held accountable for agency decisions, its interest is in overseeing much
administrative action is uncertain; and because Congress’s most potent tools of
oversight require collective action (and presidential agreement), its capacity to
control agency discretion is restricted. But viewed from the simplest perspective,
presidential control and legislative control of administration do not present an
either/or choice. Presidential involvement instead superimposes an added level of
political control onto a congressional oversight system that, taken on its own and

223

for the reasons just given, has notable holes.”

Dean Kagan’s observations and theories appear to have been almost a blueprint for the
Presidential actions and posture toward Congress of the current Administration.”

The CRA reflects a recognition of the need to enhance the political accountability of
Congress and the perception of legitimacy and competence of the administrative rulemaking
process. It also rests on the understanding that broad delegations of rulemaking authority to
agencies are necessary and appropriate, and will continue for the indefinite future. The Supreme

Elena Kagan, Presidential Administration, 114 Harv. L. Rev. 2246 (2001).
2 at2314.
2Id at 2314.
I at 2347

24

See Yoo, supra note 217, at 722-30.
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Court’s most recent rejection of an attempted revival of the nondelegation doctrine™ adds
impetus for Congress to consider several facets and ambiguities of the current mechanism.
Absent review, current trends of avoidance of notice and comment rulemaking, lack of full
reporting of covered rules under the CRA, uncertain judicial review, and increasing Presidential
control over the rulemaking process will likely continue.

A review of the more than a decade of experience under the CRA indicates that there is
more than ample evidence to conclude that is has not worked well enough to achieve the
objectives envisioned by its sponsors. Of all the subjects of the Administrative Law Project, it
appears the most immediately amenable to legislative remediation though perhaps, the most
difficult to politically achieve.

Review of Agency Rules Under the CRA

The CRA requires that all agencies promulgating a covered rule must submit a report to
each House of Congress and to the Comptroller General (CG) that contains a copy of the rule, a
concise general statement describing the rule (including whether it is deemed to be a major rule),
and the proposed effective date of the rule. A covered rule cannot take effect if the report is not
submitted. (section 801(a)(1)(A)) Each House must send a copy of the report to the chairman
and ranking minority member of each jurisdictional committee. (section 801(a)(1)(C)) In
addition, the promulgating agency must submit to the CG: (1) a complete copy of any cost-
benefit analysis; (2) a description of the agency’s actions pursuant to the requirements of the
Regulatory Flexibility Act and the Unfunded Mandates Reform Act of 1995; and (3) any other
relevant information required under any other act or executive order. Such information must
also be made “available” to each House. (section 801(a)(1)(B))

Section 804(3) adopts the definition of “rule” found at 5 U.S.C. § 551(4), which provides
that the term rule “means the whole or part of an agency statement of general . . . applicability
and future effect designed to implement, interpret, or prescribe law or policy. " The legislative
history of section 551(4) indicates that the term is to be broadly construed: “The definition of
rule is not limited to substantive rules, but embraces interpretive, organizational and procedural
rules as well.”*” The courts have recognized the breadth of the term, indicating that it
encompasses “virtually every statement an agency may make, ™ including interpretive and
substantive rules, guidelines, formal and informal statements, policy proclamations, employee
manuals and memoranda of understanding, among other types of actions. Thus, a broad range of
agency action is potentially subject to Congressional review.

The CG and OIRA Administrator have particular responsibilities with respect to a “major

Whitman v. American Trucking Ass’ns, 531 U.S. 457 (2001).

Section 804(3) excludes from the definition “(A) any rule of particular applicability,
including a rule that approves or prescribes for the future rates, wages, prices, services, or allowance
therefore, corporate or financial structures, reorganizations, mergers, or acquisitions thereof, or
accounting practices or disclosures bearing on any of the foregoing; (B) any rule relating to agency
management or personnel; or (C) any rule of agency organization, or practice that does not
substantially affect the rights or obligations on non-agency parties.”

2 Atiorney General’s Manual on the Administrative Procedure Act at 13 (1948).
2 Avoyelles Sportsmen’s League, Inc., v. Marsh, 715 F.2d 897 (5th Cir. 1983).
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rule,” defined as a rule that will likely have an annual effect on the economy of $100 million or
more, increase costs or prices for consumers, industries or state and local governments, or have
significant adverse effects on the economy. The determination of whether a rule is major is
assigned exclusively to the Administrator of OIRA. (section 804(2)) If a rule is deemed major
by the OIRA Administrator, the CG must prepare a report for each jurisdictional committee
within 15 calendar days of the submission of the agency report required by section 801(a)(1) or
its publication in the Federal Register, whichever is later. The statute requires that the CG’s
report “shall include an assessment of the agency’s compliance with the procedural steps
required by section 801(a)(1)(B).”*® (section 801(a)(2)(A)) The CG has interpreted his duty
under this provision narrowly as requiring that he simply determine whether the prescribed
action has been taken, i.e., whether a required cost-benefit analysis has been provided, and
whether the required actions under the Regulatory Flexibility Act, the Unfunded Mandates
Reform Act of 1995, and any other relevant requirements under any other legislation or
executive orders were taken, not to examine the substantive adequacy of the actions.

The designation of a rule as major also affects its effective date. A major rule may
become effective on the latest of the following scenarios: (1) 60 calendar days after Congress
receives the report submitted pursuant to section 801(a)(1)™* or after the rule is published in the
Federal Register; (2) if Congress passes a joint resolution of disapproval and the President vetoes
it, the earlier of when one House votes and fails to override the veto, or 30 calendar days after
Congress receives the veto message; or (3) the date the rule would otherwise have taken effect
(unless a joint resolution is enacted). (section 801(a)(3))

Thus, the earliest a major rule can become effective is 60 calendar days after the later of
the submission of the report required by section 801(a)(1) or its publication in the Federal
Register, unless some other provision of the law provides an exception for an earlier date. Three
possibilities exist. Under section 808(2) an agency may determine that a rule should become
effective notwithstanding section 801(a)(3) where it finds “good cause that notice and public

See, e.g, Chem Service, Inc. v. EPA, 12 F3d 1256 (3d Cir. 1993) (memorandum of
understanding); Caudill v. Blue Cross and Blue Shield of North Carolina, 999 F.2d 74 (4th Cir.
1993) (interpretative rules); National Treasury Employees Union v. Reagan, 685 F Supp 1346 (E.D.
La 1988) (federal personnel manual letter issued by OPM); New York City Employment Retirement
Board v. SEC, 45 F.3d 7 (2d Cir. 1995) (affirming lower court’s ruling that SEC “no action” letter
was a rule within section 551(4)).

PThe General Counsel of the GAQ has ruled that the 60-day period does not begin to run until
both Houses of Congress receive the required report. See B-289880, April 5, 2002, opinion letter
to Hon. Edward M. Kennedy, Chairman, Senate Committee on Health, Education, Labor and
Pensions from Anthony H. Gamboa, General Counsel. The situation involved a Department of
Health and Human Service’s (HHS) major rule published in the Federal Register on January 18,
2002 with an announced effective date of March 29, 2002. The House of Representatives, however,
did not receive the rule until February 14, 2002. HHS thereafter delayed the effective date of the
rule until April 15, 2002, in an attempt to comply with the CRA. But the Senate did not receive the
ruleuntil March 15, 2002. The General Counsel determined that the rule could not become effective
until May 14, 2002, 60 days following the Senate’s receipt, relying on the language of section
801(a)(1)(A) of the Act requiring that a copy of a covered rule must be be submitted “to each House
of Congress” in order to become effective.
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procedure thereon are impracticable, unnecessary, or contrary to the public interest.”>! Second,
the President may determine that a rule should take effect earlier because of an imminent threat
to health or safety or other emergency; to insure the enforcement of the criminal laws; for
national security purposes; or to implement an international trade agreement. (section 801(c))
Finally, a third route is available under section 801(a)(5) which provides that “the effective date
of a rule shall not be delayed by operation of this chapter beyond the date on which either House
of Congress votes to reject a joint resolution of disapproval under section 802 %2

All other rules take effect “as otherwise allowed by law” after having been submitted to
Congress under section 801(a)(1). (section 801(a)(4)) Under the APA, a final rule may go into
effect 30 days after it is published in the Federal Register in final form. (5 U.S.C. § 553(d)) An
agency, in its discretion, may delay the effectiveness of a rule for a longer period; or it may put it
into effect immediately if good cause is shown.

All covered rules are subject to disapproval even if they have gone into effect. Congress
has preserved for itself a review period of at least 60 days. Moreover, if a rule is reported within
60 session days of adjournment of the Senate or 60 legislative days of adjournment of the
House, the period during which Congress may consider and pass a joint resolution of disapproval
is extended to the next succeeding session of the Congress. (section 801(d)(1)) Such held over
rules are treated as if they were published on the 15th session day of the Senate and the 15th
legislative day of the House in the succeeding session and as though a report under section
801(a)(1) was submitted on that date. (section 801(d)}2)(A), (e)(2)) A held-over rule takes effect
as otherwise provided. (section 801(d)(3)) The opportunity for Congress to consider and
disapprove is simply extended so that it has a full 60 session or legislative days to act in any
session.

If a joint resolution of disapproval is enacted into law, the rule is deemed not to have had
any effect at any time. (section 801(f)) If a rule that is subject to any statutory, regulatory or
judicial deadline for its promulgation is not allowed to take effect, or is terminated by the
passage of a joint resolution, any deadline is extended for one year after the date of enactment of
the joint resolution. (section 803) A rule that does not take effect, or is not continued because of
passage of a disapproval resolution, may not be reissued in substantially the same form. Indeed,

PIReviewing courts have generally applied the Administrative Procedure Act’s good cause
exemption, from which this language is obviously taken, narrowly in order to prevent agencies from
using it as an escape clause from notice and comment requirements. See, e.g., Action on Smoking
and Health v. CAS, 713 F.2d 795, 800 (D.C. Cir. 1987). As section 805 precludes judicial review
for any “determination, finding, action or omission under this chapter,” there could be no court
condemnation of a good cause determination, but the rule would still be subject to Congressional
vacation and retroactive nullification.

n Leisegang v. Sect'y of Veterans Affairs, 312 F 3d 1368, 1373-1376 (Fed. Cir. 2002), the
appeals court held that Section 801(a)(3) “does not change the date on which [amajor rule] becomes
effective. It only affects the date when the rule becomes operative. In other words, the CRA merely
provides a 60-day waiting period before the agency may enforce the major rule so that Congress has
the opportunity to review the regulation.” At issue in the case was the date from which certain
veterans benefits would be calculated. The benefit statute provided that it would be the date of the
issuance of the rule. The government argued that the CRA was a superceding statute and that the
effective date was when the CRA allowed it to be operative. The appeals court agreed with the
veterans that the date of issuance, as prescribed by the law, was determinative.
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before any reissued or new rule that is “substantially the same” as a disapproved rule can be
issued it must be specifically authorized by a law enacted subsequent to the disapproval of the
original rule. (section 801(b)(2))

Section 802(a) spells out the process for an up or down vote on a joint resolution of
disapproval ** A joint resolution of disapproval must be introduced within 60 calendar days
(excluding days either House of Congress is adjourned for more than three days during a session
of Congress) after the agency reports the rule to the Congress in compliance with section
801(a)(1). Timely introduction of a disapproval resolution allows each House 60 session or
legislative days to pass it and thereby get the benefit of expedited consideration procedures,
retroactive nullification of an effective rule, and the limitation on an agency from promulgating a
“substantially similar” rule without subsequent Congressional authorization to do so by law.

The law provides an expedited consideration procedure for the Senate. If the committee
to which a joint resolution is referred has not reported it out within 20 calendar days after
referral, it may be discharged from further consideration by a written petition of 30 Members of
the Senate, at which point the measure is placed on the calendar. After committee report or
discharge it is in order at any time for a motion to proceed to consideration. All points of order
against the joint resolution (and against consideration of the measure) are waived, and the
motion is not subject to debate, amendment, postponement, or to a motion to proceed to other
business. If the motion to consider is agreed to, it remains as unfinished business of the Senate
until its final disposition. (section 802(d)(1)) Debate on the floor is limited to 10 hours.
Amendments to the resolution and motions to postpone or to proceed to other business are not in
order. (section 802(d)(2)) At the conclusion of debate an up or down vote on the joint
resolution is to be taken. (section 802(d)(3))**

There is no special procedure for expedited consideration and processing of joint
resolutions in the House. But if one House passes a joint resolution before the other House acts,
the measure of the other House is not referred to a committee. The procedure of the House
receiving a joint resolution “shall be the same as if no joint resolution had been received from
the other House, but . . . the vote on final passage shall be on the joint resolution of the other
House.” (section 802(f)(1)(2))

For an in-depth discussion of procedural issues that may arise during House and Senate
consideration of disapproval resolutions, see Richard S. Beth, Disapproval of Regulations by
Congress: Procedure Under the Congressional Review Act, CRS Report RL31160.

There is some question whether a motion to proceed is nondebatable because of the absence
of Tanguage so stating. Arguably, the nondebatability of the motion is integral both to the scheme
of the expedited procedure provisions as well as to the overall efficacy of the CRA’s statutory
scheme and thus may be implied. Alternatively, debate on such a motion may be limited by Section
803(d)(2) which limits debate on joint resolutions, as well as “all debatable motions,” to ten hours.
Ultimately, a resolution of this question by the Senate Parliamentarian, or the Senate itself, may be
necessary. At the commencement of the debate on S.J Res. 6, to disapprove the ergonomics rule,
the presiding officer, however, declared, “The motion to proceed is not debatable. The question is
on agreeing to the motion.” The motion was agreed to. 147 Cong. Rec. S1831 (daily ed. March 6,
2001). Atleast one other precedent exists in which it was ruled that a motion to proceed to a budget
resolution under the Budget Act was nondebatable despite the silence of the act on the matter. See
127 Cong. Rec. S4871 (May 12, 1981).
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Section 805 precludes judicial review of any “determination, finding, action or omission
under this chapter.” This would insulate from court review, for example, a determination by the
OIRA Administrator that a rule is major or not, a Presidential determination that a rule should
become effective immediately, an agency determination that “good cause” requires a rule to go
into effect at once, or a question as to the adequacy of a Comptroller General’s assessment of an
agency’s report. The legislative history of this provision indicates that this preclusion of judicial
review would not apply to a court challenge to a failure of an agency to report a rule. This
appears not to be a judicially settled matter.

Finally, the law provides a rule of construction providing that a reviewing court shall not
draw any inference from a Congressional failure to enact a joint resolution of disapproval with
respect to such rule or a related statute. (section 801(g))

Utilization of the Review Mechanism Since 1996

Since March 1996, the CG had submitted reports pursuant to section 801(a)(2)(A) to
Congress on over 630 major rules® Tn addition, GAO had cataloged the submission in excess
of 43,000 non-major rules as required by section 801 (a) (1) (A). To date, 37 joint resolutions of
disapproval have been introduced relating to 28 rules. One rule, OSHA’s ergonomics standard
in March 2001, has been disapproved, an action that may prove to be unique to the
circumstances of its passage. Two other rules have been disapproved by the Senate. One, the
Federal Communication Commission’s 2003 rule relating to broadcast media ownership was
disapproved by the Senate during the 108" Congress, but was not acted upon by the House. The
second, a 2005 Department of Agriculture rule relating to the establishment of minimal risk
zones for introduction of bovine spongiform encephalopathy (Mad Cow Discase) was
disapproved on March 3, 2003, but its counterpart, H.J Res. 23, was never acted upon by the
House. A third joint resolution, S.J. Res. 20, seeking disapproval of a rule promulgated by the
Environmental Protection Agency to delist coal and oil-direct utility units from the new source
category list under the Clean Air Act, was defeated in the Senate by a vote of 47-51 on
September 13, 2005 2

OSHA'’s ergonomics standard had been controversial since the publication of its initial
proposal for rulemaking in 1992 during the Bush Administration.” OSHA circulated a draft
proposal in 1994 which was met with strong opposition from business interests and the
formation of an umbrella organization, the National Coalition on Ergonomics, to oppose its
adoption. In 1995, OSHA circulated a modified draft proposal, particularly with respect to
coverage and regulatory requirements. At the same time, Congressional opposition resulted in
appropriations riders that prohibited OSHA from promulgating proposed or final ergonomics
proposals during the fiscal years 1995, 1996, and 1998.%* The riders did not prohibit OSHA
from continuing its development work, however, which included responding to concerns that

General Accounting Office, Reports on Federal Agency Major Kules, available at
[http://www.gao.gov/decisions/majrule/majrule. htm].

"¥The 37 disapproval resolutions are detailed in Morton Rosenberg, Congressional Review of
Agency Rulemaking: An Update and Assessment of the CRA After Ten Years, CRSReport RL70116.

"The turbulent history of the development of the ergonomics standard is recounted in Edward
Rappaport, Ergonomics in the Workplace: Is It Time for an OSHA Standard?, CRS Report 97-724.

n a close floor vote, the rider proposed for FY1997 was deleted.
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scientific knowledge of ergonomics was inadequate for rulemaking and that the cost of industry
implementation of a broad standard would be extraordinarily costly. Congress mandated reports
from the National Academy of Sciences which found a significant statistical link between
workplace exposures and musculoskeletal disorders, but also noted that the exact causative
factors and mechanisms are not understood. In 2000, Congressional attempts to pass another
appropriation rider, as well as stand alone prohibitory legislation, failed, and on November 14,
2000, OSHA issued its final standard which became effective on January 16, 20012 Most
employer responsibilities under the new standard, however, were not to begin until October,
2001.

As soon as the rule was issued two industry groups filed suit in the Court of Appeal for
the District of Columbia Circuit challenging OSHA’s authority to issue the rule, its failure to
follow proper procedures, the rationality of its provisions, and the adequacy of its scientific and
economics analyses. The intervening 2000 elections also altered the political situation with the
election of a president and effective control of both Houses of Congress in the same political
party. Opponents of the standard introduced a resolution of disapproval under the CRA, S.J.Res.
16, on March 1, 2001. A discharge petition was filed on March 3, and debate on and passage of
the resolution occurred on March 6 by a vote of 56-44. That evening the House Rules
Committee issued a rule for floor action the next day, and after an hour of debate H.J.Res. 35
was passed on March 7 by a vote of 223-206. The President signed the nullifying measure into
law on March 20, 2002.2%

In sum, the veto of the ergonomics standards may be seen as the product of an unusual,
and possibly irreplicable, confluence of factors and events: control of both Houses of Congress
and the presidency by the same party, the longstanding opposition by these political actors, as
well as by broad components of the industry to be regulated, to the ergonomics standards, and
the willingness and encouragement of a president seeking to undo a contentious, end-of-term
rule from a previous administration.

In all other cases, if there is any discernible pattern to the introduced resolutions, it is to
exert pressure on the subject agencies to modify or withdraw the rule, or to elicit support of
members, which in some instances was successful **' The anecdotal evidence of successful
exertion of such pressure is quite limited.

Structural and Interpretive Deterrents to the Effective Use of the CRA. The
sparing use of the CRA mechanism since its enactment has fostered considerable debate.
Several salient issues have emerged in that period. These have included the need for a screening
mechanism for submitted rules; the absence of an expedited procedure in the House of
Representatives for consideration of disapproval resolutions; the deterrent effect of the need for a
supermajority to overcome a veto; scope of the law’s coverage; the judicial enforceability of its
key requirements, whether a disapproval resolution may be directed at part of a rule; and the
effect of a rule nullification on future agency rulemaking in the same area, which have
introduced uncertainties and impediments to confident use of the process.

2965 Fed. Reg. 68,261 (Nov. 14, 2000).
0pyb, L. No. 107-5 (2001).

MSee CRS Report 97-724, supra note 237, at 13-16, describing examples of successful
influence.
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Lack of a Screening Mechanism to Pinpoint Rules That Need Congressional
Review; Proposals for Reform. The lack of a screening mechanism that will alert
committees to rules that may raise important or sensitive substantive issues arguably prevents
busy committees from prioritizing such issues. As indicated above, the Comptroller General’s
reports on major rules serve as check lists as to whether legally required agency tasks have been
done and not as substantive assessments of whether they were done properly or whether the rules
accord with Congressional intent. Indeed, lack of knowledge of the existence of such sensitive
rules by jurisdictional committees or interested Members is rarely the case. What appears to be
absent is in-depth scrutiny and analysis of individual rules by an authoritative and presumably
neutral source that may provide the basis for triggering meaningful Congressional review.

The need for an independent substantive screening body was signaled by the introduction
by Representative Sue Kelly of H.R. 1704 in the 105™ Congress, a bill that would have
established a Congressional Office of Regulatory Analysis (CORA)*? The bill was referred to
the House Judiciary and Governmental Reform and Oversight Committees both of which
favorably reported differing versions of the legislation.* Both versions would have established
an independent CORA to be headed by a director appointed by the House Speaker and the
Senate Majority Leader for a term of four years, with service in the office limited to no more
than three terms. The current review functions of the CG under the CRA and the Congressional
Budget Office under the Unfunded Mandates Act of 1995 would be transferred to the proposed
CORA. The Judiciary Committee’s version, in addition to having the Office make “an
assessment of an agency’s compliance with the procedural steps for ‘major rules’™ required by
CRA, directs the proposed CORA to “conduct its own regulatory impact of these ‘major
rules.””** The bill as reported by the Government Reform Committee would have allowed the
CORA director to use “any data and analyses generated by the Federal agency and any data of
the Office” in analyzing the submitted rule. Both bills provided that a similar analysis of non-
major rules was to be conducted when requested to do so by a House or Senate committee or by
individual members of either House. First priority for the conduct of such analyses was given to
all major rules. Secondary priority was assigned to committee requests. Tertiary priority was
given individual member requests. Finally, under the Judiciary Committee version, the report
was to be furnished within 45 days after Congress receives notification of the rule; the
Governmental Reform bill would have allowed 30 days. H.R. 1704 received no floor action
during the 105™ Congress.

Some argue that an independent office of regulatory analysis would serve the
Congressional need for objective information necessary to evaluate agency regulations. It might
also provide credibility and impetus to utilize the review mechanism. Further, by providing
intensive review of certain non-major rules, the possibility of OIRA “hiding” significant rules by
not designating them as “major” is forestalled. Objections may be heard that creation of a new
Congressional bureaucracy for review purposes would be unnecessarily duplicative of what the
agencies have already done as well as extraordinarily expensive. The requirement of the
Judiciary Committee’s version that a CORA do its own cost-benefit analysis from scratch could
be pointed to as an unknown cost factor, as well as a task that may not be possible to perform
adequately within the allotted 45 days.

A companion bill, 8. 1675, was introduced in the Senate by Senators Shelby and Bond. 143
Cong. Rec. S1007 (daily ed. Feb. 25, 1998).

Mpe HR. Rep. No. 105441 (1998).
*Section 4 (a)(3)(A).
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Congress agreed upon a limited test of the CORA concept, late in the 106™ Congress,
with the passage of the Truth in Regulating Act of 2000 (TIRA).>* That legislation established a
three-year pilot project for GAO to report to Congress on economically significant rules. Under
this pilot program, whenever an agency published an economically significant proposed or final
rule a chairman or ranking minority member of a committee of jurisdiction of either House of
Congress may request the CG to review the rule. The CG was to report on each rule within 180
calendar days. The report had to contain an “independent evaluation” by the CG of the agency’s
cost-benefit analysis. We are aware of only one request ever made pursuant to the provision.
That was submitted in January 2001 by the chairs of the jurisdictional committees of the House
and Senate with respect to the Department of Agriculture’s forest planning and roadless area
rule. GAO advised the requesters that although Act authorized $5.2 million per year for the
program, no monies had been appropriated and it could not proceed with the request. No further
action was taken on the request and Congress never enacted an appropriation, thereby
forestalling implementation of the project. It may be noted that the 180-day reporting period did
not mesh exactly with the time period under the CRA for consideration of rules subject to
resolution of disapproval, although completed requests for analyses of proposed rules might
coincide with such reviews. In any event, the pilot program established by the Act expired in
January 2004.

In the 109" Congress, Representative Sue Kelly introduced HR. 1167, which would
make permanent the authority of Congress to request GAO to perform regulatory analyses. The
new TIRA, if it had been enacted as a permanent responsibility of GAQO, would not appear to
have required a specific appropriation to require agency performance of the vested task as was
the case when it was established as a “pilot project.” It would, in effect, be an unfunded mandate
on GAO. Although GAO currently does (and historically has always done) some reviews of
agencies’ rules at Members’ requests under its current appropriations, both the volume and
nature of the reviews are likely to be substantially different and may affect its ability to conduct
other agency reviews. A similar bill, H.R. 725, would also have made TIRA permanent, but
would have authorized up to $5 million for the revenues. Although GAO may view this bill as
preferable, if the authorized funds are not appropriated, GAQ could be in the same “unfunded
mandate” situation as it would under H.R. 1167.

In an apparent attempt to avoid the criticisms of the CORA model and to remedy some of
the perceived impediments to the effectiveness of the CRA, Representative Ginny Brown-Waite
introduced HR. 3356, the Joint Administrative Procedures Committee Act of 2003, in the 108™
Congress, which would amend the CRA by establishing a joint Congressional committee with
broad authority to investigate, evaluate and recommend actions with respect to the development
of proposed rules, the amendment or repeal of existing rules, and disapproval of final rules
submitted for review under the CRA.** The responsibilities are in addition to the current
statutory framework providing for review of new rules that are required to be reported. A new
provision permits the joint committee to recommend disapproval of new rules to jurisdictional
committees. The proposed Joint Administrative Procedures Committee (JAPC) would be
composed of 12 members from each House with no more than 7 from one political party,
selected by the Senate Majority Leader and the Speaker of the House. The JAPC would receive
all agency submissions of covered rules and provide copies to all jurisdictional committees. The
JACP has sixty days to consider the rule. The agency could be required to submit such reports

*Pub. L. No. 106-312, 114 Stat. 1248-50, 5 U.S.C. § 801 note (2000).
H6§ee introductory remarks on the measure at 147 Cong. Rec. H2454 (daily ed. Oct. 21, 2003).
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as is required by the joint committee such as a cost-benefit analysis or risk assessment. If no
action is taken by JACP, the rule may go into effect. If a majority determines that rule is
inconsistent with Congressional intent in the area, JACP may recommend a disapproval
resolution to the House and Senate jurisdictional committees.

In its report to the jurisdictional committees, JACP is to pinpoint the objectionable
provisions of the rule. The proposal would establish a new expedited consideration procedure
for disapproval resolutions in the House of Representatives. On the third legislative day after a
joint resolution is recommended by JACP, it is in order for any member of the House to move to
proceed to consideration of the disapproval resolution. It is a privileged, non-debatable motion
and once agreed to must be considered before any other business under expedited procedures.
Only one hour of debate would be allowed. Finally, section 801(b)(2) of the CRA is amended to
provide that an agency may promulgate a new rule without new statutory authorization if it
carries out the recommendation set forth in the report submitted by the JACP to the jurisdictional
committees. The bill was referred to the House Committees on Rules and Judiciary. The
Judiciary Committee referred it to the CAL Subcommittee. No action was taken by either
Committee. Representative Brown-Waite’s proposal was reintroduced in the 109™ Congress as
H.R. 3148 but received no action.

Another bill, HR. 576, introduced by Representative Ney in the 109™ Congress, is
similar in many respects to HR. 3148, but quite different in certain fundamental ways. Both
would create a 24-member House-Senate joint committee capable of holding hearings, requiring
the attendance of witnesses, and making rules regarding its organization and procedures. Both
also provide for an expedited consideration procedure in the House. Significant differences
appear, however, with respect to the roles assigned to the joint committees. Under H.R. 3148,
the current process established by the CRA for Congressional review of new agency rules is
maintained. Required reports on new rulemakings are submitted to each House and such reports
are sent to the jurisdictional committees of each House for action. Rules required to be reported
are also sent to the joint committee. Special rules are provided for discharge from committees in
the Senate and, under proposed H.R. 3148, from House committees. Expedited procedures are in
effect for floor proceedings in each House. The only part to be played by the joint committee in
the new rule review process under HR. 3148 is to recommend to jurisdictional committees that
certain submitted new rules be subject to disapproval resolutions. Deference to the current roles
of jurisdictional committees is also maintained under H.R. 3148 with respect to the new duties
given to the joint committee to selectively review existing federal agency rules in effect before
the enactment of the CRA and existing major rules of federal agencies promulgated since April
1996. The joint committee may only recommend to jurisdictional committees that they take
appropriate legislative action to amend or repeal such laws.

Under H.R. 576, the joint committee, rather than the jurisdictional committees of each
House, receives the report of covered rules submitted for review by federal agencies as well ag
cost-benefit analyses and other materials. Jurisdictional committees receive copies of these
materials from the joint committee. GAQ is to submit its report on major rules to the joint
committee, not the jurisdictional committees concerned. Major rules take effect no earlier than
60 days after the tule is published in the Federal Register or is received by the joint committee.
Joint resolutions of disapproval are reported by the joint committee to the respective Houses for
action. The joint committee may also report “by bill . . . recommendations with respect to
matters within the jurisdiction of their respective Houses which are referred to the joint
committee or otherwise within the jurisdiction of the joint committee.” It would appear, then,
that the joint committee would have the predominant role in the Congressional review process,
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which would inject a highly controversial issue — diminution of the role of jurisdictional
committees — in a reform debate already freighted with difficult and sensitive political and legal
considerations.

A third bill introduced in the 109™ Congress is H.R. 931, by Representative Hayworth,
would prohibit any regulation proposed by a federal agency from going into effect until a bill
enacted under expedited consideration procedures applicable to the rule is signed into law. The
term “regulation” is given the broad meaning of the term “rule” as defined in 5 U.S.C. § 551(4).
The bill does not specifically reference the current CRA process. In fact, it would supercede it
and require rulemaking agencies to seek approval of all covered “regulations.” Thereis no
provision for Congressional processing in a timely and expeditious manner raising the specter of
alegislative back of a potentially huge number of proposed regulations.

Lack of an Expedited House Procedure. The current absence of an expedited
consideration procedure in the House of Representatives may well be a factor discouraging use
of the process in that body since, as a practical matter, it will mean engaging the House
leadership each time a rule is deemed important enough by a committee or group of Members to
seck speedy access to the floor. In view of the limits both on floor time and the ability to gain
the attention of the leadership, perhaps only the most well situated in the body will be able to
gain access within the limited period of review.”” Also, a perception that no action will be taken
in the House might deter Senate action,

The Deterrent Effect of the Ultimate Need for a Supermajority to Veto a
Rule. A consideration behind any serious effort to use the full CRA review mechanism likely
has been the realization that any joint resolution disapproving a rule that does not have the
support of the administration would be vetoed and require a two-thirds vote in each House to
override. The deterrent potential of the need for a supermajority in each House to overcome a
Presidential veto is significant, unless the object of the exercise is simply to provide the impetus
for informal accommodations, such as occurred in the HCFA surety bond matter, or to influence
Members to support remedial legislation. Nevertheless, the ready realization by agencies over
time that passage of a disapproval resolution is highly unlikely could substantially reduce the
efficacy of such a threat. Additionally, a possible consequence of such an assumption is that

agencies will not factor in Congressional disapproval as part of the rule development process.***

*The experience with respect to the repeal of the ergonomics standard, discussed supra at
notes 237 - 241 and accompanying text, would appear to bear this out.

*8See Mark Seidenfeld, The Psychology of Accountability and Political Review of Agency
Rules, 51 Duke L.J. 1059, 1089 (2001). Mr. Seidenfeld explains:

The paucity of motions for disapproval resolutions indicates that agencies are not apt to
focus on fast-track review as a check on their rulemaking discretion at least until late in
the rulemaking process. Agencies might be likely to focus on such review when they
adopt rules that they know will be unpopular in Congress, but even then they need not fear
the ramifications of fast-track review unless they also believe that the president opposes
therule oris willing to compromise it to win other political battles. Fast-track review may
have greater significance for midnight rules that are subject to review when a different
president is in office.

(continued...)
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The validity of this assumption may be seen to have been borne out in the aftermath of the
ergonomics standard veto. Since that action, 19 resolutions of disapproval with respect to 14
rules have been introduced, only one of which has been acted upon ( by one House),™ an
apparent return to the prior practice of using the mechanism to facilitate bargaining,

Thus, even with the successful disapproval of the ergonomics standard, the supermajority
hurdle still remains. One possible solution is to establish a multi-tiered disapproval mechanism.
That is, instead of all rules, major or non-major, being treated equally in that they can only be
overturned by a joint resolution of disapproval, a process in which the entire burden of action is
on the Congress, some rules might be designated for more selective, special review. For
example, major or significant rules might be subject to a joint resolution of approval. Under
such a scheme a major or significant rule would not become effective unless a joint resolution
approving it passed both Houses within a specified period of time.” To make such a scheme
effective someone or some body, other than the OIRA administrator or a Congressional agency,
such as the proposed CORA, might be vested with the authority to designate which rules are
“major” or “significant” and thereby subject to the affirmative approval requirement. A benefit
from the Congressional standpoint is that the burden for supporting and justifying such rules falls
on the promulgating agencies. All other rules would be subject to disapproval resolutions.
Another option would be to subject all covered rules to Congressional approval and establish an
expedited procedure whereby non-controversial rules may be sped through leaving only a few
for close consideration !

The Reluctance to Disapprove an Omnibus Rule Where Only One Part of
the Rule Raises Objection. Section 808 of the review provision sets forth the mandatory
text of any joint resolution of disapproval: “That Congress disapproves the rule submitted by
the relating , and such rule shall have no force or effect. (The blank spaces
being appropriately filled in).” The quoted text refers to “the rule” and “such rule,” indicating a
rule in its entirety. The experience of 33 joint resolutions of disapproval thus far introduced is
that the first blank is filled with the name of the promulgating agency and the second with a
generic title or description of the rule.” Similarly, the text of the review provision refers to
“such rule,” “arule,” or “the rule,” with no language a expressly referring to a part of any rule

8 _continued)
1d.

8 T Res. 17, dealing with the FCC’s media ownership rule, which passed in the Senate but
was not acted upon in the House.

See e.g., Reorganization Act Amendments of 1984, providing that both Houses of Congress
had to pass a joint resolution approving a reorganization plan within 90 days of continuous session
after the date of Presidential submission or elseit is deemed disapproved. 5U.S.C. § 906 (a) (1994).

*'Two bills introduced in the 106™ Congress to revise the CRA utilized the joint resolution of
approval approach. See S. 1348, 106" Cong. (1999) (Sen. Brownback) S. 2670, 106™ Cong. (2000)
(Sen. Thomas). A similar approach is reflected in H.R. 110 introduced by Rep. Hayworth (with 25
co-sponsors) in the 108™ Congress. All agency rules must be reported to Congress and may become
effective only on passage, by means of a fast-track procedure applicable to both Houses, of an
approval law, which is not subject to judicial review.

232 ] Res. 50 and H.J Res. 123, “relating to surety bond requirements for home health agencies
under the medicare and medicaid programs . . ..”



86

under review. The procedure leading to a vote on the proposed disapproval resolution allows for
no amendments, and the final vote is up or down on the joint resolution as introduced.

The legislative history of the provision is similarly uniform in using language that would
ordinarily indicate a reference to a submitted rule in its entirety, except in one instance. During a
discussion of the section 802 procedure that would obtain when one House completes its action
on a joint resolution and sends to it to the other House before the second House has yet to
complete any action, the following comment is made:

Subsection 802(f) sets forth one unique provision that does not expire in either
House. Subsection 802(f) provides procedures for passage of a joint resolution of
disapproval when one House passes a joint resolution and transmits it to the other
House that has not yet completed action. In both Houses, the joint resolution of
the first House to act shall not be referred to a committee but shall be held at the
desk. Inthe Senate, a House-passed resolution may be considered directly only
under normal Senate procedures, regardless of when it is received by the Senate.
A resolution of disapproval that originated in the Senate may be considered under
the expedited procedures only during the period specified in subsection 802(e).
Regardless of the procedures used to consider a joint resolution in either House,
the final vote of the second House shall be on the joint resolution of the first
House (no matter when that vote takes place). If the second House passes the
resolution, no conference is necessary and the joint resolution will be presented
10 the President for his signature. Subsection 802(f) is justified because
subsection 802(a) sets forth the required lamguage of a joint resolution in each
House, and thus, permits little variance in the joint resolutions that could be
introduced in each House.™

*Joint Explanatory Statement of House and Senate Sponsors, 142 Cong. Rec. E571, at E577
(daily ed. April 19, 1996); 142 Cong. Rec. S3683, at S3686 (daily ed. Apr.18, 1996) (emphasis
added) (hereinafter Legislative History). These identical detailed explanations by the legislative
sponsors of the intent and scope of the CRA’s provisions appeared in the daily editions of the
Congressional Record some three weeks after SBREFA was signed into law. In the absence of
committee hearings and the sparse commentary during floor debate, these explanations represent
the most authoritative contemporary understanding of the provisions of the law. Itis, however, post-
enactment legislative history and does not carry the weight that committee report explanations and
floor debates provide. As one court dealing with the interpretation of a CRA provision stated, the
post-enactment legislative history “buttresses the ‘limited scope’ of the CRA judicial review
provision.” The court warned, however, that “the lack of formal legislative history for the CRA
makes reliance on this joint statement troublesome.” See United States v. Southern Indiana Gas &
Electric Co, discussed infra at note 269 and accompanying text. It has recently come to our attention
that the permanent edition of the Congressional Record for the 104" Congress places the Senate
sponsors Joint Explanation at April 18, 1996, the same date it appeared in daily edition. See 142
Cong. Rec. 8196-8201. The House sponsors’ Joint Explanation, which originally appeared in the
daily edition of April 19, 1996, is now placed during the floor debate on SBREFA on March 28,
1996, the date of its passage. See 142 Cong. Rec. 6922-6930. There is no explanation for the earlier
placement. Asaconsequence, we have determined to continue to treat the Joint Explanation as post-
enactment legislative history that arguably merits close consideration by a reviewing court as a
contemporaneous, detailed, in-depth statement of purpose and intent by the principal sponsors of
the law.
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The last two sentences seem to raise some uncertainty. The next to last sentence would
appear to contemplate the possibility of a conference to resolve differences in resolutions. The
last sentence minimizes what those differences could be. Some have suggested that the
explanation contemplates that parts of rules may be the subject of disapproval resolutions,
arguing that the framers of the provision would have known that many rules are complex and
contain a variety of provisions, only one or a few of which may be objectionable, and would not
have required a whole rulemaking to be brought down simply because of one offending portion
out of many. It might also be argued that in light of the section 801(b)(2) prohibition against
agency issuance of a rule “in substantially the same form” after passage of a disapproval
resolution unless Congress by subsequent law authorizes it, not allowing rejection of part of a
rule would have a draconian result.

In fact, an up or down vote on the entire rule would appear to have been the intent of the
framers of the review provision. The language and structure of the provision, and the supporting
explanation of the legislative history, contemplates a speedy, definitive and limited process. It is
not unlike the legislative processes created for Congressional actions dealing with military base
closings,” international trade agreements,” and Presidential reorganization plans,” among
others. Each dealt with complex, politically sensitive decisions which allowed only an up or
down vote by the Congress on the entire package presented. It was understood that piecemeal
consideration would delay and perhaps obstruct legislative resolution of the issues before it. For
similar reasons, the statutory structure and legislative history of the review provision strongly
indicate that Congress intended the process to focus on submitted rules as a whole and not to
allow veto of individual parts. Perhaps a proper reading of the quoted portion of the legislative
history is that it was contemplating the possibility that the blank to be filled in after “relating to”
might have different generic descriptions of the rule subject to disapproval. A broader reading of
these sentences would not otherwise appear warranted by either the legislative language itself or
the rest of the explanatory legislative history.

If this reading is correct, it — as a practical matter — may be a factor in the limited use of
the mechanism. As indicated, nullifying a rule means disabling an agency from regulating in the
area covered by the rule unless Congress passes further authorization legislation, a significant
consequence of any disapproval action. On the other hand, expressly authorizing nullification of
portions of a rule might allow competing disapproval resolutions within each House and the
certainty of a long, drawn out conference with the possibility of no agreement.

The Uncertainty of Which Rules Are Covered By the CRA. The framers of the
Congressional review provision intentionally adopted the broadest possible definition of the term
“rule” when they incorporated section 551(4) of the APA. As indicated previously,”” the
legislative history of section 551(4) and the case law interpreting it make it clear that it was
meant to encompass all substantive rulemaking documents — such as policy statements,
guidance, manuals, circulars, memoranda, bulletins and the like — which as a legal or practical
matter an agency wishes to make binding on the affected public.

*Defense Base Closure and Realignment Act of 1990, Pub. L. No. 101-510, § 2908 (b) 104
Stat. 1808, 10 U.S.C. § 2687, note (2000).

#5ee 19U.S.C. §§ 2191-2193 (2000).
2See, e.g., Reorganization Act of 1984, S U.S.C. §§ 909-912 (2000).

257

See supra notes 216-19 and accompanying text.
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The legislative history of the CRA emphasizes that by adoption of the section 551(4)
definition of rule, the review process would not be limited only to coverage of rules required to
comply with the notice and comment provisions of the APA or any other statutorily required
variation of notice and comment procedures, but would rather encompass a wider spectrum of
agency activities characterized by their effect on the regulated public: “The committee’s intent in
these subsections is . . . to include matters that substantially affect the rights or obligations of
outside parties. The essential focus of this inquiry is not on the type of rule but on its effect on
the rights and obligations of non-agency parties.”* The framers of the legislation indicated
their awareness of the now widespread practice of agencies avoiding the notification and public
participation requirements of APA notice-and-comment rulemaking by utilizing the issuance of
other, non-legislative documents as a means of binding the public, either legally or practically,?
and noted that it was the intent of the legislation to subject just such documents to Congressional
scrutiny:

The committees arc concerned that some ageneics have attempted to circumvent notice-
and-comment requirements by trving to give legal effect to general statements of policy,
“guidelines,” and agency policy and procedure manuals. The committees admonish the
agencies that the APA’s broad definition of “rule” was adopted by the authors of this
legislation to discourage circumvention of the requirements of chapter 8.

It is likely that virtually all the 43,000 non-major rules thus far reported to the
Comptroller General have been either notice and comment rules or agency documents required
to be published in the Federal Register. This would mean that perhaps thousands of covered
rules have not been submitted for review.” Pinning down a concrete number is difficult since
such covered documents are rarely if ever published in the Federal Register and thus will come
to the attention of committees or Members only serendipitously.

Fight such agency actions have come to the attention of committee chairmen and
Members and were referred to the Comptroller General for determinations whether they were
covered rules. In five of the eight cases the CG determined the action documents to be covered
rules:

8See Legislative History, supra note 253, at E 579, S 3687.

**This practice has been long recognized and criticized in administrative law commentaries.
See, e.g., Robert A. Anthony, Interpretive Rules, Policy Statements, Guiidances, Manuals, and the
Like— Should Irederal Agencies Use Them 1o Bind The Public?, 41 Duke L.J. 1311 (1992); cf,
General Accounting Office, Federal Rulemaking: Agencies Often Published Final Actions Without
Proposed Rules, GAO/GGD-98-126 (August, 1998).

*0See Legislative History, supra note 253, at E 578, S 3687.

*1An indication of the vast number of unreported covered rules came as a result of an
investigation by the House Subcommittee on National Economic Growth, Natural Resources, and
Regulatory Affairs (Government Reform) which revealed that 7,523 guidance documents issued by
the Department of Labor, the Environmental Protection Agency, and the Department of
Trangportation which were of general applicability and future effect had not been submitted for CRA
review during the period March 1996 through November 1999. See Non-Binding Legal Effect of
Agency Guidance Documents, HR Rep. 106-1009 (2000). GAO testimony at the Committee’s
March 30, 2006 hearing on the CRA suggested that over 200 covered rules per year are unreported.
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Letter to Honorable Lane Evans, Ranking Minority Member, House Committee
on Veterans’ Affairs, B-292045 (May 19, 2003) (Department of Veterans Affairs
memorandum terminating the Department’s Vendee Loan Program is not a rule
that must be submitted to Congress because it is exempt under section 804(3)(B)
and (C) as a rule relating to “agency management” or “agency organization,
procedure, or practice that does not substantially affect the rights or obligations of
non-agency parties.”).

Letter to Honorable Ted Strickland, B-291906 (February 28, 2003) (Department
of Veterans Affairs memorandum instructing all directors of health care networks
to cease any marketing activities to enroll new veterans in such networks is
excluded from CRA coverage by section 804(3)(C) which excludes “any agency
rule of agency organization, procedure, or practice that does not substantially
affect the rights or obligations of non-agency parties.”).

Letter to Honorable Doug Ose, Chairman, House Subcommittee on Energy
Policy, Natural Resources, and Regulatory Affairs, Committee on Government
Reform, B-287557 (May 14, 2001) (Department of Interior’s Fish and Wildlife
Service’s Trinity River “Record of Decision” is a rule covered by the CRA
because it is an agency statement of general applicability and future effect
designed to implement, interpret, or prescribe law or policy and is an “agency
action[] that substantially affect[s] the rights and obligations of outside parties.”).

Letter to the Hon. James A. Leach, Chairman, House Banking Committee, B-
286338 (October 17, 2000) (Farm Credit Administration’s national charter
initiative held to be a rule under the CRA).

Letter to Honorable David M. Mclntosh, Chairman, Subcommittee on National
Economic Growth, Natural Resources, and Regulatory Affairs, House Committee
on Government Reform and Oversight, B-281575 (January 20, 1999) (EPA
“Interim Guidance for [nvestigating Title VI Administrative Complaints
Challenging Permits” held to be covered because it created new, mandatory steps
in the procedure for handling disparate impact assessments which gave recipients
new rights they did not previously possess for obtaining complaint dismissals, a
substantive alteration of the previous regulation.).

Letter to Senator Conrad Burns, B-278224 (November 10, 1997) (the American
Heritage River Initiative announced by the Council on Environmental Quality
was not a covered rule because it was established by Presidential executive order
and direction and the President is not an “agency” under the APA and is not
subject to the provisions of the APA);

Letter to Honorable Ted Stevens, Chairman, Senate Appropriations Committee, et
al, B-275178 ( July 3, 1997) (Tongass National Forest Land and Resources
Management Plan held an agency statement of general applicability and future
effect that implements, interprets, and prescribes law and policy).

Letter to Honorable Larry Craig, Chairman, Senate Committee on Energy and
Resources, B-274505 (September 16, 1996) {memorandum of Secretary of
Agriculture concerning the Emergency Salvage Timber Sale Program held to be a



90

covered rule because it is of general applicability and interprets and implements
the statutory program.).

The GAO opinion on the American Heritage River Initiative rests its rationale that a
Presidential directive to an agency that results in substantive action by that agency is not thereby
covered by the CRA based on the Supreme Court’s rulings in Framklin v. Massachusetts, 505
U.S. 788, 800 (1992) and Dalton v. Spector, 511 U.S. 462, 469 (1994). In light of Chamber of
Commerce v. Reich, 74 F.3d 1322 (D.C. Cir. 1996) and National Family Planning v. Sullivan,
979 F.2d 227 (1992), which successfully challenged substantive changes in rules that were
directed by a Presidential directive, the GAO General Counsel’s conclusions may be
problematic.

Also questionable is the General Counsel’s analysis in its February 28, 2003 opinion
concluding that a Department of Veterans Affairs (DVA) memorandum terminating a long-time
veterans health outreach program was an exempt agency practice that had no substantial effect
on the rights of non-agency parties. In contrast with its May 19, 2004 opinion dealing with a
termination of a DVA vendee loan program, where it closely examined the statutory basis of the
loan program and found that it was established on the basis of discretionary authority of the
Secretary and provided no direct benefits to veterans, the General Counsel made no mention that
the Congress had charged the Secretary of DVA “with the affirmative duty of seeking out
eligible veterans and eligible dependants and providing them” with federal benefits and services.

Representative Strickland joined with the Vietnam Veterans of American in a suit
seeking declaratory and injunctive relief to restore the program. In Vietnam Veterans of America
v. Principi, 2005 WL 901133 (D.D.C. March 11, 2005), the district court found that “[u]nder 38
U.S.C. 7721, 7722, and 7227, Congress charges the Secretary of the Department of Veterans
Affairs with the affirmative duty to ‘provide outreach services.” This duty is not discretionary
but must be done in accordance with Congress’ wishes.” The court concluded, however, that
since Congress appropriated a lump-sum for both outreach services and health care services, and
the record showed that some monies had been expended for outreach services, it indicated that
Congress meant to allow the Secretary the discretion to decide “the manner in which [outreach
services] are to be provided.” The critique here is that the CG’s failure to examine the
Secretary’s duty under the statute in question eliminated the possibility finding a substantial
effect of the agency’s action on the rights or obligations of non-agency parties, thereby
forestalling the opportunity for legislative review under CRA procedures. It is interesting to note
that subsequent to the CG’s decision and the filing of the lawsuit, Congress enacted a limitation
on the Fiscal Year 2004 VA appropriation stating It is interesting to note that subsequent to the
CG’s decision and the filing of the lawsuit, Congress enacted a limitation on the Fiscal Year
2004 VA appropriation stating, ‘[n]one of the funds made available may be used to implement
any policy prohibiting the Directors of the Veterans Integrated Service Networks from
conducting outreach or marketing to enroll new veterans within their respective networks,” an
apparent indication that Congress thought the controverted policy could be having an impact on
potential beneficiaries. See Pub.L. No. 108-199, HR. 2673, 108" Cong. § 418 (2004).

The Uncertainty of the Effect of An Agency’s Failure to Report a Covered
Rule to Congress. Section 801(a)(1)(A) of the CRA provides that “[blefore a rule can take
effect,” the federal agency promulgating such rule shall submit to each House of Congress and
the CG a report containing the text of the rule, a description of the rule, including whether it is a
major rule, and its proposed effective date. Section 805 states that “no determination, finding,
action or omission under this chapter shall be subject to judicial review.” The Department of
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Justice (DOJ) has broadly hinted that the language of section 805 “precluding judicial review is
unusually sweeping” so that it would presumably prevent judicial scrutiny and sanction of an
agency’s failure to report a covered rule.** DOJ has succeeded with its preclusion argument in
two federal district court rulings. More recently the rationale of those opinions has been called
into question and rejected by a third district court.

In Texas Savings and Community Bankers Assoc. v. Federal Housing Finance Roard®
three thrift associations and two of their trade associations sued the Federal Housing Finance
Board challenging one of its policies regarding the home mortgage lending industry. The
plaintift’s argued, inter alia, that the policy was a rule required to be reported to Congress under
the CRA and the failure to report it precluded its enforcement. The government asserted that
section 805 was a blanket preclusion of judicial review. In response to plaintiff”s contention that
section 805 only precluded review of any “determination, finding, or omission” by Congress, the
court held that “the statute provides for no judicial review of any ‘any determination, finding,
action or omission under this chapter,” not ‘by Congress under this chapter.” The court must
follow the plain English. Apparently, Congress seeks to enforce the [CRA] without the able
assistance of the courts.”™ The court made no reference to the scheme of the Act or its
legislative history.

The Texas district court’s “plain meaning” rationale was cited with approval by an Ohio
district in United States v. American Electric Power Service Corp.®® That case was one of
many involving an extensive litigation campaign by the Environmental Protection Agency
(EPA), begun in the mid-1990s to establish the extent to which a power plant or factory may
alter its facilities or operations without bringing about a “modification” of that emission source
50 as to trigger the Clean Air Act’s New Source Performance Standards and pre-construction
“new source review.”** Among the issues common in these cases, and raised in this case, was
whether EPA’s determination to begin a campaign of litigation enforcement after many years of
no enforcement was a substantive change that had to be reported to Congress under the CRA. It
was among 123 affirmative defenses raised by defendants, nine coal-fired power plants in Ohio,
Virginia, and West Virginia, which the Government moved to dismiss. Citing the Texas Savings
case approvingly, the district court agreed “that the language of Section 805 is plain” and that
“[d]eparture from the plain language is appropriate in the ‘rare cases [in which] the literal
application of a statute would produce a result demonstrably at odds with the intention of its
drafters . . . or when the statutory language is ambiguous.’. . . In all other cases, the plain

#28ee letter dated June 11, 1997 to the Honorable Lamar Smith, Chairman, Subcommittee on
Immigration and Claims, Senate Judiciary Committee, from Andrew Fois, Assistant Attorney
General, Office of Legislative Affairs, DOJ, and accompanying analysis dated June 10, 1997, at 9-11
(hereinafter DOJ Memorandum).

231998 1.8, Dist. LEXIS 13470, 1998 WL842 181 (W. Texas), aff'd, 201 F.3d 551 (5" Cir.
2000).

BYd. atnotels.
%518 F.Supp.3d 931 (S.D. Ohio 2002).

*tFor background on the legal development of the issue, see Robert Meltz, Air Pollution: Legal
Perspective onthe “Routine Maintenance” Exception to New Source Review, CRS Report RS21424.
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meaning of the statute controls”*’ The court did not indicate whether it had attempted to
discern whether there was any evidence of Congressional intent at odds with the court’s plain
meaning reading. It did, however, provide an alternative rationale: “Furthermore, this Court is
not convinced that the instant enforcement action amounts to rulemaking which would be
covered by 5 U.S.C. 801 ef. seq., in the first instance,” without elaboration **

In United States v. Southern Indiana Gas and Flectric Co.”® the court faced the same
issue in a motion for summary judgment by the power company defendant. Rejecting the Texas
Savings and American Llectric Power precedents, it found that section 805 is ambiguous and
susceptible to two possible meanings: that Congress did not intend for any court review of an
agency’s compliance with the CRA or that Congress only intended to preclude judicial review of
its own determination, findings, actions or omissions made under the CRA affer a rule had been
submitted to it for review. Adopting the first alternative, argued for by the Government and
adopted by the Texas Savings and American Electric Power courts, would, according to the
court, allow agencies “to evade the strictures of the CRA by simply not reporting new rules and
courts would be barred from reviewing their lack of compliance. This result would be at odds
with the purpose of the CRA, which is to provide a check on administrative agencies’ power to
set policies and essentially legislate without Congressional oversight. The CRA has no
enforcement mechanism, and to read it to preclude a court from reviewing whether an agency
rule is in effect that should have been reported would render the statute ineffectual ”*”" The court
found that the post-enactment legislative history “buttresses the ‘limited scope’ of the CRA’s
judicial review provision” but was careful to acknowledge that “the lack of formal legislative
history for the CRA makes reliance on this joint statement troublesome.” Nevertheless, the court
emphasized that it “reached its conclusion about the limited scope of the judicial review
provision of the CRA based on the text of the statute and overall purpose of the act. The
legislative history only serves to further reinforce the Court’s conclusion.”"

It is certainly arguable that the Southern Indiana court’s view of the limited
preclusiveness of section 805 is plausible and persuasive. Indeed, an even stronger case can be
made from a closer analysis of the text and structure of the act taken as a whole. Moreover,
although the court was correct as a general matter that post-enactment legislative history
normally is given less weight, there are a number of Supreme Court rulings that recognize that
under certain circumstances, arguably applicable here, contemporaneous explanations of key
provisions’ intent have been found to be an “authoritative guide™ to a statute’s construction. In
one instance the Court relied on an explanation given eight years after the passage of the
legislation.

The plain, overarching purpose of the review provision of the CRA was to assure that all
covered final rulemaking actions of agencies would come before Congress for scrutiny and

*7218 F.Supp.3d at 949,

268]d

#2002 WL 1760752 (S.D. Ind. 2002).
d at 13-14.

Mg, at 15-16, n.3.
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possible nullification through joint resolutions of disapproval * The scheme provides for the
delayed effectiveness of some rules deemed innately important (“major rules”) (section
801(a)(3)), and temporarily waives the submission requirement of section 801 for rules
establishing, modifying, opening, closing or conducting a regulatory program for a commercial,
recreational, or subsistence activity related to hunting, fishing, or camping, or for a rule an
agency “for good cause” finds that notice and public procedure are impractical, unnecessary, or
contrary to the public interest. (section 808) Rules promulgated pursuant to the
Telecommunications Act of 1996 are excluded from the definition of “major rule,” yet all such
rules must ultimately be submitted for review. And while the scheme anticipates that some (or
even most) rules will go into effect before a joint resolution of disapproval is passed, the law
provides that enactment of a joint resolution terminates the effectiveness of the rule and that the
rule will be treated as though it had never taken effect. (sections 801(b)(1), 801(f)) Further, a
rule that has been nullified cannot be reissued by an agency in substantially the same form unless
it is specifically authorized to do so by law after the date of the disapproval. (section 801(b){2))

The review scheme also requires a variety of actions by persons or agencies in support of
the review process, and time for such actions to be scrutinized by both Houses to implement the
scheme. Thus, the CG must submit a report to Congress on each major rule submitted within 15
calendar days after its submission or publication of the rule (section 801(a)(2)(A)); the
Administrator of OIRA determines whether a rule is a “major rule” (section 804(2)); and after a
rule is reported the Senate has 60 session days, and the House 60 legislative days, to pass a
disapproval resolution under expedited procedures. (section 802) Nevertheless, Congress has
preserved for itself a period of review of at least 60 session or legislative days. Therefore, if a
rule is reported within 60 session days of the Senate (or 60 legislative days of the House) prior to
the date Congress adjourns a session of the Congress, the period during which Congress may
consider and pass a joint resolution of disapproval is extended to the next succeeding session of
the Congress. (section 801(d)(1))

Thus, the statutory scheme is geared toward Congressional review of all covered rules at
some time; and a reading of the statute that allows for easy avoidance defeats that purpose.
Interpreting the judicial review preclusion provision to prevent court scrutiny of the validity of
administrative enforcement of covered but non-submitted rules appears to be neither a natural
nor warranted reading of the provision. Section 805 speaks to “determination[s], finding[s],
action[s], or omission[s] under this chopter,” a plain reference to the range of actions authorized
or required as part of the review process. Congress arguably did not intend, as is more fully
described below, to subject to judicial scrutiny, its own internal procedures, the validity of
Presidential determinations that rules should become effective immediately for specified reasons,
the propriety of OIRA determinations whether rules are major or not, or whether the CG
properly performed his reporting function. These are matters that Congress can remedy by itself.
Nevertheless, without the potential of court invalidation of enforcement actions based on the
failure to submit covered rules, agencies are not likely to comply with submission requirements,
1f section 805 is read so broadly, it would arguably render ineffective as well the section
801(b)(2) prohibition against an agency promulgating a new rule that is “substantially the same”
as a disapproved rule unless it “is specifically reauthorized by a law enacted after” the passage of
a disapproval resolution. It is more than likely that a determination whether a new or reissued
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See Legislative History, supra note 253, at E 575 and S 3683 (“This legislation establishes
agovernment-wide Congressional review mechanism for most new rules. This allows Congress the
opportunity to review a rule before it takes effect and to disapprove any rule to which Congress
objects.”).
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rule is “substantially the same” as a disapproved rule is one that a court will be asked to make.””

Congress appears to have contemplated (and approved) judicial review in this and other
situations when it provided in section 801(g) that “[i]f Congress does not enact a joint resolution
of disapproval under section 802 respecting a rule, no court or agency may infer any interest of
the Congress from any action or inaction of the Congress with regard to such rule, related statute,
or joint resolution of disapproval.”

The legislative history of the review provision confirms this view of the limited reach of
the judicial review preclusion language. A key sponsor of the legislation, Representative Henry
Hyde, explained during the floor debate on H.R. 3136 that “Under Section 8(a)(1)(A), covered
rules may not go into effect until the relevant agency submits a copy of the rule and an
accompanying report to both Houses of Congress.”*™

Shortly thereafter, the principal Senate and House sponsors of HR. 3136 published a
Joint Explanatory Statement in the Congressional Record providing a detailed explanation of the
provisions of the Congressional review provision of the CRA and its legislative history. Senator
Nickles explained:

Mr. President, T will submit for the Record a statement which serves to provide a
detailed explanation and a legislative history for the congressional review title of
HR. 3136, the Small Business Regulatory Enforcement Fairness Act of 1996.
H.R. 3136 was passed by the Senate on March 28, 1996, and was signed by the
President the next day . . . Because title IIT of H.R. 3136 was the product of
negotiation with the Senate and did not go through the committee process, no
other expression of its legislative history exists other than the joint statement
made by Senator Reid and myself immediately before passage of HR. 3136 on
March 28. I am submitting a joint statement to be printed in the Record on behalf
of myself, as the sponsor of the S. 219, Senator Reid, the prime co-sponsor of S.
219, and Senator Stevens, the chairman of the Committee on Governmental
Affairs. This joint statement is intended to provide guidance to the agencies, the
courts, and other interested parties when interpreting the act’s terms. The same
statement has been submitted today in the House by the chairmen of the
committees of jurisdiction over the congressional review legislation.””

The Joint Explanatory Statement is clear as to the scope and limitation of the judicial
review provision:

Section 805 provides that a court may not review any congressional or
administrative “determination, finding, action, or omission under this chapter”.
Thus, the major rule determinations made by the Administrator of the Office of
Information and Regulatory Affairs of the Office of Management and Budget are

PThe disapproval of the ergonomics rule underlines a possible need for judicial review in
certain instances where enforcement is necessary and appropriate to support the statutory scheme.
That rule, which was broad and encompassing in its regulatory scope, raises the question as to how
far can the agency go before it reaches the point of substantial similarity in its promulgation of a
substitute. This issue is addressed in the next section.

7142 Cong. Rec. H3005 (daily ed. March 28, 1996).
B See Legislative History, supra note 253, at 142 Cong. Rec. $3683.
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not subject to judicial review. Nor may a court review whether Congress
complied with the congressional review procedures in this chapter. This latter
limitation on the scope of judicial review was drafted in recognition of the
constitutional right of each House of Congress to “determine the Rules of its
Proceedings”. U.S. Const. art. [, §5, ¢l. 2, which includes each house being the
final arbiter of compliance with such Rules.

The limitation on a court’s review of subsidiary determinations or compliance
with congressional procedures, however, does not bar a court from giving effect
to a resolution of disapproval that was enacted into law. A court with proper
jurisdiction may treat the congressional enactment of a joint resolution of
disapproval as it would treat the enactment of any other federal law. Thus, a
court with proper jurisdiction may review the resolution of disapproval and the
law that authorized the disapproved rule to determine whether the issuing agency
has the legal authority to issue a substantially different rule. The language of
subsection 801(g) is also instructive. Subsection 801(g) prohibits a court or
agency from inferring any intent of the Congress only when “Congress does not
enact a joint resolution of disapproval”, or by implication, when it has not yet
done so. In deciding cases or controversies properly before it, a court or agency
must give effect to the intent of the Congress when such a resolution is enacted
and becomes the law of the land. The limitation on judicial review in no way
prohibits a court from determining whether a rule is in effect. For example, the
authors expect that a court might recognize that a rule has no legal effect due to
the operation of subsections 801(a)(1)(A) or 801(a)(3).”"

The Justice Department has suggested that such post-enactment legislative history should
not carry any weight, particularly in view of the unambiguous nature of the preclusion language
atissue.”” As discussed below, however, the courts appear to have taken a contrary view in
analogous interpretive situations.

The Joint Explanatory Statement is a contemporanecus explanation of the Congressional
review provision by the legislative sponsors of the legislation which is consonant with the text
and structure of the legislation. Such statements by legislative sponsors have been described by
the Supreme Court as an “authoritative guide to the statute’s construction.” North Haven Bd. of
Fducation v. Bell, 456U S. 512, 526-27 (1982) (citing a bill summary placed in the
Congressional Record by the bill’s sponsor after passage, and explanatory remarks made two
years later by the same sponsor); Pacific Gas & Flectric Co. v. Energy Resources Conservation
and Development Commission, 461 U.S. 190, 211 n. 23 (1983) (relying on a 1965 explanation by
“an important figure in the drafting of the 1957 [Atomic Energy Act”]), Grove City College v.
Bell, 465 U.S. 555, 567 (1984) (remarks of sponsors deemed authoritative when they are
consistent with the language of the legislation).

Finally, it may be noted that analogous preclusion of judicial review provisions in the
original Paperwork Reduction Act of 1980, Pub. L. No. 96-511 and in the 1995 revision of the
Act, Pub. L. No. 104-13, have been uniformly construed by the courts to allow enforcement of
its public protection provision. Thus, 44 U.S.C. § 3504 (1994), which authorized the Director of

75See Legislative History, supra note 253, at E 577 and S 3686.
T 5ee DOJ Memorandum, supra note 262, at 10, n.14.
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OMB to review and approve or disapprove information collection requirements in agency rules,
and to assign control numbers to such forms, provided that “there shall be no judicial review of
any kind of the Director’s decision to approve or not to act upon a collection of information
requirement contained in an agency rule.” (44 U.S.C. § 3504(h)(9)) A similar provision appears
in the 1995 revision of the Paperwork Reduction Act.”™ The 1980 legislation also contained a
“public protection” provision, which absolved a person from any penalty for not complying with
an information collection request if the form did not display an OMB control number or failed to
state that the request was not subject to the act.™™ The public protection provision, section 3512,
has been the subject of numerous court actions, some finding it applicable and providing a
complete defense to noncompliance, others finding it inapplicable. But no court has ever raised
a question with respect to preclusion of judicial review **’

A reviewing court construing the language of the Congressional review provision, the
structure of the legislation, and its legislative history, including post-enactment statements, is
therefore likely to hold that a court is not precluded from preventing an agency from enforcing a
covered rule that was not reported to Congress in compliance with section 801(a)(1)(A).

The Uncertainty of the Breadth of the Prohibition Against An Agency’s
Promulgation of a “Substantially Similar” Rule After the Original Rule Has Been
Vetoed. Enactmentinto law of a disapproval resolution has several important consequences.
First, a disapproved rule is deemed not to have had any effect at any time. Thus, even a rule that
has become effective for any period of time is retroactively negated. ™ Second, a rule that does
not take effect, or is not continued because of the passage of a disapproval resolution, cannot be
“reissued in the same form™ nor can a “new rule” that is “substantially the same” as the
disapproved rule be issued unless such action is specifically authorized by a law enacted
subsequent to the disapproval of the original rule.™ The full text of this provision states:

(2) A rule that does not take effect (or does not continue) under paragraph (1) may not
be reissued in substantially the same form, and a new rule that is substantially the same
as such a rule may not be issucd, unless the reissucd or new tule is specifically
authorized by a law enacted after the date of the joint resolution disapproving the
original rule.

Finally, if a rule that is subject to any statutory, regulatory or judicial deadline for its
promulgation is not allowed to take effect, or is terminated by the passage of a joint resolution,
any deadline is extended for one year after the date of enactment of the disapproval resolution ***

7544 U.8.C. § 3507(d)(6) (2000).
8ee 44 U.S.C. § 3512 (1994),

Compare United States v. Smith, 866 F.2d 1092 (9" Cir. 1980) (failure of Forest Service to
file a plan of operations with OMB control number precluded conviction for failure to file) with
Cameron v. IRS, 593 F.Supp. 1540, aff'd, 773 F 2d 126 (6™ Cir. 1984) (failure of IRS forms to have
OMB control numbers did not violate section since it was a collection of information during the
investigation of a specific individual or entity which is exempt under the provision).

257.S.C. § 801(f) (2000).
2577.8.C. § 801(b)(2) (2000).
57.8.C. § 803 (2000).
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It can be anticipated that opponents of a disapproval resolution will argue that successful
passage of a resolution may disable an agency from ever promulgating rules in the “area”
covered by the resolution without future legislative reauthorization as a successful disapproval
resolution must necessarily bring down the entire rule. Or, at the very least, it may be contended
that any future attempt by the agency to promulgate new rules with respect to the subject matter
will be subject to judicial challenge by regulated persons who may claim that either the new
rules are substantially the same as those disapproved or that the statute provides no meaningful
standard to discern whether a new rule is substantially the same and that the agency must await
Congressional guidance in the form of a statute before it can engage in further rulemaking in the
area. The practical effect of these arguments, then, may be to dissuade an agency from taking
any action until Congress provides clear authorization.

A review of the CRA’s statutory scheme and structure, the contemporaneous
Congressional explanation of the legislative intent with respect to the provisions in question, the
lessons learned from the experience of the March 2001 disapproval of the OSHA ergonomics
rule, and the application of pertinent case law and statutory construction principles suggests
several observations. First, it is doubtful that Congress intended that all disapproved rules would
require statutory reauthorization before further agency action could take place. For example, it
appears that Congress anticipated further rulemaking, without new authorization, where the
statute in question established a deadline for promulgating implementing rules in a particular
area. In such instances, the CRA extends the deadline for promulgation for one year from the
date of disapproval. Second, a close reading of the statute, together with its contemporaneous
Congressional explication, arguably provides workable standards for agencies to reform
disapproved regulations that are likely to be taken into account by reviewing courts. Those
standards would require a reviewing court to assess both the nature of the rulemaking authority
vested in the agency that promulgated the disapproved rule and the specificity with which the
Congress identified the objectionable portions of a rule during the floor debates on disapproval.
An important factor in a judicial assessment may be the CRA’s recognition of the continued
efficacy of statutory deadlines for promulgating specified rules by extending such deadlines for
one year after disapproval. Third, the novelty of the issue, the uncertainty of the weight a court
will accord the post enactment Congressional explanation, and the current judicial inclination to
give deference to the “plain meaning” of legislative language, make it difficult to reliably
anticipate what a court is likely to hold.

A blanket contention that enactment of a joint resolution disapproving an agency’s rules
would disable that agency from promulgating future rules in the “area” of concern until Congress
passes new legislation authorizing it to issue rules on that subject would not appear to have a
substantial basis in the CRA. Such argumentation would apparently be based on the notion that
the “plain meaning” of the CRA’s disapproval mechanism forecloses further rulemaking with
respect to that subject matter unless Congress specifically reauthorizes such action in subsequent
legislation. That is, as Congress can apparently only disapprove a rule as a whole, rather than
pinpointing any particular portions, there is no sound basis for the agency to act without further
legislative guidance where a rule deals exclusively with an integrated subject matter. The
statute gives no indication as to how an agency is to discern what actions would be “substantially
the same” and it would run the risk of a successful court challenge if it guessed wrong. It might
be further argued that even if the agency promulgates new rules, which of course would be
subject to CRA scrutiny, and Congress did not act to disapprove the new rules, that would not
provide the necessary reauthorization since section 801(g) of the act provides as a rule of
construction that in the event of the failure of Congress to disapprove a rule “no court . . . may
infer any intent of Congress from any action or inaction of the Congress with regard to such,
related statute, or joint resolution of disapproval.”
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It is, of course, fundamental that statutory language is the starting point in any case of
statutory construction. In recent years, the Supreme Court has shown a strong disposition to
hold Congress to the letter of the language it uses in its enactments. In its ruling in Barnhart v.
Sigmon Coal Co.™ the Court advised that the first step “is to determine whether the language at
issue has a plain and unambiguous meaning with regard to the particular dispute in the case.”™
“The inquiry ceases ‘if the statutory language is unambiguous and the statutory scheme is
coherent and consistent.””*® In such cases, the Court has held, resort to “legislative history is
irrelevant to the interpretation of an unambiguous statute.”™” In Barnhardi, the Court warned,
“parties should not seek to amend [a] statute by appeal to the Judicial Branch.”**

The plain meaning rule, however, is not an unalterable, rigid rule of construction and has
been held inapplicable where it would “lead to an absurd result,”™ or “would bring about an end
completely at variance with the purpose of the statute.”™” “It is ‘a fundamental canon of
statutory construction that the words of a statute must be read in their context and with a view to
their place in the overall statutory scheme’. . . . Thus it is a more faithful construction of [a
statute] to read it as a whole, rather than as containing two unrelated parts. It is the classic
judicial task of construing related statutory provisions to make sense in combination.”" Tn the
instant situation, it is arguably not likely that a court would hold that the “substantially the same”
language of section 801(b)(2) is unambiguous, either on its face or in the context of the statutory
scheme. The direction of the provision is not a self-enforcing mandate; it clearly requires a
further determination whether rules have been reissued in “substantially the same form” or
whether a new rule is “substantially the same” as the one disapproved. The ambiguity raised is
who makes those determinations and on what basis.

The language of the provision, however, does not naturally or ineluctably lead to the
conclusion that no further remedial rulemaking can take place unless Congress passes a new law.
This reasoning is buttressed by section 803(a) which contemplates that agency rulemaking must
take place after a disapproval action if the authorizing legislation of the agency mandates that
rules disapproved had to have been promulgated by a date certain. That provision extends the
deadline for promulgation for one year “after the date of enactment of the joint resolution,” not
one year after Congress reauthorizes action in the area. The reasonable conclusion is that
Congress understood that after disapproval, an agency, if it was under a mandate to produce a

534 1.8, 438 (2002).
14 at 450,
2861dA

*Davis v. Michigan Dept. of Treasury, 489 U.S. 803, 808-09, n.3; accord Connecticut Nat’]
Bank v. Germain, 503 U.S. 249, 253-54 (1992); United States v. Daas, 198 F 2d 1167, 1175 (9" Cir.
1999), cert. denied, 531 U.S. 999 (2000).

8534 U S. at 462,
*#Holy Trinity Church v. United States, 143 U.S. 457, 439 (1892).
United Steelworkers v. Weber, 443 U.S. 193, 201 (1978).

#nited States v. Wilson, 290 F3d 347 (D.C. Cir. 2002) (holding, inter alia, that it is
appropriate for a court to look at the history and background against which Congress was
legislating).
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particular rule, had to try again. The question then is, how was it to perform this task. The
answer lies in the legislative history of the Act.

The Congressional Review Act was part of Title IT of the Small Business Regulatory
Enforcement Fairness Act of 1996. That Title was a product of negotiation between the Senate
and House and did not go through the committee process. Thus, there is no detailed expression
of its legislative history, apart from floor statements by key House and Senate sponsors, before
its passage by the Congress on March 28, 1996 and its signing into law by the President on
March 29. Thereafter, the principal sponsors of the legislation in the Senate (Senators Nickles,
Reid and Stevens) and House (Representative Hyde) submitted identical joint explanatory
statements for publication in the Congressional Record “intended to provide guidance to the
agencies, the courts, and other interested parties when interpreting the act’s terms.”*? Although
it is a post-enactment explanation of the legislation, it is likely to be accorded some weight as a
contemporaneous, detailed, in-depth statement of purpose and intent by the principal sponsors of
the law **

The Joint Explanatory Statement directly addresses a number of issues that may arise
upon enactment of a disapproval resolution and attempts to provide guidance for both Congress
and agencies faced with repromulgation questions. At the outset, the Statement notes that
disapprovals may have differing impacts on promulgating agencies depending on the nature and
scope the rulemaking authority that was utilized. For example, if an agency’s authorizing
legislation did not mandate the promulgation of the disapproved rule, and the legislation gives
the agency broad discretion, the authors deem it likely that it has the discretion whether or not to
promulgate a new rule. On the other hand, the Statement explains that “if an agency is
mandated to promulgate a particular rule and its discretion is narrowly circumscribed, the
enactment of a resolution of disapproval for that rule may work to prohibit the reissuance of any
rule.”® By implication, a Congressional mandate to issue regulations that is not circumscribed
would still be operative. A question arises as to how would the agency be guided in that
circumstance? The Statement answers that very question by observing that it is the obligation of
Congress during the debate on the disapproval resolution “to focus on the law that authorized the
rule and make the congressional intent clear regarding the agency’s options or lack thereof after
the enactment of a joint resolution of disapproval.”®* Thereafter, “the agency must give effect to
the resolution of disapproval " The full statement on the issue is as follows:

Effect of enactment of a joint resolution of disapproval

Subsection 801(b)(1) provides that “A rule shall not take effect (or continue), if

the Congress enacts a joint resolution of disapproval, described under section 802,
of the rule.” Subsection 801(b)(2) provides that such a disapproval rule “may not
be reissued in substantially the same form, and a new rule that is substantially the
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See Legislative History, supra note 253.

#See, e.g., North Haven Bd. of Education v. Bell, 456 U.S. 512, 530-31 (1982); Pacific Gas
& Electric Co. v. Energy Resources Conservation & Development Commission, 461 U.S. 190,220,
n.23 (1983); Grove City College v. Bell, 465 U.S. 555, 567 (1984).

#1See Legislative History, supra note 253, at S3686.
295[d
290[d
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same as such a rule may not be issued, unless the reissued or new rule is
specifically authorized by a law enacted after the date of the joint resolution
disapproving the original rule.” Subsection 801(b)(2) is necessary to prevent
circumvention of a resolution disapproval. Nevertheless, it may have a different
impact on the issuing agencies depending on the nature of the underlying law that
authorized the rule.

If the law that authorized the disapproved rule provides broad discretion to the
issuing agency regarding the substance of such rule, the agency may exercise its
broad discretion to issue a substantially different rule. Tf the law that authorized
the disapproved rule did not mandate the promulgation of any rule, the issuing
agency may exercise its discretion not to issue any new rule. Depending on the
law that authorized the rule, an issuing agency may have both options. But if an
agency is mandated to promulgate a particular rule and its discretion in issuing
the rule is narrowly circumscribed, the enactment of a resolution of disapproval
for that rule may work to prohibit the reissuance of any rule. The authors intend
the debate on any resolution of disapproval to focus on the law that authorized the
rule and make the congressional intent clear regarding the agency’s options or
lack thereof after enactment of a joint resolution of disapproval. It will be the
agency’s responsibility in the first instance when promulgating the rule to
determine the range of discretion afforded under the original law and whether the
law authorizes the agency to issue a substantially different rule. Then, the agency
must give effect to the resolution of disapproval.

The Congressional experience with the disapproval of the OSHA ergonomics standard
provides a useful lesson. This rule became the first, and only, rule to be disapproved thus far
under the CRA. The principal sponsor of the resolution, Senator Jeffords, at the outset of the
debate addressed the issue whether disapproval would disable OSHA from promulgating a new
rule. Senator Jeffords referred to the above-discussed Joint Statement and noted that OSHA “has
enormously broad regulatory authority,” citing pertinent sections of the OSHA Act providing
expansive rulemaking authority. The Senator concluded that “I am convinced that the CRA will
not act as an impediment to OSHA should the agency decide to engage in ergonomics
rulemaking " What Senator Jeffords apparently understood was that while the agency had
broad authority to promulgate rules, there was no Congressional mandate to issue an ergonomics
rule in the underlying law. As a consequence, it was possible that no further rulemaking would
occur, as implied by a letter to Senator Jeffords from Secretary Chao which indicated that a new
rulemaking was only one of many options available to the Department should the rule be
disapproved. ™ In fact, OSHA made it clear on April 5, 2002, that no rulemaking was in the
offing. On April 17, 2002, Senator Breaux and 26 co-sponsors, many of whom had voted in
favor of the disapproval resolution, introduced S. 2184, which would direct the Secretary of
Labor to promulgate a new ergonomics rule and specify in detail what should be included, what
should not be included, and what evidence should be considered. Section 1 (b)(4) of the bill
deems the direction to issue the rule “a specific authorization by Congress in accordance with
Section 801 (b)(2)” of the CRA **

#7147 Cong. Rec. $1832-33 (daily ed. March 6, 2001) (emphasis added).
*81d. at $1832.
299[d
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An interesting contrast with the ergonomics situation was the consideration given by
the key Senate sponsors of the Bipartisan Campaign Reform Act 2002 (BCRA),*™ which
requires that the Federal Election Commission (FEC) promulgate rules implementing the soft
money limitations and prohibitions of Title T of the Act no later than 90 days after its date of
enactment,®' whether to introduce a CRA disapproval resolution with respect to the rules issued
by the FEC on July 17, 2002 %2 The Senate sponsors believed that the new rules, which became
effective on November 6, 2002, undermined the BCRA’s ban on the raising and spending of soft
money by federal candidates and officeholders and on national party use of soft money. As the
FEC was mandated to promulgate rules to implement the BCRA by a date certain, it could have
been argued that, in contrast with the general discretion OSHA has with respect to whether to
issue any ergonomics standard, if Congress disapproved the FEC’s soft money rule, the agency
would be obligated to undertake a new rulemaking (to be completed within a year after the
disapproval resolution was signed into law) that would reflect Congressional objections to the
rule. At the same time, in accordance with the understanding of the Joint Statement, it would
have been arguably incumbent on Congress in its debates on any such resolution to clearly
identify those provisions of the rule that are objectionable as well as those that are not.

Whether this line of argument will be sufficient to withstand a challenge in the courts
cannot be answered with any degree of certainty. Foreseeable obstacles may be the novelty of
the issue, the amount of weight, if any, that a court will accord the post-enactment Congressional
explanation of the CRA, and the current inclination of the courts to give deference to the plain
meaning of statutory language and to eschew legislative history. A new rule may be challenged
on grounds of lack of authority as a consequence of the disapproval resolution either because
Congress failed to articulate its objections to the rule, thereby providing no standards for the
agency to apply in its rulemaking, or that the new rules were “substantially the same” as the old,
disapproved rules and therefore invalid under the CRA.

In the future, if Congress does not clarify its intent legislatively, when it considers a
disapproval resolution it should be mindful of the guidance provided by the Joint Statement.
The Joint Statement declares that it is the Congressional intent to make clear and specific
identification of the options available to the agency, including identification of objectionable
provisions in the proposed rule during the floor debates. In this way Congress provides an
agency clear and direct guidance as to what it expects in the repromulgation process as well as a
possible defense to a challenge based on the “substantially the same” language of the CRA.

Discussion: The Need for CRA Revision and the Options for
Legislative Action

The identified flaws in the CRA justify at least modest legislative remediation, if for no
other reason than to maintain a credible Congressional presence in the process of delegated
administrative lawmaking. The role of Congress as the nation’s dominant policy maker is

Mpyp. L. No. 107-55 (2002).
014 at § 402 (€)(2).

**Kenneth P. Doyle, Wertheimer, Bauer Debate Move to Void Soft Money Rule Before Senate
Democrats, Bureau of National Affairs, July 19, 2002, A disapproval resolution of the FEC rules
was introduced in the Senate, S.J.Res. 48, on October 8, 2002, but was never acted upon by either
House.
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seriously threatened by the substantial body of evidence demonstrating widespread agency
evasion of notice and comment rulemaking requirements; the continued pressure for legislative
enhancement of the already ominous trend toward intrusive substantive judicial review of agency
rules; and the irrepressible calls for increased Presidential control of agency rulemaking. The
potential pernicious consequences of these developments for Congress is illuminated by recent
exhaustive scholarly examinations of rulemaking ossification,* the latest unsuccessful attempt
to resuscitate the nondelegation doctrine,™ and the continuing effort to legitimize the notion of
the unitary executive. ™ In particular, the ossification studies have detailed the manner in which
rule promulgation has become too time consuming, burdensome, and unpredictable. The thrust
of the academic critics, which assigns blame to each of the branches for the increasingly
ineffective implementation of statutory mandates, has strongly suggested that courts are the chief

303

See, e.g., Jerry L. Mashaw & David L Harfst, Regulation and Legal Culture: The Case of
Motor Vehicle Saftey, 4 Yale J. On Reg. 257 (1987); Thomas O. McGarity, Some Thoughts on
“Deossifying” the Rulemaking Process, 41 Duke L. J. 1385 (1992); Richard J. Pierce, Jr., The APA
and Regulatory Reform, 10 Admin. L.J. AM U. 82, 82 - 84 (1996); Richard J. Pierce, Ir., Seven
Ways to Deossify Agency Rulemaking, 4TAdmin. L. Rev. 59 (1995) (hereinafter Seven Ways),
Richard J. Pierce, Jr., Two Problems in Administrative Law: Political Polarity on the District of
Columbia Circuit and Judicial Deterrence of Agency Rulemaking, 1988 Duke L.J. 300 (hereinafter
“D.C.Circuit Polarity”); Paul R. Verkuil, Comment: Rulemaking Ossification - A Modest Proposal,
47 Admin. L. Rev. 453 (1995); see also Camegie Commission on Science, Technology, and
Government, Risk and the Environment; Improving Regulatory Decommissioning (1993), John M.
Medeloff, The Dilemma of Toxic Substance Regulation: How Overregulation Causes
Underregulation of OSHA 7-16 (1998).

*8ee, ¢.g.,Jerry L. Mashaw, Greed, Chaos, & Governace: Using Public Choice to Improve
Public Laws 131-58 (1997); David Shoebrod, Power Without Responsibility; How Congress Abuses
the People Through Delegation (1993); see aiso Ernest Gellhorn & Paul Verkuil, Controlling
Chevron-Based Delegations, 20 Cardozo 1 (1999); William A. Niskanen, Legisltive Implications
of Reasserting Congressional Authority Over Regulations, 20 Cardozo L. Rev. 939 (1999); David
Schoenbrod, Delegation and Democracy: A Reply to My Critics, 20 Cardozo L. Rev. 731 (1999);
Peter H. Schuck, Delegation and Democracy: Comments on David Scoenbrod, CardozoL. Rev. 775
(1999),

% See, e.g., Steven G. Calabresi, Some Normative Arguments for the Unitary Fxecutive, 43

Ark. L. Rev. 23 (1995); Steven G. Calabresi & Saikrishna B. Prakash, The President’s Power To
Execute the Laws, 104 Yale L.J. 54 (1994); Christopher C. DeMuth &Douglas H. Ginsburg, White
House Review of Agency Rulemaking, 99 Harv. L. Rev 1075 (1986); Cynthia R. Farina, Undoing
the New Deal Through the New Presidentialism, 22 Harv. J. L. & Pub. Poly 227 (1998): Michael
Herz, Imposing Unified Executive Brand Statutory Interpretation, 15 Cardozo L. Rev 219 (1993);
Lawrence Lessig & Cass R. Sunstein, The President and the Administration, 94 Colum. L. Rev 1
(1994); Daniel B. Rodrituez, Comment: Management, Control and Dilemmas of Presidential
Leadership in the Modern Administrative State, 43 Duke L.J. 1180(1994): Morton Rosenberg,
Congress’s Prerogative Over Agencies and Agency Decisionmakers: The Rise and Demise of the
Reagan Administration’s Theory of the Unitary Fxecutive, 57 Geo. Wash. L. Rev. 327(1989),
Morton Rosenberg, Beyond the Limits of Lixecutive Power,; Presidential Conirol of Agency
Rulemaking Under Fxecutive Order 12,291, 80 Mich. L. Rev. 193 (1981). Peter L. Strauss,
Presidential Rulemaking, 27 Chi. Kent L. Rev. 965 (1997); Peter L. Strauss, The Place of Agencies
in Government: Separation of Powers and the Fourth Branch, 84 Colum. L. Rev. 573 (1984). See
also T.J. Halstead Presidential Signing Statements: Constitutional and Institutional Implication,
CRS Report RL33667.
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culprits because of their excessive intrusion in agency decisionmaking through interpretations
and applications of APA’s arbitrary and capricious test. Reviewing courts, it is maintained, will
now find an agency to have violated its duty to engage in reasoned decisionmaking if its
statement of basis and purpose is found to contain any gap in data or flaw in stated reasoning
with respect to any issue. The commentators cite startling statistical evidence that reviewing
courts have been holding major rules invalid almost fifty percent of the time.** Preliminary
indications of a study commissioned by the Committee appear to suggest a far more modest
successful challenge rate, but the consequence of the perceived actions of the reviewing courts
has been the encouragement of agencies to utilize alternative vehicles to make and announce far-
reaching regulatory decisions. Agencies can use actions such as in adjudication of individual
disputes or by so-called “non-rule” rules, where purportedly non-binding statements of policy
are made in guidances, operating manuals, staff instructions, or like agency public
communications.™ The proposed solutions of these scholars, however, are essentially
adjurations to the judiciary to modify or abandon current doctrinal courses. For example,
scholars suggest that courts abolish the duty to engage in reasoned decisionmaking and instead
conduct a review of rules to determine whether they violate clear statutory or constitutional
constrains, or apply Chevron defense more consistently and strictly**

It may be recognized that only part of the problem facing Congress is simply fixing
identifiable structural and interpretive flaws. Part may also be attributable to a lack of political
will to confront and deal with complex and sensitive policy issues that major rulemakings often
present. Avoidance is the easier path when a court is available to bail you out or an agency is
handy to blame. During the CRS-sponsored symposium on “Presidential, Congressional, and
Judicial Control of Rulemaking”, one panelist, Professor Jack Beermann, expressed the view that
making it easier for Congress to overturn an agency rule may come at a high political cost. He
asked “Does Congress want to be in the position where [it is perceived] that everything an
agency does is their responsibility since they’ve taken it on and Reviewed it under this
mechanism? . . . . Do they want to have that perception?” He concluded that “I think that this
may just increase the blaming opportunities for Congress.”

A good part of the problem also appears to lie in the failure of the Congress to understand
and appreciate the nature of the stakes involved and the dangers inherent in failing to act
decisively to resolve them. Professor Cynthia Farina appears correct in identifying the legitimacy
of the administrative lawmaking process as being at the heart of the deossification,
nondelegation and new Presidentialism debates. Her insight is to the necessity of viewing the

3%See Peter H. Schuck & Donald Elliot, To the Chevron Station: An Empirical Study of Federal
Adminisirative Law, 1990 Duke L. J. 984, 1022 (1990) (finding that during 1965,1974, 1984 and
1983, reviewing courts upheld only 43% of agency rules); Patricia M. Wald, Judicial Review;
Talking Points, 48 Admin L. Rev. 350 (1996) (noting that 36 major rules Reviewed by the District
of Columbia Circuit during on year, 17 or 47% were remanded in part for reconsideration.) .

37 See, e.g., Robert A. Anthony, Interpretive Rules, Policy Statements, Guidances, Manuals,
and the Like - Should Federal Agencies Use Them fo Bind the Public? 41 Duke L.J. 1311 (1992);
Robert A. Anthony, “Well You Want the Permit, Don’t You?”: Agency LEfforts to Make Non-
Legistative Documents Bind the Public, 44 Admin. L. Rev. 31 (1992); Michael Asimow, California
Underground Regulations, 44 Admin. L. Rev. 43 (1992).

*%See, e.g., Gellhor & Verkuil, supra note 304; Pierce, Seven Ways, supranote 303, at 71-93.
A more detailed discussion of the issues by court rulings on agency decisionmaking appears in the
Report’s section entitled, “Judicial Review of Rules.”



104

legitimacy and operational effectiveness of the regulatory process as a “collaborative enterprise”
involving the appropriate official actors and institutional practices is an informing guidepost for
action*”

Legislative Options

The following list of legislative options is based on propositions and assumptions
extracted from the hearings held by the CAL Subcommittee on the CRA, the CRA symposium,
CRS and GAO reports, and academic commentary: (1) Delegation of lawmaking authority to
agencies is an unalterable and essential facto of life of the modern administrative state; (2)
Agency lawmaking is a surrogate for the Congress, and should be understood as political in
nature and openly recognized and treated as such; and (3) Presidential oversight of, and input
into, agency lawmaking is appropriate and necessary as long as the review process is transparent,
not subject to arbitrary delay, allows for meaningful public participation to be maintained, and
displacement of agency authority is avoided.

1. Amend the CRA to provide that all covered rules must be submitted to Congress
camot become effective until Congress passes a joint resolution of approval. This would vest
optimal control (as well as accountability) over agency rulemaking in Congress. It would
presumably also force the agencies (and OTRA) to take into serious consideration evident
Congressional concerns before submitting rulemaking proposals. It would require expedited
consideration procedures be established in both Houses as well as a special process to assure
speedy approval of non-controversial proposed rules. Testimony by the current House
Parliamentarian before the Committee indicated that a “deeming” process could be established
under the rulemaking authority of each House which would allow summary approval of all rules
for which there has been no indication of a need for full consideration by the House, i.e., the
filing of a notice of intent by a specific number of Members with a prescribed time period after
Congressional receipt of the proposed rule *° Although the internal decisional processes
(expedited consideration and the deeming process) could be established by House rule, the
requirement of Congressional approval of all rules would require the passage of a new law.
Presidential approval of such legislation, however, is likely to be highly problematic.

2. By rule of each House establish a joint committee to act as a clearinghouse and
screening mechanism for all covered rules. Such a committee would be advisory only, reporting
tojurisdictional committees for both Houses its findings with respect to reported rules and
recommendations, when appropriate., for action on joint resolutions of disapproval. The House
of Representatives would establish by rule an expedited consideration procedure complimentary
to the current Senate procedure. The joint committee would be authorized to request reports on
submitted rules from GAO assessing such matters as the cost and benefits, cost effectiveness,
and legal authority of the subject rule. None of the foregoing would require the passage of
legislation requiring Presidential approval. *'' There was recognition among witnesses at the

**Farina, supra note 305, at 232, 235, 238,

*UFor a more detailed description of such process and a discussion of it’s constructional bass,
see Morton Rosenberg, “Whatever Happened to Congress Reviews of Agency Rulemaking? A Brief
Overview, Assessment, and Proposal for Reform,” 51 Admin. L. Rev. 1051, 1083-1090 (1999).

*An appropriation to cover the costs of GAQ’s new assessment tasks would likely be
(continued...)
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Committee’s hearings and panelists at the CRS symposium that the establishment of a joint
Congressional committee that would screen rules and recommend action to jurisdictional
committees in both Houses could provide the coordination and information necessary to inform
both bodies sufficiently and in a timely manner to allow them to take appropriate actions under
current law. The balanced nature of such a joint committee and its lack of substantive authority
appears to provide a way to allay political concerns regarding “turf” intrusions. House
Parliamentarian John V. Sullivan agreed that such a joint committee was a viable construct.

3. Amend the CRA 1o direct that reports fo Congress and GAQ of covered rules are to be
submitted electronically. The House Parliamentarian and other witnesses and symposia panelists
have indicated that the paperwork burden on the Parliamentarian’s office as well as the
uncertainties of proper receipt by Congress and timely redirection to the appropriate committees,
and other problems with paper submissions, would be relieved by electronic submissions.

4 Amend the CRA to require the reporting of only “major rules.” This option has been
suggested by witnesses and panelists as a way to limit the screening burden on committees. Itis
based on the assumption that only “major rules” are likely to raise significant Congressional
review issues. At present, however, the CRA allows only the Administrator of OTRA to
designate which rules are to be deemed “major.” There may be some reluctance in Congress to
allow OIRA to alone determine which rules would be subject to review. Also, even a rule that
may be conceded to be “minor,” in the sense of it having minimal economic impact, may well
have a significance to Congressional constituencies that are worth of addressing. The difficulty is
designating a determiner that is politically acceptable and constitutionally appropriate. The
Supreme Court’s ruling in INS v. Chadha, *"* the legislative veto case, precludes authorizing
legislative committees or officers from selecting particular rules and ordering agencies to report
them for review. In view of the practical and legal problems, it may well be that the current
requirement of blanket rule reporting, perhaps supplemented by a screening body, such as the
suggested joint committee, would be more acceptable.

5. Amend the CRA to make it clear that failing to report a covered rule renders the rule
unenforceable and is subject to judicial review. The failure to have an unquestionably
enforceable reporting requirement undermines the purpose fo the CRA. Legislative clarity with
respect to that intent is essential.

6. Amend the CRA to matke it clear that an up-or-down vote is on the entire reported rule.
The credible threat of Congressional review will presumably force agencies to carefully tailor
their rules with more attention to Congressional expectations. Expedition in the review process,
however, is vital so as not to undermine agency enforcement and the certainty needed by the
regulated community. The possibility of conflicting disapproval resolutions from each House,
and long, perhaps unsuccessful conference committee deliberations, may undermine the
intended purpose of the CRA. The CRA should make clear this purpose. The following option,
however, may ameliorate the concern over the up-or-down vote on the entire rule.

7. Amend the CRA to provide that if a rule is disapproved, an agency is prohibited from
repromulgating only those provisions of the rule that the review process and floor debates on

3¢ _continued)

necessary.
12462 US. 919 (1983).
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disapproval clearly identify as objectionable. Such a qualification to the CRA review process is
supported by legislative intent of the sponsors of the CRA. If the option of creation of a joint
committee is adopted, it would be consonant with the purpose of such a screening committee to
charge it with identifying the discrete problems of the rule that were objectionable. The House
resolutions establishing the joint committee could require making such an identification part of
its recommendation for actions. That would obviate the necessity of legislative amendment to re-
establish agency authority in an area after passage of a disapproval resolution.

Areas for Additional Research

In addition to, or possibly as a supplement to, these areas of possible legislative action, a
number of issues regarding Congressional review of rules bear further examination by ACUS or
some other body. They include the following;

¢ How effective has the Congressional Review Act been in improving
Congressional oversight of the rulemaking process? Does the Act need to be
amended/replaced? For example:

- Should agencies still be required to send all rules to
the House, Senate, and GAO or should reporting be
limited to just “major” or “significant” rules?

- Should Congress amend the CRA to require electronic reporting
of rules Congress and GAQ?

- How are GAQ’s reports handled by Congress? Do
they need refinement?

- Should there be an expedited procedure for House
consideration of rules reported for review?

- Should Congress clarify that an agency’s failure to report a covered
rule renders the rule unenforceable and makes it subject to judicial
Review?

- Should Congress clarify how not to run afoul of the
“substantially the same” prohibition in the CRA?

- Should the “legislative day” measure be clarified
since it is so unpredictable in terms of calendar
days?

- Should Congress adopt the changes in the CRA

process that were contemplated by H.R. 3148 in the
109™ Congress, including the proposal to establish a
joint Congressional committee to screen and
recommend proposed rules for disapproval? If so,
should it provide the joint committee with authority
envisioned in the Truth in Regulating Act to require
the GAO to provide assessments of selected rules
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o Other than the Congressional Review Act, what other options does Congress
have to prevent the implementation of an agency rule (e.g., appropriations
riders)? How common are such approaches? Are they effective?

¢ Should Congress establish a “Congressional Office of Regulatory Analysis” to
help it oversee the agencies’ compliance with various rulemaking requirements?
If so, should it follow the format envisioned in the Truth in Regulation Act (e.g.,
be established within the Government Accountability Office, require assessment
of all rulemaking requirements, etc.)? If so, should Congress simply reauthorize
and fund TIRA?

¢ Should Congress affirmatively approve all major rules (e.g., those with a $100
million annual impact on the economy) before they take effect instead of the
current scheme of making all final rules, major or minor, subject to review and
possible disapproval?
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IV. Judicial Review of Rules

Rulemaking and Judicial Review Under the APA

Section 4 of the APA, codified at 5 U.S.C. §553, establishes the general procedures that
an agency must follow when promulgating a rule.” Rulemaking under this section is referred to
as “informal,” or “notice and comment” rulemaking, and requires an agency to publish notice of
a proposed rulemaking in the Federal Register, provide opportunity for the submission of
comments by the public, and to publish a final rule and a general statement of basis and purpose
in the Federal Register “not less than 30 days before its effective date.”!* The APA also
establishes a general presumption in favor of judicial review of agency rulemaking activity by
providing that the action “of each authority of the Government of the United States” is subject to
review, except where “statutes preclude judicial review,” or “where agency action is committed
to agency discretion by law.”" The APA likewise contains provisions proscribing generally the
scope of judicial review of agency action, categorizing them at 5 U.S.C. § 706 as follows:

Scope of review

To the extent necessary to decision and when presented, the reviewing court shall
decide all relevant questions of law, interpret constitutional and statutory
provisions, and determine the meaning or applicability of the terms of an agency
action. The reviewing court shall -
(1) compel agency action unlawfully withheld or unreasonably
delayed; and
(2) hold unlawful and set aside agency action, findings, and
conclusions found to be -
(A) arbitrary, capricious, an abuse of discretion, or
otherwise not in accordance with law;
(B) contrary to constitutional right, power, privilege, or
immunity,
(C) in excess of statutory jurisdiction, authority, or
limitations, or short of statutory right;
(D) without observance of procedure required by law;,
(E) unsupported by substantial evidence in a case subject to
sections 556 and 557 of this title or otherwise reviewed on the
record of an agency hearing provided by statute; or
(F) unwarranted by the facts to the extent that the facts are
subject to trial de novo by the reviewing court.

5 U.S.C. § 553 (2000).

id at § 553(c), (d). Under the APA, a rule is defined as “the whole or part of an agency
statement of general or particular applicability and future effect designed to implement, interpret,
or prescribe law or policy or describing the organization, procedure, or practice requirements of an
agency and includes the approval or prescription for the future of rates, wages, corporate or financial
structures or reorganizations thereof, prices, facilities, appliances, services or allowances therefore
or of valuations, costs, or accounting, or practices bearing on any of the foregoing.” Jd. at § 551(4).

574 at § 701,
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In making the foregoing determinations, the court shall review the whole
record or those parts of it cited by a party, and due account shall be taken of the
rule of prejudicial error*'

The standards delineated at section 706 are laid out in general terms, and the APA itself
does not provide any further information clarifying the manner in which these standards are to be
applied. Accordingly, the proper interpretation of these provisions has been the focus of
substantial judicial consideration, resulting in several Supreme Court decisions that have
significantly impacted agency rulemaking efforts under the APA *'" As a general rule, courts
defer to agency policy decisions, predicated upon the notion that federal regulatory agencies
have greater expertise in assessing and responding to the technical complexities that underlie
regulations. Apart from basic procedural deficiencies, there are two main reasons a court will
strike down a rule. First, a reviewing court will generally only invalidate agency rules that are
unlawful, in that they violate constitutional provisions or lack statutory authority. Second, a
court can invalidate a statutorily authorized rule that is arbitrary or capricious in nature.

The Chevron Doctrine. Regarding this first category of basic lawfulness, the court
will first look to ensure that the rule meets minimum constitutional requirements. Once this
hurdle is passed, the court will then look to see whether the challenged regulation is within the
agency’s legal authority. Generally speaking, the court simply looks to see whether the rule in
question is authorized by an act of Congress. In Chevron v. Natural Resources Defense Council,
the Supreme Court established a two-part test for judicial review of agency statutory
interpretations.*™ First, a reviewing court must determine “whether Congress has directly
spoken to the precise question at issue.”* If a court finds that there has been an express
Congressional statement, the inquiry is concluded, as the court “must give effect to the
unambiguously expressed intent of Congress.™" In the event that Congress has not
unequivocally addressed the issue, a reviewing court must respect an agency’s interpretation, so
long as it is permissible ' The Court further stated that:

If Congress has explicitly left a gap for the agency to fill, there is an express
delegation of authority to that agency to elucidate a specific provision of the
statute by regulation . . .. Sometimes the legislative delegation to an agency on a
particular question is implicit rather than explicit. In such a case, a court may not
substitute its own construction of a statutory provision for a reasonable
interpretation made by the administrator of an agency.™

The Court went on to note that “[j]udges are not experts in the [technical] field, and are

674 gt § 706,

effrey S. Lubbers, A Guide to Federal Agency Rulemaking 8 (American Bar Ass'n 4" ed.
2006).

31467 U.S. 837 (1984).

97 at 842.

2d at 843.

See INS v. Aguirre-Aguirre, 526 U.S. 415, 424 (1999).
2 Chevron, 467 U.S. at 843-44.
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not part of either political branch of the Government,” while agencies, as part of the executive
branch, appropriately make “policy choices — resolving the competing interests which Congress
itself either inadvertently did not resolve, or intentionally left to be resolved by the agency
charged with the administration of the statute in light of everyday realities.”” Thus, the
rationale for this deference is predicated upon the notion that it is not the role of the judiciary to
“assess the wisdom” of policy choices and resolve the “struggle between competing views of the
public interest,” as well as an agency’s greater expertise regarding the subject matter of the
regulations**

Essentially, if the statute is silent or ambiguous, the court’s inquiry must focus on
whether the agency’s action is based on a permissible construction of the statute. This is an
important point, because Chevron does not stand for the proposition that the agency has to
construe the statute in the most logical manner, or that the court has to even agree with the
agency. Instead, courts must respect a reasonable interpretation, given that Congress has
delegated the responsibility for administering the particular program in question to the agency.

There are two basic justifications for this approach, as opposed to a standard that would
require an agency to implement regulations that are seen as optimal by the judiciary. First is
again the notion that administrative agencies are more familiar with the often complex subject
matter at issue, and are therefore better suited to ascertain how general principles or legislative
commands should be applied in a specific regulatory context. The second argument for deference
to an agency’s construction of a statute is that statutory interpretation requires agencies to make
policy judgments, and that these policy judgments should be made by agencies overseen by
Congress, on the basis that it is not the proper role of the judiciary to evaluate the merits of
competing policy proposals. Given this, the Supreme Court determined in Chevron that
deference to regulatory agencies is reasonable, while stressing that deference is not abdication.

As applied through the Chevron review dynamic, the APA has been described as creating
an agency-court partnership. The maxim of judicial deference delineated in Chevron, however,

*BChevron, 467 U.S. at 865. In Cablevision Sys. Dev. v. Motion Picture Ass'n, 836 F.2d 599,
608-609 (D.C. Cir. 1988), the court noted that, “Chevron s rationale for deference is based on more
than agency expertise.” Elaborating, the court stated, “Like the Courtin Chevron, we are faced with
several interpretations of ambiguous language which really involve competing policies among which
Congress did not explicitly choose. We see no reason to deny the Copyright Office’s legitimacy in
selecting, as the EPA did in Chevron, among those choices so long as the interpretation selected is
reasonable.” /d. at 609.

*¥Chevron, 467 U.S. at 866; Rust v. Sullivan, 500 U.S. 173, 187 (1991). It should be
mentioned that the Supreme Court revisited Chevron in FDA v. Brown & Williamson Tobacco
Corp., 529 U.S. 120 (2000), declaring that the Food & Drug Administration lacks jurisdictional
authority to regulate tobacco products. In reaching this determination, the Court discussed the first
prong of Chevron, declaring that the proper analysis is to focus not only on the statutory clause, but
rather to consider the structure, function, and history of all relevant provisions, interpreting a statute
“as a symmetrical and coherent regulatory scheme.” /d. at 1294. Upon concluding that Congress
“squarely rejected proposals to give the FDA jurisdiction over tobacco,” the Court stated that it was
“obliged to defer not to the agency’s expansive construction of the statute, but to Congress’
consistent judgment to deny the FDA this power.” /d. at 1315. This reasoning centers on an analysis
of the unique regulatory scheme created for tobacco products under the first prong of the Chevron
test, and, as such, does not appear to impact the traditional inquiry as it applies to the issue at hand.
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has given rise to a significant degree of confusion as courts have attempted to balance judicial
deference to agency action with traditional legal principles. This tension is perhaps most
apparent when considering recent Supreme Court decisions addressing the issue of what the
degree of such deference should be, and to what types of agency action should this deference
adhere.

In United States v. Mead, for instance, the Supreme Court held that Chevron deference
should only be accorded in instances where Congress intended to grant an agency the authority
to issue rules with the force of law. The Court stated that such Congressional intent could be
demonstrated by some other indication than a grant of authority to conduct notice and comment
rulemaking, but did not specify what would constitute such an indication. The holding in Mead
did specify, however, that interpretive rules do not qualify for Chevron deference. The practical
effect of this determination was to require agencies to engage in notice and comment rulemaking
in order to qualify for Chevron deference. Under this dynamic, agencies that do not engage in
such rulemaking are still eligible for a lesser degree of deference pursuant to the holding in
Skidmore v. Swift & Co” While the Court’s decision in Mead limited the regulatory flexibility
that had been enjoyed by agencies, it served concordantly to limit the practice on the part of
agencies of promulgating rules with practical legal effect without following notice and comment
procedures.

Justice Scalia dissented from the decision, declaring that the Court’s holding would
encourage agencies to engage in notice and comment rulemaking in instances where less
resource- intensive procedures would suffice ** Justice Scalia also asserted that the holding
would lead to the “ossification of large portions” of statutory law, as agencies would be bound
by judicial interpretations of statutes that were deemed to be outside the scope of the Chevron
standard. According to Justice Scalia, this effect could be avoided only if agencies were able to
effectively overrule judicial decisions, a development that would mark “a landmark abdication of
judicial power.”?

The Supreme Court revisited Mead in National Cable & Telecommunications Ass’n v.
Brand X Internet Services, delivering a holding that could decrease agency incentives to engage
in notice and comment rulemaking ** Specifically, the Court held that a “court’s prior judicial
construction of a statute trumps an agency construction . . . only if the prior court decision holds
that its construction follows from the unambiguous terms of the statute and thus leaves no room
for agency discretion.”™” According to the Court, a contrary position would vitiate
Congressional intent by “allow[ing] a court’s interpretation to override an agency’s.”* The
Court went on to note that a differing approach would also lead to the anomalous result that

2323 U.S. 134 (1944). In Skidmore, the Court held that “[t]he weight of such a[n agency]
judgment in a particular case will depend upon the thoroughness evident in its consideration, the
validity of its reasoning, its consistency with earlier and later pronouncements, and all those factors
which give it power to persuade, if lacking power to control.” Id. at 140.

4. at 246.

Id. a1 247,

32125 S.Ct. 2688 (2003).
ZId. at 2700.

3N
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“whether an agency’s interpretation of an ambiguous statute is entitled to Chevron deference
would turn on” whether an agency or a court had been the first to issue an interpretation. ™!
Finally, echoing Justice Scalia’s dissent in Mead, the Court stated that a contrary holding would
“lead to the ossification of large parts of our statutory law.”**

Justice Scalia dissented from the Court’s holding in Brand X, stating that the agency’s
construction of the statute at issue was implausible, and further characterized the Court’s holding
as an ineffectual approach to remedying the effects of the decision in Mead.** Repeating his
criticism that Mead had inappropriately limited the types of agency action that qualified for
Chevron deference, Justice Scalia argued that the holding in Srand X would now make “judicial
decisions subject to reversal by Executive officers.”* Justice Scalia went on to argue that as
“Article ITI courts do not sit to render decisions that can be reversed or ignored by Executive
officers,” the Court was validating unconstitutional outcomes in a holding that would engender
significant confusion and uncertainty.***

Arbitrary or Capricious Review. In analyzing agency regulations that are statutorily
based, a court may nonetheless invalidate a rule that is deemed arbitrary or capricious. This
standard of review, which is traditionally applied to informal rulemaking, is not clearly defined,
and the judiciary’s interpretation of the meaning of this standard has changed substantially over
the past thirty years. Until the 1970s, arbitrary or capricious review was extremely deferential,
essentially requiring only that a regulation fall within the scope of legally delegated authority.**
This broadly deferential standard adhered until the Supreme Court handed down its decision in
Citizens to Preserve Overton Park, Inc. v. Volpe in 1971, which established a dynamic that has
led to more stringent review of rules.™

Overton Park dealt with an informal adjudication conducted by the Secretary of
Transportation approving the release of federal funds for use in the construction of a highway
through a park in Memphis, Tennessee.™ This approval was challenged as a violation of laws
prohibiting the use of federal funds for highway construction through public parks so long as a
“feasible and prudent” alternative route could be utilized. After determining that the arbitrary or
capricious test controlled review of informal agency action, the Court construed the standard to
require reviewing courts to analyze whether an agency decision was based on “a consideration of

i,

2,

814, a1 2713, 2718-19.
™Id. a1 2719,

1d. a1 2720-21.

See, e.g., Pacific States Box & Basket Co. v. White, 296 U.S. 176 (1935) (“where the
regulation is within the scope of authority legally delegated, the presumption of the existence of
facts justifying its specific exercise attaches . . . .”).

1401 U.S. 402 (1971).

%See Peter L. Strauss, Revisiting Overton Park: Political and Judicial Controls Over
Administrative Actions Affecting the Community, 39 UCLA L. Rev. 1251 (1992).
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the relevant factors and whether there had been a clear error in judgment . . . ™ The Court
further instructed that while this inquiry into the facts must be “searching and careful, the
ultimate standard of review is a narrow one,” stressing that a court “is not empowered to
substitute its judgment for that of the agency ”** The Overion Park Court remanded the case, so
that, in its words, the lower court could conduct a “thorough, probing, in-depth review of the
administrative record underlying the Secretary of Transportation’s decision.”** While the Court
dictated this approach in the context of an informal adjudicative proceeding, it has been
consistently applied to informal rulemaking as well **

The language used by the Court in Overton Park is at once instructive yet ambiguous,
The Court declares that judicial review under the arbitrary and capricious standard is to be
“searching and careful,” while simultaneously espousing a deferential approach to review of
informal agency action by stating that the judiciary “is not empowered” to impose its judgment
on an agency. It has been asserted that courts applying the precepts of Overton Park “tend to
ignore all but the mandate to conduct a ‘searching and careful” inquiry,” slipping into a “a more
active rele than was intended for arbitrariness review.” In turn, this increased level of scrutiny
has been cited as facilitating the development of what has come to be referred to as the “hard
look” doctrine of arbitrary and capricious review. This approach has been characterized as
obliging a reviewing court “to examine carefully the administrative record and the agency’s
explanation, to determine whether the agency applied the correct analytical methodology,
applied the right criteria, considered the relevant factors, chose from among the available range
of regulatory options, relied upon appropriate policies, and pointed to adequate support in the
record for material empirical conclusions.™*

The Supreme Court implicitly endorsed the hard look doctrine in Motor Vehicle
Momufacturers Association v. State Farm Mutual Automobile Insurance Co** The State Farm
holding centered on a decision by the Secretary of Transportation to rescind a rule issued by a
prior administration requiring new cars to be equipped with automatic seatbelts or airbags. This
decision was based on the agency’s determination that the rule would be ineffective due to the
ability of customers to simply detach the automatic seatbelts. The Court began its analysis of the
agency’s decision by determining that arbitrary and capricious review was appropriate, and
reiterated the maxim from Overfon Park that such review is “narrow and a court is not to
substitute its judgment for that of the agency.”* The Court then went on to state:

Normally, an agency rule would be arbitrary and capricious if the agency has

¥Qverton Park, 401 U.S. at 416.

1d. ar 416,

g at 415,

*28ee¢ Lubbers, supra note 317, at 475.

35Charles H. Koch, Jr., Administrative Law and Practice §10.4 at 32, (West Pub. Co., 2" ed.
1997)

**Thomas Q. McGarity, Some Thoughts on Deossifying the Rulemaking Process, 41 Duke L.J.
1385, 1410 (1992).

#5463 1U.S. 29 (1983).
614, at 43.



114

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 view or the product of agency
expertise. ™

Applying this standard, the Court rejected the agency’s action for two reasons. First, the
Court found that the agency had failed to consider the possibility that inertia would have caused
a substantial number of people to leave the seatbelts attached.** Additionally, the Court found it
significant that the Department of Transportation had failed to explain why it did not consider
implementing a mandatory airbag or non-detachable restraint option.** Given these omissions,
the Court held that the agency had “failed to offer the rational connection between facts and
judgment required to pass muster under the arbitrary and capricious standard ”** Finally, while
noting that an “agency’s view of what is in the public interest may change, either with or without
a change in circumstances,” the Court stressed that “an agency changing its course must supply
areasoned analysis” for such a change ™ Holding that “the agency has failed to supply the
requisite ‘reasoned analysis’ in this case,” the Court remanded the matter to the agency for
further consideration **

As noted above, the Court in State Farm adopted the hard look doctrine while continuing
to assert, as it had in Overfon Park, that a reviewing court is not to substitute its judgment for
that of the agency. This dichotomy between what, on the one hand, appears to be a very broad
grant of discretion to a reviewing court and the much more restrictive notion that the courts are
not to usurp agency judgment has been focused upon by both proponents and critics of the hard
look standard. Some commentators have argued that the hard look doctrine is essential to allow
for an appropriate level of judicial scrutiny of an agency’s exercise of power, in that it ensures
that agency decisions are not controlled by narrow private interests or an agency’s own
“idiosyncratic view of the public interest.™* Further, it is argued that the doctrine keeps the
courts from engaging in a simplistic review to determine whether a regulation is merely within
the bounds of a statutory directive by requiring the court to study the agency’s decisionmaking
process to make sure that the agency carefully deliberated the issues at play.* There are
certainly cases that have highlighted the deferential aspects of the State Farm decision, such as
Center for Auto Safety v. Peck, where the D.C. Circuit Court stated that it would uphold a rule

HId. at 43.
Id at 54.
*¥1d. at 55-56.
1d. at 56.

14 at 57 (quoting Greater Boston Television Corp. v. FCC, 444 F.2d 841, 852 (D.C. Cir.
1970), cert. denied, 403 U.S. 923 (1971)).

Id. at 57.

**Mark Seidenfeld, Demystifying Deossification: Rethinking Recent Proposals to Modify
Judicial Review of Notice and Comment Rulemaking, 75 Tex. L. Rev. 483, 491 (1997).
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containing uncertainties, analytic imperfections, or even mistakes, as long as the agency’s
decisions were within the range of those that a reasonable person could derive from the evidence
presented >

On the other end of the spectrum, critics of hard look review maintain that it allows for so
much judicial discretion “that a single unsympathetic or confused reviewing court can bring
about a dramatic shift in focus or even the complete destruction of an entire regulatory
program.”** An often cited example of this potential is the Fifth Circuit’s decision in Corrosion
Proof Fittings v. EPA.* In that case, the court overturned a regulation regarding asbestos
exposure that had involved a wide range of scientific studies and the receipt of over 200
comments. The court rejected the rule based on the fact that the EPA had not calculated the costs
and benefits of each possible intermediate level of regulation.**® According to one commentator,
the court’s decision tasked the EPA with conducting a “potentially endless analytical crusade in
search of the holy grail of the least burdensome alternative that still adequately protected against
unreasonable risk,” and did not defer “one whit to EPA’s interpretation of its statute or to its
exercise of rulemaking expertise”* It has been argued that the establishment of a more
stringent review dynamic in Overton Park, coupled with the adoption of the hard look doctrine
in State I'arm, has caused the rulemaking process to become more rigid and burdensome upon
agencies. In turn, this has lead to the assertion that rulemaking has become “ossified,” with
agencies either undertaking resource and time intensive steps to ensure that a rule will withstand
increased scrutiny, or circumventing the traditional notice and comment rulemaking process by
issuing policy statements and interpretive rules to effectuate compliance with a regulatory
agenda

In light of the above analysis, it is apparent that the evolution of judicial review of
agency rulemaking since the decision in Overton Park has had a significant impact in the
regulatory context. Competing viewpoints on the propriety and effectiveness of the hard look
doctrine, however, illustrate a lack of consensus on the nature of this impact. Proponents of
judicial review characterize it as a tool that improves agency regulatory efforts by making
agencies aware of Congressional mandates, improving analytical rigor, and increasing agency

5751 F.2d 1336 (D.C. Cir. 1985).

**Thomas O. McGarity, The Couris and the Ossification of Rulemaking: A Response lo
Professor Seidenfeld, 75 Tex. L. Rev. 525, 541 (1997); see also, Lubbers, supra note 6, at 327

947 F 2d 1201 (5™ Cir. 1991).
¥d at 1217,

*®McGarity, supra note 356, at 548. Buf see Granta Y. Nakayama, Corrosion Proof Fittings
v. IiPA: No Death Penally for Asbesios Under 1SCA,1 Geo. Mason Indep. L. Rev. 99 (1992)
(“Contrary to the criticisms of those who would rewrite toxic substance control statutes, or restrict
the scope of judicial review under these statutes, Corrosion Proof Fittings illustrates the importance
of the substantive protections accorded private parties under the current toxic substances regulatory
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responsiveness to those impacted by regulation. " Alternatively, as touched upon above, critics
of judicial review maintain that it has had a debilitative effect on the regulatory environment by
imposing onerous requirements on the development of new rules, either significantly delaying
the promulgation of rules or encouraging agencies to avoid traditional rulemaking whenever
possible.* These conflicting perspectives could be analyzed more objectively through the
development of objective empirical data that could serve to “inform decision making about
whether to expand or contract opportunities for judicial review. ™ Various studies have been
conducted attempting to evaluate the number of challenges to agency rulemaking efforts and the
effect of judicial review thereon. It has been stated, however, that “administrative law scholars
have failed generally to produce systematic empirical analysis of the effects of judicial
review.”*s!

Empirical Data and Anecdotal Information

The few empirical studies that have been conducted tend to evaluate the success rate for
federal agency rules that are subjected to judicial review, by concluding generally that increased
judicial scrutiny has had a substantial effect on agency rulemaking. In 1990, Peter H. Schuck and
E. Donald Elliot published a thorough empirical study regarding judicial review of agency
rulemaking **® The goal of this study was to analyze the outcome of direct appellate court review
of federal agency actions, and the scope of the study and its design might be viewed as
instructive as to why such empirical analyses are rare in the field of administrative law. The
study’s sample sets identified a total of 2,472 cases for review, with case analyses, interviews,
and data recordation performed by law students at Georgetown and Yale from early 1987 to
March 1989. The collected data were then coded, error corrected and subsequently entered into a
computer for preliminary analysis.**® Among the numerous findings contained in the study, the
authors reported: (1) that “[bletween 1965 and 1985, administrative law became more complex
and technical,” and that there was a dramatic growth in judicial caseloads, with the number of
administrative law cases decided on the merits increasing “from 489 cases in 1965 to more than
1567 cases in 1987, (2) that rates of affirmance by courts in administrative law cases ranged
from 55.1% in 1965, to 60.6% in 1975, and to 76.6% in 1984-85;* (3) that the rate of

*ICary Coglianese, Empirical Analysis and Administrative Law, 2002 U. Il L. Rev. 1111,
1125.
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See Frank B. Cross, Pragmatic Pathologies of Judicial Review of Agency Rulemaking, 78
N.C. L. Rev. 1013 (2000).
$Coglianese, supra note 361, at 1127,

35474, (citing Jerry L. Mashaw & David L. Harfst, Regulation and Legal Culture: The Case of
Motor Vehicle Safety, 4 Yale J. On Reg. 257, 275 (1987) (“the normative expectations of
administrative lawyers have seldom been subjected to empirical verification of a more than
anecdotal sort.”)).

365See Peter H. Schuck & E. Donald Elliot, To the Chevron Station: An Empirical Study of
Federal Administrative Law, 1990 Duke L.J. 984.

31d. at 993-994.
*71d at 996-997.

*%Jd at 1007-1008. As a further indication of the difficulty in crafting consistent research
(continued...)
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affirmance was consistently lower in the D.C. Circuit from 1965 through 1988 as compared to
other federal appellate courts;*® and (4) that in instances where courts remanded a matter to an
agency for further consideration the agencies adopted “major changes™ in 40% percent of the
cases, and appeared “to do so primarily because of the remand ”*"

According to the authors, the most important finding that emerged from their “twenty-
year punctuated longitudinal analysis” was their determination that “the circuit courts are
affirming agency decisions at a steadily increasing rate, a rate that approximated 76% in 1984-
85, and reached over 81% in 1985- just after [the court’s decision in] Chevron.”™ This finding
has led to the general assertion that the deferential aspects of the Chevron decision, as discussed
above, have “increased the rate of affirmance of agency actions by about 15 percent.”*”

While there have been no updates or subsequent studies conducted according to the
parameters of the Schuck and Elliot study, it is interesting to note that aggregated data from the
Admunistrative Office of the United States Courts (AQ) indicate that while the judicial caseload
in the administrative context has not increased dramatically since the conclusion of the study, it
nonetheless remains substantial. Specifically, the AO has released raw data indicating that there
have been roughly 15,000 lawsuits pertaining to agency regulatory activity from 1995 through
September 30, 2004 **

While the aforementioned study reported that roughly between 70 and 80 percent of
regulations are upheld when challenged in federal court, a more recent study focusing on the
EPA’s record in the D.C. Circuit in particular found a significantly lower success rate for that
agency. Specifically, in 2000, the Reason Public Policy Institute (RPPI) published a study
analyzing the success rate of substantive challenges to Environmental Protection Agency rules in
the United States Court of Appeals for the District of Columbia Circuit during the Clinton
Administration. "™ The study identified 69 such cases, determining that the EPA won only 23
(33.33 percent) of these challenges, with the court striking down all or a substantial portion of
the challenged rule in 53.62 percent of the cases. While noting that anecdotal evidence from
other appellate courts indicated a higher success rate for the EPA, the RPPI study opined that
this disparity might stem from the fact that few of the cases considered in other courts involved

38 __continued)
protocols in this context, the authors noted thatinformation obtained from the Administrative Office
of the United States Courts (AO) regarding this category differed from the findings of their study,
with the AO reporting a 75% affirmance rate for 1965, a 70% affirmance rate for 1975 and a 75.9%
affirmance rate for 1984-85. Id. at 1009-1010.
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“challenges to broad regulatory decisions by the EPA,” and concluded its analysis by asserting
that the low rate of affirmance in the D.C. Circuit was the result of deficiencies in the EPA’s
development and execution of its regulatory agenda.*”

These two studies appear to constitute the bulk of empirical information available
analyzing the impact of judicial review on agency rulemaking efforts, and the data contained
therein could be cited as either supporting or undermining the general assertion that the
evolution of judicial review since Overton Park has contributed to the “ossification” of the
rulemaking process. Indeed, in their concluding remarks regarding their extensive study, Schuck
and Elliot declared:

Our own methodology is far from perfect. The conclusions to be drawn can be no
better than the data on which they are based, and the data relating to some of the
most interesting characteristics of decided cases are impressionistic and subject to
competing interpretations. Even apart from these problems, our analysis failed at
certain points to accomplish what we hoped

Whatever conclusions might be drawn from the data presented above, it should be noted
that there is a large body of anecdotal information that has been cited by commentators as
evidence that the arbitrary or capricious standard is being applied in such a fashion as to
contribute significantly to the ossification of the rulemaking process.””” In particular, stringent
judicial review is generally seen as at least partially responsible for changing the notice and
comment process from a simple affair, to a complex and time consuming matter where,
according to Justice Breyer, agencies “establish procedures to consider thoroughly all
alternatives in every case,” which will only cause "considerable unproductive delay."* Finally,
as touched upon above, it has been argued that this increased review has led agencies to fear
judicial rejection to the degree that it has generally reduced agency willingness to engage in
rulemaking altogether.*” At the same time, however, other commentators have asserted that the
adverse effects of judicial review have been overestimated. Professor Cary Coglianese, for
example, maintains that “[t]he empirical evidence for a retreat from rulemaking in the face of
stringent judicial review is not nearly as clear as has been generally supposed. ™ In support of
this position, Professor Coglianese cites findings showing that “the number of pages in the Code
of Federal Regulations (CFR) has grown consistently over the years, even in the face of the

BId at Parts 3 & 5.
"Schuck & Elliot, supra note 365, at 1060-1061.

See, e.g., McGarity, supranote 344, at 1412 (noting that “stringent judicial review is largely
responsible for [NHTSA’s] virtual abandonment of rulemaking in favor of case-by-case recalls,” and
further noting that an increase in the time it took the FTC to promulgate a rule from roughly two
years in the 1960s, to over five years by the end of the 1970s).

378See Cross, supra note 362, at 1022 (quoting Stephen Breyer, Breaking the Vicious Circle -
Toward Effective Risk Regulation at 58 (1993)).

*Plerry L. Mashaw, Greed, Chaos and Governance (1997) (“The past decade’s case study
literature on the performance of America’s administrative agencies details an agency-by-agency
retreat from rulemaking.”).
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courts’ hard look review in the 1970°s,”**! and that “only a fraction of agency rules are ever
subject to petitions for review.”**

These competing scholarly viewpoints, coupled with the practical and analytical
difficulties adhering to empirical analysis in this context, make it difficult to offer any
determinative conclusion regarding the degree to which heightened judicial scrutiny has
impacted agency rulemaking. It should be noted, however, that the CAL Subcommittee has
sponsored an extensive empirical study of judicial review of agency rulemaking as part of the
Administrative Law, Process and Procedure Project for the 21" Century. The CAL
Subcommittee recruited Professor Jody Freeman of the Harvard Law School to conduct a study
to ascertain what happens to agency rules upon appellate judicial review, with the aim of
determining the rate at which rules are invalidated in whole or in part, and the reasons for that
invalidation. The study is focusing on data derived from administrative agency appeals from
1995 to 2004. The data consists of 3,075 cases drawn from an initial database of over 10,000
cases involving administrative appeals from every circuit court over that time frame maintained
by the AQ. Professor Freeman’s study is ongoing, but she discussed the methodology of the
study and presented the preliminary findings of the study at a September 11, 2006 symposium on
“Presidential, Congressional, and Judicial Control of Agency Rulemaking,” that was hosted by
CRS as part of the Committee’s project. While the study is ultimately expected to yield
significant and useful empirical data on the success of challenges to agency rules in the appellate
courts, the limitations of this type of study might be seen as providing further evidence of the
utility of a reconstituted ACUS. As Professor Freeman noted in her comments at the symposium,
these types of studies do not give rise to a coherent and comprehensive empirical strategy that
will foster optimal analysis of the administrative process for the long term. Rather, it could be
argued that only an entity such as a reconstituted ACUS will have the ability to assemble a group
of experts with the aim of formulating a cohesive methodology that will be supported by ongoing
and systematic analysis.

Potential Congressional Options

In the event that Congress determines that judicial review of rules has adversely affected
the agency rulemaking process to a degree meriting legislative intervention, the question turns to
what steps might be taken to mitigate the impact of such review. There are several potential
approaches available to Congress in this regard. Justice Breyer, for instance, has advocated the
creation of a specialized administrative court to review rules.** Conversely, whereas the
Congressional Review Act establishes procedures for enacting joint resolutions of disapproval to
strike down newly promulgated rules,”™ Congress could act to establish a system whereby rules
become effective only after the enactment of a joint resolution of approval, or, alternatively,

¥7d at 1127-1128.
®rd at 1129,
38 See Breyer, supra note 378, at 68-72.

5 U.S.C. 8§ 801, ef seq. (2000); see also, Morton Rosenberg, Congressional Review of
Agency Rulemaking: An Update and Assessmeni Afier Nullification of OSHA's Lrgonomics
Standard, CRS Report RL30116.
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could prescribe more deferential standards for judicial review.™ Another potential approach

might be for Congress to preclude judicial review of agency rules altogether.

Generally speaking, there is a strong presumption in favor of judicial review of
administrative action, and the courts will infer a right to judicial review in the face of legislative
silence.*® Tt is well established, however, that this presumption may be overcome by ““specific
language or specific legislative history that is a reliable indicator of congressional intent’, or a
specific congressional intent to preclude judicial review that is “fairly discernable’ in the detail
of the legislative scheme.”™” Accordingly, Congress could alter the current statutory dynamic to
effect a blanket preclusion of judicial review of all agency rulemaking activity, or, conversely,
could preclude review on a case-by-case basis as it sees fit ** A recent example of a discrete
statutory provision precluding judicial review of agency regulatory actions may be found in the
law directing the expeditious construction of the World War 1T memorial on the National Mall *
That law contained express language declaring that decisions regarding the location and design
of the memorial, as well as the granting of a special use permit, “shall not be subject to judicial
review.”™ Addressing claims raised in a lawsuit that agencies involved in the construction had
violated various statutes governing their activities, the reviewing court held: “[w]e find that the
Act withdrew our subject matter jurisdiction over the statutory claims, and therefore that we lack
jurisdiction to entertain them,” subsequently dismissing the suit.*!

A related, less expansive approach might focus on crafting statutes to limit standing to
seek judicial review to specific classes of plaintiffs. Regarding standing generally, the relevant
portion of the APA provides:

A person suffering legal wrong because of an agency action, or adversely affected
or aggrieved by agency action within the meaning of a relevant statute, is entitled
tojudicial review thereof . . . . Nothing herein (1) affects other limitations on
judicial review or the power or duty of the court to dismiss any action or deny

WSee, e.g., William S. Jordan, 1T, Ossification Revisited: Does Arbitrary and Capricious
Review Significantly Interfere With Agency Ability to Achieve Regulatory Goals Through Informal
Rulemaking? 94 N.W. U. L. Rev. 393, 402 (2000).

*%See Bowen v. Michigan Academy of Family Physicians, 476 U.S. 667, 670 (1986); Abbot
Laboratories v. Gardner, 387 U.S. 136, 140 (1967).

*#Michigan Academy, 476 U.S. at 673 (quoting Block v. Community Nutrition Inst.,, 467 U.S.
340, 349, 351 (1984)).

¥t should be noted that courts interpret such preclusion provisions as not applying to
constitutional claims, so as to avoid the “serious constitutional question” that would arise “if a
federal statute were construed to deny any judicial forum for a colorable constitutional claim.”
Webster v. Doe, 486 U.S. 592, 603 (1988) (quoting Michigan Academy, 476 U.S. at 681 n.12)).

%Pub. L. No. 107-11, 107" Cong., 19 Sess. (2001).
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relief on any other appropriate legal or equitable ground; or (2) confers authority
to grant relief if any other statute that grants consent to suit expressly or impliedly
forbids the relief which is sought 2

Separate from this general administrative provision are constitutional limitations on
standing. Specifically, Article III of the Constitution defines and limits the jurisdiction of the
federal courts to adjudication of “cases and controversies.”> The Supreme Court has
established that to satisfy the requirements of Article III, a party bringing suit must: (1) establish
an “injury in fact” (2) caused by the actions of the defendant (3) that is redressable by a
favorable judicial decision.” Tn addition to constitutional requirements, the judiciary has
developed prudential rules to constrain the instances in which review may be obtained. Like their
constitutional counterparts, these judicially imposed limits on the exercise of federal jurisdiction
are “founded in concern about the proper—and properly limited-role of the courts in a democratic
society.” The prudential components of the standing doctrine require that: (1) a plaintiff assert
his own legal rights and interests rather than those of third parties, (2) a plaintiff’s complaint be
encompassed by the “zone of interests” protected or regulated by the constitutional or statutory
guarantee at issue, and (3) courts decline to adjudicate ““abstract questions of wide public
significance’ which amount to ‘generalized grievances’ pervasively shared and most
appropriately addressed in the representative branches.””*

While Congress may not alter constitutional standing requirements, it may modify or
abrogate prudential components by “expanding standing to the full limit allowed by the
Constitution.”” Conversely, in instances where a potential plaintiff might otherwise meet the
aforementioned constitutional and prudential requirements, Congress may, “subject to due
process dictates,” provide for administrative action while limiting “to a specified class the right
to seek judicial review.™™® In essence, Congress is enabled to bind the issues of standing and
statutory jurisdiction together,* giving rise to a dynamic closely related to preclusion of judicial
review generally. As stated in National Wildlife Federation v. Burford, “[T|he statute at issue
will preclude standing if it expresses a fairly discernible congressional intent to forestall a suit at
the plaintiff’s behest. Although the plaintiff may fall within a statute’s zone of interest, judicial

¥5U.S.C. § 702 (2000).
See Flast v. Cohen, 392 U.S. 83, 94 (1968).
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review will not occur if the statute suggests the Congress intended to allow only a specific class
of plaintiff to challenge an agency’s action.”*"

This requirement was established in Block v. Communily Nutrition Institute, where the
Supreme Court determined that processors, but not consumers, of dairy had standing to obtain
judicial review of milk market orders issued pursuant to the Agricultural Marketing Agreement
Act of 1937 (AMAA).**" Noting the aforementioned principles governing availability and
preclusion of judicial review generally, the Court held that a relevant statute will be deemed to
preclude standing for particular plaintiffs whenever Congressional intent to preclude is “fairly
discernible in the statutory scheme ™" Discussing the AMAA in particular, the Court found a
fairly discernible intent to preclude consumers from challenging market orders in light of express
provisions in the Act establishing a right of review for processors. The Court emphasized that
preclusion would “not threaten realization of the fundamental objectives of the statute” and
determined that “consumer suits might themselves frustrate achievement of the statutory
purposes” by disrupting the “cooperative venture among the Secretary, producers, and
[processors]” as contemplated by Congress, thereby “undermin[ing] the congressional preference
for administrative remedies.”"” Thus, in addition, or as an alterntative to general preclusion of
judicial review, the above analysis indicates that Congress could consider structuring statutes
according to the precepts laid out in Brock to limit perceived negative effects of judicial review
of agency rulemaking,

Areas for Additional Research

o Should Congress establish statutorily prescribed rules of “deference” that will
apply upon a court’s determination that a statutory delegation is ambiguous in
light of the confusion engendered by the Supreme Court’s decisions in United
States v. Mead and National Cable & Telecommunications Ass’n v. Brand X
Internet Services?

o Should Congress amend the judicial review provisions of the APA to clarify the
definition of the “arbitrary and capricious” standard in order to address the
effects of the Supreme Court’s decisions in Citizens to Protect Overton Park v.
Volpe and Motor Vehicle Manufacturer’s Ass n v. State Farm Mutual
Automobile Insurance Co.?

» Inthe event that ongoing empirical studies affirm the anecdotal assumption that
appellate courts reverse over 50% of challenged agency regulations either whole

M7 F.2d 849, 852 (9™ Cir. 1989).
01467 U.S. 340 (1984).
14 at 351,

314 at 352. In a subsequent case, the Court explained that the maxim delineated in Block
supplements the traditional zone of interests test. It stated, “The inquiry into reviewability does not
end with the ‘zone of interest” test. In [5lock], the interests of consumers were arguably in the zone
of interests meant to be protected by the Act, but the Court found that point not dispositive because
at bottom the reviewability question turns on congressional intent.” Clark v. Securities Industry
Ass’n, 479 U.S. 388, 400 (1987).
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or in part, should Congress amend the APA to modify standards of review or
seek to limit judicial review through other means?

Should Congress clarify whether the Information Quality Act permits judicial
review?

Should the APA be amended to make more clear when the courts can remand a
rule without vacating it?

The Chief Counsel for Advocacy of the Small Business Administration has been
given unique power under SBREFA to file amicus briefs in cases challenging
agency action. How effective/problematic has this been?

Should Congress address the increasing use of consent decrees that modify or
alter the substantive content of agency rules?

Should Congress amend the APA to address the prudential aspects of standing
doctrine in response to judicial decisions regarding private rights of action,
ripeness, finality, and exhaustion of administrative remedies?



124

V. Regulatory Analysis and Accountability Requirements

One of the first and most basic of regulatory accountability requirements was established
by the APA, which generally requires that agencies publish their proposed rules in the Federal
Register, receive and consider comments on the proposed rules, and then publish a final rule
stating its basis and purpose.*” Between 1946 and 1980, Congress established dozens of federal
agencies and programs designed to improve the environment, make workplaces safer, and
protect consumers (¢.g., the EPA, OSHA, and the Consumer Product Safety Commission).
Subsequently, an array of federal economic, environmental, and social regulations were put in
place that affected many of the decisions made by American businesses. Strong concerns then
began to be raised about whether the benefits that these regulations and regulatory agencies were
attempting to achieve were worth the costs associated with compliance. Concerns were also
being raised about the cumulative effects of all federal regulations on individual businesses, and
the effects that federal rules were having on particular segments of the economy (e.g., small
businesses), and on other levels of government.

Since 1980, there have been numerous attempts in Congress and elsewhere to modify the
federal rulemaking process. Underlying many of these “regulatory reform” efforts is a perceived
need to reduce the burden associated with regulatory compliance. Proponents of reform contend
that federal regulations are too costly, time consuming, complex, and intrusive for businesses
and other regulated parties, and that better crafted rules can be developed through, among other
things, the use of sophisticated analytical tools and greater oversight by the President and
Congress. On the other hand, some contend that these reform efforts focus too much on the costs
associated with regulations and do not adequately recognize the benefits that the rules provide.
They also argue that additional requirements will have the effect of eroding existing regulatory
protections or lengthening an already lengthy rulemaking process, thereby depriving the public
of needed health, safety, and environmental improvements.

This chapter discusses a range of regulatory analysis and other accountability
requirements that have been established by Congress and Presidents in recent decades. Those
initiatives include cost-benefit and risk analysis requirements, small entity “flexibility” analysis
and requirements focusing on unfunded mandates, attempts to establish regulatory accounting
and budgets, moratoriums on new regulations, reviews of existing regulations, and efforts
focusing on paperwork reduction and small businesses. After reviewing these efforts and
examinations of them, the chapter concludes by discussing common themes, possible
Congressional initiatives, and areas for future study.

Regulatory Analysis Requirements

A common (and some would say the primary) concern voiced by proponents of
regulatory reform in recent decades has been that the costs associated with regulations often
outweigh the benefits that those regulations are intended to provide. Another, and somewhat
related, view is that more intelligent regulatory policies could achieve the same social goals

“William West, Administrative Rulemaking: An Old and Emerging Literature, 65 Public
Admin. Rev., Nov./Dec. 2005, at 655-668 (“If rulemaking is subject to many controls, notice and
comment remains the most basic and important.”)
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(e.g., cleaner environment, safer workplaces) at much less cost (or achieve more ambitious goals
at the same cost).** To improve the quality and effectiveness of federal rules and minimize
burden, regulatory reform proponents have frequently advocated greater use of a range of
analytic tools during the rulemaking process, including cost-benefit analysis (sometimes referred
to as benefit-cost analysis), cost-effectiveness analysis, and risk assessment.

“Cost-benefit analysis,” in this context, involves the systematic identification of all costs
and benefits associated with a forthcoming regulation, including nonquantitative and indirect
costs and benefits, and how those costs and benefits are distributed across different groups in
society. A proposed regulatory requirement is judged to pass the “cost-benefit test” if the sum of
its anticipated benefits outweighs the sum of its present and future costs in present value terms.

These prospective (also known as ex ante) estimates of benefits and costs that are done
before rules are issued are necessarily uncertain and heavily dependent on numerous
assumptions. Particularly difficult to quantify are long-term or uncertain effects of rules where
subtle interactions between various factors are often not well understood or directly measurable.
Cost-benefit analysis is particularly controversial when it seeks to rationalize inherent value
trade-offs and to place a value on benefits not traded in the market (e.g., health or lives).** Also,
as the Supreme Court affirmed in 2001, some statutes prohibit the consideration of costs when
setting certain health standards.*” These concerns notwithstanding, most economists believe
that, when used carefully and with adequate data, cost-benefit analysis can be an effective tool in
regulatory decisionmaking *"

“Cost-effectiveness analysis” seeks to determine how a given goal can be achieved at the
least cost. In contrast to cost-benefit analysis, the concern in cost-effectiveness analysis is not
with weighing the merits of the goal, but with identifying and analyzing the costs of alternatives
to reach that goal (e.g., dollars per life saved). Cost-effectiveness analysis has been referred to
as a “bang-for-the-buck” exercise in which the payoff is measured in health units rather than
dollars. It is commonly seen as a better tool than cost-benefit analysis for uncovering cases in
which large incremental costs result in minor gains. A disadvantage of this type of analysis is
that misjudgments in determining the goal or the budget may go undetected.

“Risk assessment,” in this context, is the systematic evaluation of the probability of
certain hazards occurring and their adverse effects, and can serve as the starting point for
regulatory activity and for estimates of regulatory benefits. For example, risk assessment is
often used to estimate the expected rate of illness or death in a population exposed to a
hazardous chemical. The quality of the analysis depends on the adequacy of the underlying data
and the validity of the methods and assumptions used. Advocates state that risk analysis may be

405

See, e.g., Tammy O. Tengs & John D. Graham, The Opportunity Costs of Haphazard Social
Investments in Life-Saving, in Risks, Costs, and Lives Saved: Getting Better Results from
Regulation (Oxford University Press, Robert W. Hahn, ed., 1996). For a counter argument, see
Richard W. Parker, Grading the Government, 70 U. Chi. L. Rev. 1345 (2003).

“See, e.g., Lisa Heinzerling & Frank Ackerman, Pricing the Priceless: Cost-Benefit Analysis
of Environmental Protection {Georgetown University 2002).

“"Whitman v. American Trucking Ass’ns, 531 U.S. 457 (2001).

“8See Kenneth J. Arrow, et al., Benefit-Cost Analysis in Environmental, Health, and Safety

Regulation: A Statement of Principles (The Annapolis Center 1996).
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used as an objective, scientific basis for planning, identifying management strategies to promote
risk reduction. Conversely, critics argue that risk analysis is often not entirely objective, in part
because of inadequate data regarding the health and ecological effects of most chemicals.**
Major concerns are that risk analysis may oversimplify problems, that its conclusions can be
easily manipulated, and that when used in cost-benefit analyses it may undervalue benefits,
especially when projected over time. Another concern is that risk analyses often focus on
relatively small risks to the population as a whole, rather than larger risks to smaller groups.
These concerns notwithstanding, many observers believe that risk analysis, carefully used and
supported by adequate data, can be a valuable management tool in developing and directing
regulatory programs *'*

Presidential Initiatives. Each President within the past 35 years has required some
form of regulatory analysis before rules are published in the Federal Register. For example:

o In 1971, President Nixon required agencies to develop a summary of their
proposals, a description of the alternatives that they considered, and the costs of
those alternatives.

¢ In 1974, President Ford required agencies to develop an “inflation impact
statement” for each major proposed rule.

o In 1978, President Carter required agencies to prepare a regulatory analysis that
examined the cost-effectiveness of the alternative regulatory approaches for
major rules.

Current cost-benefit analysis requirements in the rulemaking process are primarily
traceable to President Reagan’s Executive Order 12291, issued in February 1981."" Under that
executive order, covered agencies (those other than independent regulatory agencies) were
generally required to: (1) refrain from taking regulatory action “unless the potential benefits to
society for the regulation outweigh the potential costs to society,” (2) select regulatory objectives
to maximize net benefits to society, and (3) select the regulatory alternative that involved the
least net cost to society. The order also required covered agencies to prepare a “regulatory
impact analysis” for each “major” rule, which was defined as any regulation likely to result in
(among other things) an annual effect on the economy of $100 million. Those analyses were
required to contain a description of the potential benefits and costs of the rule, a description of
alternative approaches that could achieve the regulatory goal at lower cost (and why they
weren’t selected), and a determination of the net benefits of the rule.

These analytical requirements remained in place until September 1993, when President

*“*For example, EPA concluded that the full set of basic toxicity data was available for only
about 7% of approximately 3,000 high-production-volume chemicals. See Environmental Protection
Agency, Chemical Hazard Data Availabifity Study: What Do We Really Know About the Safety of
High Production Volume Chemicals? (Apr. 1998).

*For a more in-depth discussion, see Linda-Jo Schierow, The Role of Risk Analysis and Risk
Memagement in Environmental Protection, CRS Issue Brief [B94036.

MExec. Order 12,291, Federal Regulation, 46 Fed. Reg. 13,193 (Feb. 19, 1981).
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Clinton issued Executive Order 12866.> The new executive order, which is still in effect,
revoked Executive Order 12291 but established analytical requirements that are similar
(although not identical) to those it replaced. For example, regulatory principles under Executive
Order 12866 include adoption of regulations only upon a “reasoned determination that the
benefits of the intended regulation justify its costs™*" and tailoring regulations to impose the
least burden on society needed to achieve the regulatory objective. The order also requires a
cost-benefit analysis for all “economically significant” rules (essentially the same as “major”
rules under Executive Order 12291) containing an assessment of the anticipated costs and
benefits of the regulatory action and an assessment of the costs and benefits of alternatives to the
regulatory action (with an explanation of why the planned action is preferable). Like its
predecessor, Executive Order 12866 applies to cabinet departments and independent agencies,
but not to independent regulatory agencies such as the Federal Communications Commission
and the Securities and Exchange Commission.

In January 1996, OIRA published a document that described “best practices” for
preparing the economic analyses called for by the executive order *'* In essence, the best
practices document said that the analysis should: (1) clearly state the need for the proposed
action (e.g., market failure) and make clear why federal regulation (as opposed to other methods
such as state regulation or subsidies) is the appropriate solution, (2) clearly show that the agency
considered the most important alternative approaches (e.g., performance-oriented standards or
market incentives), and (3) assess the incremental costs and benefits of the proposed action
(taking into account such factors as the appropriate baseline and the use of discount rates when
benefits and costs occur at different times). The best-practices document also stated that cost-
effectiveness analysis should be used where possible to evaluate alternatives, and says that
estimating the benefits and costs of risk reducing regulations requires a risk assessment that, in
part, characterizes the probabilities of occurrence of outcomes of interest.

President George W. Bush retained the general analytical requirements in Executive
Order 12866. In September 2003, though, OMB and the Council of Economic Advisors
finalized new guidance on regulatory analysis, refining and replacing the 1996 best practices
document. Among other things, the new guidance (which has been formally issued as “OMB
Circular A-4, Regulatory Analysis™): (1) places more emphasis on cost-effectiveness analysis
as well as cost-benefit analysis, (2) requires formal probability analysis of future rulemakings
with more than a $1 billion impact on the economy, and (3) requires more systematic evaluation
of qualitative as well as quantified costs and benefits."* The new guidance took effect on
January 1, 2004, for regulatory analyses in support of proposed rules, and takes effect on January

*Exec. Order 12,866, Regulatory Planning and Review, 58 Fed. Reg. 51,735 (Oct. 4, 1993).
To view a copy of this order, see [http.//www.whitehouse.gov/omb/inforeg/eo12866.pdf].

B As previously mentioned, the standard in Executive Order 12291 was that regulatory benefits
“outweigh” costs, not just that there be a “reasoned determination” that they “justify” those costs.

“"This “best practices” document was developed by an interagency group co-chaired by the
Administrator of OIRA and a member of the Council of Economic Advisors. The document was
revised and issued as guidance in 2000. To view a copy of the best practices document, see
[http://www.whitehouse gov/omb/inforeg/riaguide html].  As noted later in this report, this
document and the 2000 guidance was later replaced by OMB Circular A-4.

*5To view a copy of OMB Circular A-4, see
[http://www.whitehouse.gov/omb/circulars/a004/a-4. pdf].
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1, 2005, for analyses in support of final rules. Industry groups have been generally supportive
of the new guidance, but public advocacy groups have expressed concerns that it may result in
less regulation protecting public health and the environment.

In addition to the broadly applicable analytical requirements in Executive Order 12866
and related guidance, a number of other Presidential actions have required analyses of
regulations for particular purposes. For example, Executive Order 13132 on “federalism”
requires agencies to prepare a “federalism summary impact statement” whenever they issue a
rule that has “significant federalism implications.”""® The order goes on to say that the
assessment is to contain “a description of the extent of the agency's prior consultation with State
and local officials, a summary of the nature of their concerns and the agency's position
supporting the need to issue the regulation, and a statement of the extent to which the concerns
of State and local officials have been met.” Other executive orders specifically require agencies
to assess the effect of their rules on children and on energy supply, distribution, or use. Most of
these orders, however, give agencies substantial discretion to determine when the analytical
requirements are triggered.

Congressional Initiatives. Congress has also required federal regulatory agencies to
analyze the effect of their rules before they are issued. Some of the requirements are potentially
applicable to a range of regulations while others are focused on particular types of rules.

Perhaps the broadest of these requirements are in title IT of the Unfunded Mandates Reform Act
(UMRA) of 1995 (2 U.S.C. §§ 1532-1538).""" Before promulgating a rule containing a mandate
that may result in the expenditure of $100 million or more by the private sector or state, local,
and tribal governments in the aggregate, UMRA requires agencies (again, other than independent
regulatory agencies) to prepare a written statement containing a “qualitative and quantitative
assessment of the anticipated costs and benefits . . . as well as the effect of the Federal mandate
on health, safety, and the natural environment.” These requirements are not triggered, though, if
the agency issues a final rule without a previous notice of proposed rulemaking. (About half of
all final rules do not have a prior proposed rule.) Also, as GAO pointed out in 1998 and 2004,
UMRA’s analytical requirements do not apply to most economically significant rules, give
agencies substantial discretion regarding their implementation, and do not require much more
than is already required in Executive Order 12866.*® As OMB reported in its most recent report
on the implementation of UMRA, federal agencies classified only six rules as “public sector

Exec. Order 13,132, Federalism, 64 Fed. Reg. 43,255 (Aug. 10, 1999).

“"Title I of UMRA contains requirements applicable to Congressional consideration of bills
containing mandates. Fora more complete discussion of UMRA, see Keith Bea & Richard S. Beth,
Unfunded Mandates Reform Act Summarized, CRS Report RS20058.

"8 S. General Accounting Office, Unfiunded Mandotes: Reform Act Has Had Little Effect on
Agencies’ Rulemaking Actions, GAO/GGD-98-30, Feb. 4, 1998; and Unfunded Mandates: Analysis
of Reform Act Coverage, GAQ-04-637, May 12, 2004.
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mandates” under the act in its first 10 years.*® In 2005, GAQ reported that parties familiar with
the act (e.g., public interest groups, businesses, state and local governments) had a range of ideas
of how the Act’s requirements could be strengthened **

Other statutory analytical requirements have been enacted with regard to particular issues
or constituencies, such as the environment or small entities. For example, the National
Environmental Policy Act (NEPA) of 1969 (42 U.S.C. §§ 4321-4347) requires all federal
agencies to include in every recommendation or report related to “major Federal actions
significantly affecting the quality of the human environment” a detailed statement on the
environmental impact of the proposed action. The environmental impact statement must
delineate the direct, indirect, and cumulative effects of the proposed action. Agencies are also
required to include in the statement: (1) any adverse environmental effects that cannot be
avoided should the proposal be implemented, (2) alternatives to the proposed action, (3) the
relationship between local short-term uses of the environment and the maintenance and
enhancement of long-term productivity, and (4) any irreversible and irretrievable commitments
of resources that would be involved if the proposed action should be implemented. The
adequacy of an agency’s environmental impact statement is subject to judicial review.

The Regulatory Flexibility Act (RFA) of 1980 (5 U.S.C. §§ 601-612) requires federal
agencies to assess the impact of their forthcoming regulations on “small entities,” which the act
defines as including small businesses, small governmental jurisdictions, and certain small not-
for-profit organizations. The RFA requires the analysis to describe, among other things, (1) the
reasons why the regulatory action is being considered; (2) the small entities to which the
proposed rule will apply and, where feasible, an estimate of their number; (3) the projected
reporting, recordkeeping, and other compliance requirements of the proposed rule; and (4) any
significant alternatives to the rule that would accomplish the statutory objectives while
minimizing the impact on small entities. The RFA’s analytical requirements are not triggered,
though, if the head of the issuing agency certifies that the proposed rule would not have a
“significant economic impact on a substantial number of small entities.” The RFA does not
define “significant economic impact” or “substantial number of small entities,” thereby giving
federal agencies substantial discretion regarding when the act’s analytical requirements are
triggered. Also, as in UMRA, the RFA’s analytical requirements do not apply to final rules for
which the agency does not publish a proposed rule, and agencies do not have to consider the
cumulative impact of their rules on agencies in making analytical determinations under the act.
Finally, the courts have interpreted the Act to require the analysis only with regard to direct
effects on small entities, not any indirect effects.” GAOQ has examined the implementation of
the RFA several times within the past ten to 15 years, and a recurring theme in GAO’s reports is
the varying interpretation of the RFA’s requirements by federal agencies.** In 2001, GAO

PU.S. Office of Management and Budget, “Tenth Annual Report to Congress on Agency
Compliance with the Unfunded Mandates Reform Act,” part IT of OMB’s 2005 Report to Congress
on the Costs and Costs and Benefits of Federal Regulations, pp. 139-180, available at
[http://www.whitehouse.gov/omb/inforeg/2005_cb/final 2005 cb_report.pdf].

.S, Government Accountability Office, Unfinded Mandaies: Views Vary About Reform
Act’s Strengths, Weaknesses, and Options for Improvement, GAO-05-454, Mar. 31, 2005.

“See Whitman v. American Trucking Ass’ns, 531 U.S. 457 (2001).

BSee, eg, US. General Accounting Office, Regulatory Flexibility Act: Agencies’
(continued...)
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testified that the promise of the RFA may never be realized until Congress or some other entity
defines what a “significant economic impact” and a “substantial number of small entities” mean
in a rulemaking setting.** Qther reviews have been more charitable, but often still conclude that
improvements to the RFA and its implementation are needed ***

In the mid-to-late 1990s, Congress considered several comprehensive regulatory reform
legislative proposals that were intended to increase or improve the use of cost-benefit analysis,
cost-effectiveness analysis, or risk assessment by federal agencies.** The bills’ particular
requirements varied substantially, but all of them would have generally required federal agencies
to analyze risks as well as costs and benefits when developing major rules. Some of the bills
would have also required a cost-effectiveness analysis, and some required specific studies of
how the rules would effect small businesses. Most of the bills would have required that benefits
justify costs or that the agency select the most cost-effective alternative. On the other hand, most
of the bills (particularly those in the 105™ and 106™ Congress) also indicated that these analytic
requirements and decision criteria would not supercede the provisions in existing law (e.g., the
Clean Air Act or the Safe Drinking Water Act) regarding whether, and if so, how agencies
should weigh costs and risks in developing regulations.*® One of the most controversial aspects
of some of these bills were provisions that would have made agencies’ cost-benefit analyses and
risk assessments subject to judicial review. If these analyses were found to be deficient, the rules
on which they were based could have been reversed.*”” Some expressed concerns that the courts
were ill-equipped to assess the quality or importance of such analyses to the underlying rules,
and also indicated that the judicial review process could prohibit the speedy adoption of health,
safety, and environmental rules. None of these comprehensive regulatory reform bills was
enacted.

Bills requiring some type of regulatory analysis continue to be introduced. For example,
in the 109™ Congress, H.R. 2840 (the “Federal Agency Protection of Privacy Act”) would, if
enacted, require agencies to prepare and make available to the public a “privacy impact analysis”

#2( ..continued)

Interpretations of Review Requirements Vary, GAO/GGD-99-55, April 2, 1999; U.S. General
Accounting Office, Regulatory Flexibility Act: Implementation in EPA Program Offices and
Proposed Lead Rule, GAO/GGD-00-193. Sept. 20, 2000.

*BU.S. General Accounting Office, Regulatory Flexibility Act: Key Terms Still Need to Be
Clarified, GAO-01-669T, April 24, 2001.

See, e.g., Keith W. Holman, The Regulatory Flexibility Act at 25: Is the Law Achieving Iis
Goal?, 33 Ford. Urb. L.J. 1119 (20006).

*BFor athorough discussion of many of these bills, see Linda-Jo Schierow, Environmental Risk
and Cost-Benefit Analysis: A Review of Proposed Legislative Mandates, 1993-1998, CRS Report
RL30031.

“%As noted previously, some statutes forbid any consideration of costs in sefting a health
standard (e.g., national ambient air quality standards under the Clean Air Act). Other statutes
establish other requirements (e.g., requiring agencies to regulate to the extent “feasible” or
“achievable”) whose effect on the use of cost-benefit analysis in decisionmaking is less clear.

*“In some cases (e.g., S. 746, the “Regulatory Improvement Act of 1999"), these bills permitted
courts toremand or invalidate a rule if an agency had failed to perform a required analysis, but could
not do so because of the perceived inadequacy of the analysis.
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describing the effect of the rule on the privacy interests of individuals. The bill specifies that the
analysis should describe the extent to which the rule provides notice of the collection of
personally identifiable information, allows access to and permits correction of that information
by those individuals, and provides security for the information. Asin UMRA and the RFA,
though, the analysis is not required if the agency issues a final rule without an associated
proposed rule. Also, the requirement only applies to a rule that “pertains to the collection,
maintenance, use, or disclosure of personally identifiable information from 10 or more
individuals.”

Implementation of Analytical Requirements. In addition to the studies mentioned
above regarding UMRA, the RFA, and other analytical requirements, a number of researchers
have examined agencies’ economic analyses of rules under Executive Order 12866 and related
guidance documents.*”* Several of the studies indicated that the agencies’ analyses are not
always consistent with the requirements in the order or the guidance. For example, in 1998 the
General Accounting Office (GAO, now the Government Accountability Office) reported that
some of the 20 economic analyses that it examined did not discuss alternatives to the proposed
regulatory action and, in many cases, it was not clear why the agencies used certain
assumptions.* Also, five of the analyses did not discuss uncertainty associated with the
agencies’ estimates of benefits or costs or document the agencies’ reasons for not doing so.
GAO has also examined the cost-benefit analyses for particular rules, and often found them
lacking in some of the same ways.*" Other studies have criticized agencies for not providing
quantitative information on net benefits in their analyses.**! Still other studies have examined
the accuracy of agencies’ regulatory cost estimates, often concluding that costs are
overestimated.® OMB reviewed the literature on ex ante cost and benefit estimates, and
concluded that federal agencies tend to overestimate both benefits and costs.**

“BSee, e.g, Richard D. Morgenstern, ed., Economic Analyses at EPA: Assessing Regulatory
Impact (Resources for the Future 1997); Robert W. Hahn, ed., Risks, Costs, and Lives Saved:
Getting Better Results from Regulation (AEI Press 1996).

1S General Accounting Office, Regulatory Reform: Agencies Could Improve Development,
Documentation, and Clarity of Regulatory Economic Analyses, GAO/RCED-98-142, May 26, 1998.

7S, Government Accountability Office, Clean Air Act: Observationson EPA’s Cost-Benefit
Analysis of Its Mercury Control Options, GA0-05-252, Feb. 28, 2005. GAO concluded that EPA
did not, among other things, consistently analyze available options or provide estimates of the costs
and benefits of each option.

#See, e.g., Robert W. Hahn & Patrick Dudley, How Well Does the Govermment Do Cost-
Benefit Analysis?, Working Paper 04-01 (Washington: AEI-Brookings Joint Center for Regulatory
Studies, Jan. 2004),

“For a summary of this literature, see Winston Harrington, Richard D. Morgenstern, & Peter
Nelson, On the Accuracy of Regulatory Cost Estimates, 19 J. of Policy Analysis and Management,
at 297-322 (2000); see also William K. Reilly, The EPA’s Cost Underruns, Wash. Post, Oct. 14,
2003, at A23 (“a review of some of the major regulatory initiatives overseen by the EPA since its
creation in 1970 reveals a pattern of consistent, often substantial overestimates of their economic
costs”).

#31.S. Office of Management and Budget, Office of Information and Regulatory Affairs,
Validating Regulatory Analysis: 2005 Report to Congress on the Costs and Benefits of Federal
(continued...)
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GAO and others have also examined agencies’ use of risk assessment in regulation. In
2001, GAO described selected agencies’ chemical risk assessment procedures, noting (among
other things) that the statutory and legal context in which the assessments are conducted and how
the agency plans to use the information play an important role in determining why certain risk
assessment approaches are used.”* For example, some statutes require regulatory decisions to be
based solely on risk, while others require standards to be based on the “best available control
technology.” In general, GAO concluded that the agencies followed the four-step risk
assessment process recommended by the National Academy of Sciences in 1983.%* The report
also indicated that assumptions are an unavoidable part of risk assessment because science
cannot always provide definitive answers to questions raised at various stages of an assessment.

In addition to studies examining the implementation of cost-benefit and risk assessment
requirements, a large body of literature has developed debating the very notion of subjecting
agencies’ rules to these analytical requirements. Those supporting the use of these analytical
methods view cost-benefit analysis as a helpful and neutral tool in regulatory decisionmaking, **¢
They point out that some type of cost-benefit balancing takes place during the rulemaking
process anyway, and that the formal analysis simply makes that balancing (with the associated
data and assumptions) more explicit, systematic, and rigorous. Furthermore, they argue that
putting as accurate a dollar value on costs and benefits as possible makes decisions regarding
whether and how to regulate easier and more rational. As one author stated, “[m]onetizing risk
and environmental benefit does not devalue these outcomes, but rather gives them real economic
value when the effects might otherwise be ignored ™’

Others, however, assert that cost-benefit analysis is inherently flawed and biased against
regulation.”™® For example, they assert that because regulatory benefits are generally more
difficult to measure in dollar terms than regulatory costs, cost-benefit analysis is not carried out
on a level playing field. Measurement of the benefits associated with health, safety, and
environmental rules often requires an assessment of risk (e.g., how many people would get sick
or die in the absence of the regulatory intervention) and a monetization of the associated benefits
(i.e., placing a dollar value on the lives saved or illnesses prevented). These steps frequently
involve significant methodological and ethical difficulties. As noted previously, data are
frequently not available to measure regulatory risks precisely, and using “willingness to pay”
models to determine the values to assign to health effects are highly controversial. Critics of

#3(..continued)

Regulations and Unfunded Mandates on State, Local, and Tribal Entities, at 41-52,
available at [http://www.whitehouse gov/omb/inforeg/2005_cb/final 2005 cb_report.pdf].

U8, General Accounting Office, Chemical Risk Assessment: Selected Federal Agencies’
Procedures, Assumptions, and Policies, GAO-01-810, Aug. 6, 2001.

*“*National Research Council, National Academy of Sciences, Risk Assessment in the Federal
Government: Managing the Process (commonly referred to as the “Red Book™) (National Academy
Press 1983).

See, e.g., Cass R. Sunstein, The Cost-Benefit State: The Future of Regulatory Protection

(Chicago: American Bar Association, 2002).

"W, Kip Viscusi, Monetizing the Benefits of Risk and Environmental Regulation, 33 Ford.
Utb. L.J. 1003 (2006).

See, e.g., Lisa Heinzerling & Frank Ackerman supra note 406.
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cost-benefit analysis also assert that regulatory cost data are often provided by regulated entities,
who have an incentive to inflate those costs in order to influence agencies not to issue the rules.
Other criticisms focus on the use of “discount rates” that reduce the value of future benefits to
current dollars, and the “distributional” effects that are not often considered in such analyses.
Finally, these critics suggest that although executive orders and statutes often indicate that non-
monetized benefits must be considered as part of the rule development process, there is a natural
tendency to discount or disregard non-monetized benefits. Therefore, a rule may be viewed as
not passing a cost-benefit test even though its non-monetized benefits are significant. Still other
critics assert that regardless of whether cost benefit analysis is neutral in concept, it is not neutral
in effect, tending to result in the promulgation of fewer and weaker rules.**

Other Accountability Requirements

In addition to these analytic requirements, both Congress and Presidents in recent years
have established a number of other requirements designed to improve the accountability of
regulatory agencies. Perhaps most prominent among these has been the establishment of
Presidential review of rules issued by covered agencies (all except independent regulatory
agencies), most notably through Executive Order 12291 in 1981, and then continued but altered
somewhat by Executive Order 12866 in 1993, As Presidential review is discussed at length
elsewhere in this Report, however, this section will not discuss its various elements. Likewise,
judicial review and Congressional review of rulemaking (e.g., the Congressional Review Act),
also highly important accountability mechanisms, are discussed in detail in other chapters of this
committee print. Finally, because legislative and executive branch initiatives in the areas of
information quality, peer review, and risk assessment are discussed in other chapters, they will
also not be discussed at length here.

Regulatory Accounting. Like taxing and spending, regulation is a basic function of
government. Unlike taxing and spending, though, the costs that nonfederal entities pay to
comply with federal regulations are not accounted for in the federal budget process. Some
researchers have estimated those off-budget costs in the hundreds of billions of dollars, and the
estimates of aggregate regulatory benefits are even higher.** Congress decided that it needed
more information on regulatory costs and benefits, so for several years it included language in
appropriations bills that required OMB to submit annual reports to Congress. Most recently,
section 624 of the Treasury and General Government Appropriations Act, 2001, 31 US.C. §
1105 note), sometimes known as the “Regulatory Right-to-Know Act,” put in place a permanent
requirement for an OMB report on regulatory costs and benefits. Specifically, it requires OMB
to prepare and submit with the budget an “accounting statement and associated report”
containing an estimate of the costs and benefits (including quantifiable and nonquantifiable
effects) of federal rules and paperwork, to the extent feasible, that assesses the costs and

“David M. Driesen, Is Cost-Benefit Analysis Neuiral?, 77 U. Col. L. Rev. 335 (2006).

*See, e.g., W. Mark Crain & Thomas D. Hopkins, The Impact of Regulatory Costs on Small
Firms (Small Business Administration 2001). The study estimated the total costs of federal
regulations at $843 billion in 2000, of which $497 billion fell on business and $346 billion fell on
consumers or governments.
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benefits: (1)in the aggregate, (2) by agency and agency program, and (3) by major rule. The
accounting statement is also required to contain an analysis of impacts of federal regulation on
state, local, and tribal governments, small businesses, wages, and economic growth *!

From 1997 through 2001, OMB provided estimates of the total costs and benefits of
federal rules, but presented those estimates with strong caveats. For example, in its 1998 report
OMB said there was not a professional consensus on how regulatory costs and benefits should be
measured, and discussed a number of methodological problems (e.g., determining what costs and
benefits would have occurred in the absence of the regulation). OMB’s estimates (particularly of
regulatory benefits) varied substantially from year to year,"” and also varied from estimates
provided by other researchers.

Since 2001, OMB has not presented cost or benefit estimates for all rules. Instead, the
office has reported information for all regulations that it reviewed within a particular time-frame:
(1) that had costs or benefits of at Ieast $100 million annually and (2) whose costs and benefits
had been monetized by either the rulemaking agency or OMB. In its 2002 report, OMB said its
decision to present data for only certain rules during a limited time-frame was driven by the
inconsistent and increasingly aged nature of many of the studies used to develop aggregate
estimates. OMB went on to say that “we do not believe that the estimates of the costs and
benefits of regulations issued over ten years ago are reliable or very useful for informing current
policy decisions.” Therefore, OMB said that it decided not to provide aggregate estimates “in
keeping with the spirit of OMB’s new information-quality guidelines™*

In its September 2003 report, OMB provided estimates of the costs and benefits of 107
regulations that it reviewed during the 10-year period from October 1992 to September 2002 **
OMB’s estimate of the cost of these rules ranged from $36 billion to $42 billion, and the
estimated benefits ranged from $146 billion to $230 billion (all in 2001 dollars). OMB said that
it recognized that this information was not a complete accounting of the costs and benefits of all
federal regulations, or even for all rules issued during the 10-year period, and said that the total
costs and benefits of all federal rules in place “could easily be a factor of ten or more larger than
the sum of the costs and benefits reported (for the 10-year period).” Nevertheless, OMB said
that estimates prepared for rules adopted prior to the 10-year period “are of questionable
relevance now.” OMB made a similar statement in its 2005 report on regulatory costs and

“IFor a discussion of these requirements and other researchers’ efforts to measure regulatory
costs and benefits, see Curtis W. Copeland, Federal Regulations: Ffforts to Estimate Total Costs
and Benefits of Rules, CRS Report RL32339.

*For example, OMB’s estimate of regulatory benefits was $298 billion in 1997 and between
$260 billion and $3.5 trillion in 1998. By 2000, OMB’s upper-end benefit estimate declined to
nearly $1.8 trillion.

8 As discussed later in this report, section 515 of the Treasury and General Government
Appropriations Act, 2001, generally known as the “Data Quality Act” or the “Information Quality
Act,” amended the Paperwork Reduction Act and directed OMB to issue government-wide
guidelines 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.” OMB issued a final version of those guidelines
in February 2002,

¥ See http://www.whitehouse gov/omb/inforeg/2003_cost-ben final rpt.pdf.
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benefits.

Regulatory Budgets. In addition to better informing Congress and the public about
the costs and benefits of regulations, some observers have suggested using regulatory accounting
information to create a “regulatory budget” to improve regulatory accountability and control *°
A regulatory budget might limit the total volume of regulatory programs, expenditures, and
compliance costs, by setting a cap on the compliance costs each agency could impose on the
economy. Therefore, an agency proposing to add additional compliance costs would be
obligated to remove a commensurate amount of existing cost. Implementing a regulatory
budget, however, can present many conceptual and empirical problems, including the scope of
regulations to be covered (almost all federal programs involve some degree of regulation, the
amount depending to some extent upon one’s definition of “regulation™); the accuracy of cost
estimates (direct and indirect, including the impact on firms, industries, and consumers beyond
compliance costs); the accuracy of benefit estimates (generally regarded as more difficult to
determine than estimating costs); and redundancy or overlap with state and local regulations.*

Legislation has been introduced that could lay the groundwork for regulatory budgeting
in the future. For example, in the 108" Congress, HR. 2432, the “Paperwork and Regulatory
Improvements Act of 2003,” would have required OMB to designate at least five agencies
(including at least EPA and the Departments of Labor and Transportation) as pilot projects in
regulatory budgeting for fiscal years 2006 and 2007. The bill provided that the budgets “shall
present, for one or more of the major regulatory programs of the agency, the varying levels of
costs and benefits to the public that would result from different budgeted amounts.” The bill
directed OMB to issue a report by February 2009 on the pilot project and “recommend whether
legislation requiring regulatory budgets should be proposed.” During testimony in July 2003 on
the bill, OMB suggested reducing the scope of the pilot projects, and clarifying that the budget
levels set by OMB were not legally binding. Similar legislation has been introduced in the 109"
Congress (H.R. 725, the “Paperwork and Regulatory Improvements Act of 20057) that would, if
enacted, require OMB to designate at least three agencies or offices to participate in a study on
regulatory budgeting for fiscal years 2006 and 2007,

Moratoria on New Regulations. Imposing a moratorium on new rulemaking is a
technique that has been used to assert control over the rulemaking process, particularly for an
incoming Presidential administration.*” For example, on January 29, 1981, shortly after taking
office, President Reagan issued a memorandum to the heads of the Cabinet departments and the
EPA Administrator directing them to take certain actions that would give the new administration
time to implement a “new regulatory oversight process,” particularly for “last-minute decisions”
made by the previous administration. Specifically, the memorandum said that agencies should,
to the extent permitted by law: (1) postpone for 60 days the effective date of all final rules that
were scheduled to take effect during that 60-day period, and (2) refrain from promulgating any
new final rules. Executive Order 12291, issued a few weeks later, contained another moratorium

*In fact, the creation of a regulatory budget was contemplated in section 6(a)(6) of Executive
Order 12291 in 1981.

5Samuel Hughes, Regulatory Budgeting, Center for the Study of American Business,
Washington University, Working Paper 160, June 1996.

*Thevolume of rulemaking typically increases at the end of a Presidential administration. See
Jay Cochran, 11, The Cinderella Constraint: Why Regulations Increase Significantly During Post-
Election Quarters (Mercatus Center Oct. 5, 2000).
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on rulemaking that supplemented, but did not supplant, the January 29, 1981, memorandum.
Section 7 of the executive order directed agencies to “suspend or postpone the effective dates of
all major rules that they have promulgated in final form as of the date of this Order, but that have
not yet become effective.” Excluded were major rules that could not be legally postponed or
suspended, and those that ought to become effective “for good cause.” Agencies were also
directed to refrain from promulgating any new final rules until a final regulatory impact analysis
had been conducted.

In January 1992, President George HW. Bush imposed a 90-day moratorium on new
regulations in response to criticisms that regulatory burden was increasing rapidly during his
administration. The President instructed agencies to identify existing regulations and programs
imposing unnecessary regulatory burdens and to develop programs to reduce or eliminate those
burdens. Regulations that were issued in response to emergency situations, had statutory or
judicial deadlines, dealt with military or foreign affairs, or were related to agency administrative
matters were exempted from the moratorium. The moratorium was later extended, and remained
in force until the end of the Bush Administration.

On January 22, 1993, the Director of OMB for the incoming Clinton Administration sent
a memorandum to the heads and acting heads of Cabinet departments and independent agencies
requesting them to: (1) not send proposed or final rules to the Office of the Federal Register for
publication until they have been approved by an agency head appointed by President Clinton and
confirmed by the Senate, and (2) withdraw from the Office of the Federal Register all regulations
that had not been published in the Federal Register and that could be withdrawn under existing
procedures. The requirements did not apply, however, to any rules that had to be issued
immediately because of a statutory or judicial deadline. The OMB Director said these actions
were needed because it was “important that President Clinton’s appointees have an opportunity
to review and approve new regulations.”

Most recently, on January 20, 2001, Andrew H. Card, Jr., Assistant to President George
W. Bush and Chief of Staft, sent a memorandum (often referred to as the “Card memo”) to the
heads and acting heads of all executive departments and agencies generally directing them to:
(1) not send proposed or final rules to the Office of the Federal Register, (2) withdraw from the
Office rules that had not yet been published in the Federal Register, and (3) postpone for 60 days
the effective date of rules that had been published but had not yet taken effect.* The Card
memo instructed agencies to exclude any rules promulgated pursuant to statutory or judicial
deadlines, and to notify the OMB Director of any rules that should be excluded because they
“impact critical health and safety functions of the agency.” The memo indicated that these
actions were needed to “ensure that the President’s appointees have the opportunity to review
any new or pending regulations.”

In February 2002, GAO reported on the delay of effective dates of final rules subject to
the Card memo.** GAO indicated that 371 final rules were subject to the Card memo, and
federal agencies delayed the effective dates of at least 90 of them. As of the one-year
anniversary of the Card memo, most of the 90 rules had taken effect, but one had been
withdrawn and not replaced by a new rule, three had been withdrawn and replaced by new rules,

.S, White House Office, Regulatory Review Plan, 66 Fed. Reg. 7702 (Jan. 24, 2001).

*U.S. General Accounting Office, Regulaiory Review : Delay of Effective Dates of Final Rules
Subject to the Administration’s Jan. 20, 2001, Memorandum, GAO-02-370R, Feb. 15, 2002.
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and nine others had been altered (e.g., different implementation date or reporting requirement).
The agencies generally did not permit the public to comment on the delays or changes.

All of these Presidential moratoria on rulemaking have generally exempted regulations
issued by independent regulatory boards and commissions, as well as regulations issued in
response to emergency situations or statutory or judicial deadlines. Critics claim that moratoria
disrupt the regulatory process and delay the implementation of important regulations. They have
also raised concerns about changes in the effective dates of published rules without permitting
public comment.* In fact, some of the delays and changes initiated by these Presidential
moratoria were later overturned by the courts.*' Supporters, on the other hand, assert that
moratoriums help to block undesirable regulations and enable the new administration and federal
agencies to revise or eliminate less desirable regulations.

Reviews of Existing Regulations. Each year, federal agencies issue more than
4,000 final rules, which are then codified in the Code of Federal Regulations (CFR). Although
most of the attention of regulatory reformers has been focused on new rules, reexamination of
the large body of existing rules can reveal that they are no longer needed, or that improvements
in the regulatory approach can make the program more effective or less burdensome. Reviews
of existing regulations were recommended by ACUS,* and have been initiated by both recent
Presidents and the Congress.

Presidential Initiatives. Most recent Presidents have directed agencies to reconsider
their existing regulations. For example, in 1979, President Carter issued Executive Order 12044,
which required agencies to review their existing rules “periodically.”** One of the missions of
President Reagan’s task force on regulatory relief was to identify existing regulations and
recommend changes. During the previously-mentioned moratorium on new rules during the
administration of President George H.W. Bush, agencies were instructed “to evaluate existing
regulations and programs and to identify and accelerate action on initiatives that will eliminate
any unnecessary regulatory burden or otherwise promote economic growth.”

Section 5 of Executive Order 12866, issued in September 1993, required agencies to
submit to OIRA a plan for periodically reviewing their existing significant regulations to
determine whether any should be modified or eliminated. According to the executive order, the
purpose of the review was to make the agencies’ regulatory programs more effective, less
burdensome, or better aligned with the President’s priorities and the principles specified in the
order. In its report on the first year’s implementation of the executive order, OIRA said this
review of existing rules was intended to be “a fundamental reengineering of entire regulatory
systems,” not just “tinkering with regulatory provisions to consolidate or update provisions.”

450

See, e.g., William M. Jack, Taking Care That Presidential Oversight of the Regulatory
Process is Faithfully Ixecuted: A Review of Rule Withdrawals and Rule Suspensions Under the
Bush Administration’s Card Memorandum, 54 Admin. L. Rev. 1479 (2002).

“1See, e.g., Natural Resources Defense Council v. Abraham, 355 F.3d 179 (2d Cir. 2004).

SACUS cautioned that such reviews should not be “one-size-fits-all,” but should be tailored
to the agencies’ individual needs. For the specific recommendations, see Jeffrey S. Lubbers, A
Guide to Federal Agency Rulemaking 399-400 (American Bar Ass’n 4™ ed. 2006).

**Exec. Order 12,044, Improving Government Regulations, 43 Fed. Reg. 12,661 (Mar. 24,
1978).
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Because of concerns that all agencies were not “taking the steps necessary to implement
regulatory reform,” President Clinton sent a memorandum to the heads of Cabinet departments
and independent agencies in March 1995 directing them to, among other things, conduct a page-
by-page review of all their regulations in force and eliminate or revise those that were outdated
or in need of reform. In June 1995, the President announced that this effort had resulted in
commitments to eliminate 16,000 pages from the CFR. GAO later reported, however, that four
agencies’ page elimination totals did not take into account the pages that they had added to the
CFR while the eliminations were taking place.*® GAO also said that about half of the actions
were likely to result in little or no reduction of regulatory burden.

The most recent OTR A-directed reviews of existing rules have involved the general
public in the review process. In May 2001, OIRA asked the public to nominate rules that it
believed should be modified or rescinded.** In response, OIRA received 71 nominations from
33 commentators, and decided that 23 of the rules nominated merited “high priority review.” In
March 2002, OIRA again solicited public comments on regulations in need of reform, and in
response received more than 300 suggestions from about 1,700 commentators, some of which
suggested making rules more stringent or developing new rules. This time, OIRA forwarded the
suggestions to the relevant federal agencies for review and prioritization. In February 2004,
OIRA requested public nomination of promising regulatory reforms relevant to the
manufacturing sector. Specifically, OIRA requested that commenters suggest reforms to
regulations, guidance documents, or paperwork requirements that would “improve
manufacturing regulation by reducing unnecessary costs, increasing effectiveness, enhancing
competitiveness, reducing uncertainty and increasing flexibility.”

Congressional Initiatives. Congress has also directed agencies to review the effects
of their existing regulations. Some of these Congressionally-initiated review requirements focus
on rules issued under specific statutes. For example, section 812 of the 1990 amendments to the
Clean Air Act required EPA to provide information about the economic costs and benefits and
the health, welfare, and environmental impacts of the Clean Air Act**® The 1990 amendments
also directed an interagency group to report every four years, beginning in 1996, on the costs,
benefits, and effectiveness of the acid rain program.

Other Congressionally-directed regulatory reviews are more crosscutting, although still
focused on particular types of rules. Section 610 of the Regulatory Flexibility Act (RFA)
requires each federal agency to develop a plan for the review of its existing rules that have or
will have a “significant economic impact on a substantial number of small entities.” The
purpose of this “look-back” review is to determine whether the rules should be continued
without change or should be amended or rescinded to minimize their impact on small entities.
GAO reported in 1999, however, that few of these reviews were being conducted, and that

**U.S. General Accounting Office, Regulatory Reform: Agencies’ Efforts to Eliminate and
Revise Rules Yield Mixed Results, GAO/GGD-98-3, Oct. 2, 1997.

*S0IRA said it requested the nominations in response to a requirement in section 628(a)(3) of
the fiscal year 2000 Treasury and General Government Appropriations Act that required OMB to
submit “recommendations for reform” with its report on the costs and benefits of federal regulations.

®For a discussion of reviews of EPA rules, see U.S. General Accounting Office,
Iinvironmental Protection: Assessing the Impacts of I'PA’s Regulations Through Retrospective
Studies, GAO/RCED-99-250, Sept. 14, 1999.
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regulatory agencies differed in how they interpreted this requirement,*” For example, it was not
clear whether agencies are supposed to review rules that currently Aave an impact on small
entities, or those that sad that impact at the time the rules were issued. Another reason why so
few section 610 reviews have been conducted is the discretion agencies have under the RFA in
deciding whether their rules have a “significant” economic impact on a “substantial” number of
small entities. If an agency certifies that a rule did not (or currently does not) have that impact, it
does not have to conduct a section 610 review *®

Several of the comprehensive regulatory reform bills that Congress considered (but did
not enact) during the mid-to-late 1990s would have required agencies to review virtually all of
their existing rules, not just those issued under certain statutes or that affected small entities. For
example, the “Regulatory Sunset and Review Act of 1995" (H.R. 994) would have required
agencies to review each existing significant rule (and other rules upon request by affected parties
or Congressional committees) within four to seven years after the bill’s enactment and then to
either issue a report continuing the rule or take action to modify, consolidate, or terminate it.
Later, the “Regulatory Improvement Act of 1997" (S. 981) would have required agencies to
review existing rules identified by an advisory committee representing a balanced cross section
of public and private interests. The agencies would have then had to decide whether to retain,
amend, or repeal the rules it reviewed.

Paperwork Reduction Initiatives. Other regulatory reform initiatives have focused
specifically on controlling the paperwork that often accompanies regulations. Many information
collections, recordkeeping requirements, and third-party disclosures are contained in, or are
authorized by, regulations as monitoring or enforcement tools. In fact, these paperwork
requirements are the essence of many agencies’ regulatory provisions.” A large amount of
federal paperwork is necessary, and is how many agencies carry out their missions. For
example, IRS needs to collect information from taxpayers and their employers to know the
correct amount of taxes owed. EPA uses information requirements to ensure compliance with its
regulations, to evaluate the effectiveness of its programs, and for other purposes. Nevertheless,
federal agencies are expected to minimize the paperwork burden that they impose.

Paperwork Reduction Act. The most notable of the various reform initiatives to
control federal paperwork is the Paperwork Reduction Act (PRA) (44 U.S.C. §§ 3501-3520),
which was originally enacted in 1980 but was subsequently amended in 1986 and again in 1995.
The original PRA replaced the ineffective Federal Reports Act of 1942, and established OIRA
within OMB to provide central agency leadership and oversight of government-wide efforts to
reduce unnecessary paperwork and improve the management of information resources.

**1U.S. General Accounting Office, Regulatory Flexibility Act: Agencies’ Interpretations of
Review Requirements Vary, GAO/GGD-99-55, April 2, 1999.

“*For a discussion of this issue, see Michael R. See, Willful Blindness: Federal Agencies’
Failure to Comply with the Regulatory Flexibility Act’s Periodic Review Requirement — and
Current Proposals to Invigorate the Act, 33 Ford. Urb, L.J. 1199 (2006).

*For example, EPA’s Toxics Release Inventory (TRI) program is essentially a database
created through collections of information imposed on businesses in order to inform the public about
chemical hazards in their communities. TRIreports require businesses in certain industries to report
the quantity of any of more than 600 chemicals entering each environmental medium on site,
transfers of the chemical in wastes to off-site locations, on-site treatment methods and efficiency,
and source reduction and recycling activities.
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Currently, the Act requires OIRA to maintain a government-wide strategic information resources
management plan. Such a plan could help ensure that federal paperwork is the minimum
necessary and is well integrated into agencies” missions and objectives.*™ GAOQ reported in
February 2002, though, that OMB had not fully developed and implemented an information
resources management plan that articulated a comprehensive federal vision for all aspects of
government information.*!

The PRA also requires agencies to receive OIRA approval (signified by an OMB control
number) for each information collection request before it is implemented. Under the PRA’s
“public protection” provision, no one can be penalized for failing to comply with a collection of
information subject to the Act if it has not been approved by OIRA within the previous three
years. Each year, however, OIRA reports that agencies impose hundreds of paperwork
requirements without OIRA approval (although the number of such PRA violations have
declined in recent years).** QIRA can disapprove any collection of information (and generally
stop any associated regulation) if it believes the collection is inconsistent with the requirements
of the PRA *®

The 1995 amendments to the PRA required OTRA to set a goal of at least a 10%
reduction in the government-wide burden-hour estimate for each of fiscal years 1996 and 1997, a
5% goal for each of the next four fiscal years, and annual agency goals that reduce burden to the
“maximum practicable opportunity.” Therefore, if these goals had been met, the amount of
federal paperwork would have fallen by 35%—from about 7 billion burden hours at the end of
fiscal year 1995 to about 4.6 billion hours at the end of fiscal year 2001. This anticipated
reduction did not occur, though. In fact, by the end of fiscal year 2002, the government-wide
paperwork estimate stood at more than 8.2 billion hours—a 17% increase since the PRA
amendments took effect at the end of fiscal year 1995. The agencies often contend that they
cannot reduce their paperwork requirements without changes in their authorizing statutes, many
of which require the collection of certain types of information.

Other Paperwork Initiatives. In addition to the PRA, Congress has enacted other
statutes in an attempt to reduce or at least control federal paperwork burden. For example, in
June 2002, Congress enacted, and the President signed, the Small Business Paperwork Relief Act
of 2002 (Pub. L. No. 107-198). The Act amended the PRA to, among other things, require each
agency to establish a single point of contact to act as a liaison for small business concerns with
regard to information collection and paperwork issues.** 1t also directed agencies to make a

“"Harold Relyea, Paperwork Reduction Act Reauthorization and Government Information
Management Issues, CRS Report RL30590; Ronald C. Moe, General Management Laws: A
Selective Compendium 107" Congress, CRS Report RL30795.

“!U.S. General Accounting Office, Information Resources Management: Comprehensive
Strategic Plan Needed to Address Mounting Challenges, GAO-02-292, Feb. 22, 2002,

*“Fora summary of this trend, see U.S. General Accounting Office, Paperwork Reduction Act:
Record Increase in Agencies’ Burden Estimates, GAO-03-691T, April 11, 2003.

“Independent regulatory agencies can, by majority vote, void any OIRA disapproval of a
proposed collection of information. Also, OIRA disapproval does not overrule a specific statutory
requirement that certain information be collected.

*OMB posted compliance assistance resources and points of contact on its Web site at
(continued...)
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special effort to reduce information collection burdens for small businesses with fewer than 25
employees, and established a task force to study the feasibility of streamlining information
collection requirements on small businesses. The task force delivered its first report in June
2003, and its final report is due in June 2004.

Statutory reforms have been introduced in each Congress in an attempt to address
paperwork requirements in particular areas. For example, in the 108® Congress, HR. 464, the
“IDEA Paperwork Reduction Act of 2003,” was intended to “provide relief to teachers,
administrators, and related service providers from excessive paperwork burden”required under
the Individuals with Disabilities Act. Other bills have focused on such issues as the suspension
of fines under certain circumstances for first-time paperwork violations for small businesses.

Initiatives Focusing on Small Entities. A number of regulatory reforms
implemented in recent decades have attempted to get agencies to recognize the effect that their
rules can have on small businesses and other small entities. Advocates of these initiatives note
the important role that small entities play in the economy (e.g., about 50% of the gross domestic
product) and point to research indicating that small entities are disproportionately affected by
federal regulations.*® Others indicate, however, that special regulatory treatment of small
entities is “both unjustified and socially destructive.™’

Although there have been some Presidential initiatives in this area,*® most of the
significant rulemaking requirements affecting small entities have been imposed by Congress. As
noted previously, the RFA requires agencies to examine the effects of their rules on small
entities and, if the agency concluded the rule had a “significant economic effect on a substantial
number of small entities,” to conduct a regulatory flexibility analysis. The Act gives regulatory
agencies substantial discretion to decide when these analytical requirements are triggered. Other
previously mentioned reforms focusing on small entities include the “look back” requirement in
section 610 of the RFA and the requirements in the Small Business Paperwork Relief Act (e.g., a
single point of contact for small businesses regarding paperwork).

A number of statutory reforms directed at small entities’ concerns were included in the
Small Business Regulatory Enforcement Fairness Act of 1996 (SBREFA). Perhaps most
notably, SBREFA amended the RFA and permitted judicial review of agencies’ compliance with
initial and final regulatory flexibility analysis requirements, their use of the “no significant
impact” exclusion, and compliance with the “look back” requirement in section 610. (The

464 _continued)
[http://www.whitehouse.gov/omb/inforeg/infocoll html#sbpra).

“STo view a copy of this report, see [http://www.whitehouse gov/omb/inforeg/sbpr2003. pdf].

.S, Small Business Administration, Office of the Chief Counsel for Advocacy, The
Changing Burden of Regulation, Paperwork, and Tax Compliance on Small Business: A Report to
Congress (U.S. Government Printing Office 1995).

“TRichard ). Pierce, 1., Small Is Not Beautiful: The Case Against Special Regulatory Treatment
of Small Firms, 50 Admin. L. Rev. 537 (1998).

“SFor example, Exec. Order 13,272, Proper Consideration of Small Entities in Agency
Rulemaking, 67 Fed. Reg. 53,461 (Aug. 16, 2002), among other things, required agencies to issue
written procedures and policies to ensure that the potential impacts of draft rules on small entities
are properly considered during rulemaking.
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original RFA prohibited judicial review.) As discussed below, other SBREFA provisions
included requirements that agencies develop compliance guides for small entities, provide small
entities with penalty relief, permit more equal access to justice, and ensure that small entities’
interests are represented on boards and panels involved in the rulemaking process.

Compliance Guides and Other Guidance. Section 212 of SBREFA requires
agencies to publish one or more compliance guides for each rule or group of related rules for
which the agency is required to prepare a final regulatory flexibility analysis under the RFA.
Because this provision in SBREFA was built on the RFA, all of the discretion inherent in the
RFA regarding whether to do an analysis also applies to whether compliance guides must be
developed. For example, if the agency concludes that the final rule would not, in its opinion,
have a “significant” impact on a “substantial” number of small entities, the agency is not
required to prepare a compliance guide. When they are prepared, section 212 requires the guides
to be published, to be designated as “small entity compliance guides,” and to explain the actions
a small entity is required to take to comply with the associated final rule. In other areas, though,
section 212 gives agencies broad discretion. For example, the statute says agencies “may”
prepare separate guides covering groups or classes of similarly affected small entities, and “may”
cooperate with associations of small entities to develop and distribute the guides. Agencies are
given “sole discretion” in the use of plain language in the guides, and the statute does not
indicate when the guides must be developed or how they must be published. Therefore, under
section 212, an agency could develop a compliance guide years after a final rule is published
with no input from small entities. In 2001, GAO reviewed agencies” implementation of section
212 and concluded that the requirement did not appear to have had much of an impact on
agencies’ rulemaking actions.*®

Section 213 of SBREFA requires federal agencies regulating the activities of small
entities to establish a program for responding to inquiries concerning compliance with applicable
statutes and regulations. The section also says that in any civil or administrative action against a
small entity, such guidance “may be considered as evidence of the reasonableness or
appropriateness of any proposed fines, penalties or damages sought against such small entity.”

Penalty Relief. By the mid-1990s, concerns were being expressed about the impact
that civil penalties can have on small businesses and other small entities, particularly for
infractions that may be relatively minor in nature. In April 1995, President Clinton issued a
memorandum directing the heads of 27 departments and agencies to modify the penalties for
small businesses “to the extent permitted by law.*” For example, the memorandum said
agencies “shall exercise their enforcement discretion to waive the imposition of all or a portion
of a penalty when the violation is corrected within a time period appropriate to the violation in
question.” The memorandum also directed each agency to submit a plan to the Director of OMB
describing the actions the agency would take, and said the plans should identify how notification
of the agencies’ policies would be given to frontline workers and small businesses.

Similar requirements were included in SBREFA, which was enacted less than a year later
in March 1996. Section 223 of SBREFA, entitled “Rights of Small Entities in Enforcement

¥ S. General Accounting Office, Regulaiory Reform: Compliance Guide Requirement Has
Had Little Effect on Agency Practices, GAO-02-172, Dec. 28, 2001.

.S, President (Clinton), Regulatory Reform-Waiver of Penalties and Reduction of Reports,
Memorandum of April 21, 1995, Code of Federal Regulations, vol. 3 (1996), pp. 474-475.
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Actions,” requires agencies to provide small entities with some form of relief from civil
monetary penalties. Specifically, the statute requires federal agencies regulating the activities of
small entities to establish a policy or program by the end of March 1997 for the reduction and,
under appropriate circumstances, the waiver of civil penalties on small entities. It also required
agencies to submit a one-time report to four Congressional committees by the end of March 1998
on the scope of their programs or policies and the implementation of their penalty reduction
efforts. Section 223 also gave federal agencies substantial discretion in how these requirements
were to be carried out. In 2001 GAOQ examined the implementation of section 223 and
determined that the agencies were using that discretion extensively.””! For example, some of the
agencies’ policies covered only certain civil penalty enforcement actions, and some of the
policies gave small entities no more penalty relief than large entities. The agencies also varied in
how key terms were defined and in their conditions and exclusions. GAQ made several
recommendations to strengthen penalty relief and improve Congressional oversight.

Ombudsman and Fairness Boards. Section 222 of SBREFA amended the Small
Business Act (15 U.S.C. §§ 631 et seq.) to require the SBA Administrator to designate a “Small
Business and Agriculture Regulatory Enforcement Ombudsman,” who was directed to work with
each agency to ensure that small business concerns have an opportunity to comment on agencies’
enforcement actions. The ombudsman was directed to annually evaluate and report on each
agency’s enforcement activities, including a rating of the “responsiveness to small business” of
each agency’s regional and program offices. Section 222 also required the Administrator to
establish a “Small Business Regulatory Fairness Board” in each SBA regional office to report to
and advise the ombudsman on “excessive enforcement actions of agencies against small business
cotcerns.

Equal Access to Justice Act Amendments. The Equal Access to Justice Act (28
US.C. §2412 and 5 U.S.C. § 504) was originally enacted in 1980 to allow certain parties to
recover attorney’s fees from the government in civil actions and administrative adjudication.
Subtitle C (sections 231 and 232) of SBREFA amended this Act in three ways: (1) raising the
hourly cap on attorneys fees to $125 per hour, (2) generally permitting eligible parties to claim
fees and other expenses related to defending against demands “substantially in excess of the
judgment finally obtained” (not just if they prevailed in the case) and, (3) in these “excessive
demand” cases, expanding the definition of an eligible party to include small entities as defined
in the RFA

Advocacy Review Panels. Section 244 of SBREFA put in place special
requirements for proposed rules issued by EPA and OSHA. EPA and OSHA are required to
convene “advocacy review panels” before publishing a regulatory flexibility analysis for a
proposed rule. Specifically, the agency issuing the regulation (OSHA or EPA) must notify the
SBA Chief Counsel for Advocacy and provide information on the draft rule’s potential impacts
on small entities and the type of small entities that might be affected. The Chief Counsel then
must identify representatives of affected small entities within 15 days of the notification. The
review panel must consist of full-time federal employees from the rulemaking agency, OMB,
and SBA’s Chief Counsel for Advocacy. During the panel process, the panel must collect the

U S. General Accounting Office, Regulaiory Reform: Implemeniation of Selected Agencies’
Civil Penalty Relief Policies for Small Entities, GAO-01-280, Feb. 20, 2001.

See SBA Office of Advocacy, The Equal Access io Justice Act and Small Business —
Analysis and Critique, Aug. 10, 2001.
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advice and recommendations of representatives of affected small entities about the potential
impact of the draft rule. The panel must report on the comments received and on the panel’s
recommendations no later than 60 days after the panel is convened, and the panel’s report must
be made public as part of the rulemaking record. An agency may or may not adopt the panel’s
recommendations. GAQO examined the initial implementation of these requirements and reported
that the participants generally agreed that the panels were worthwhile, but suggested several
changes to make them work better*

Concluding Observations

Most of the regulatory reform efforts enacted in the past 25 years have been introduced
with great fanfare and even greater expectations. And in a few cases, the reforms appear to have
achieved at least some of those expectations (e.g., the above-mentioned requirement that EPA
and OSHA convene small entity advocacy review panels before developing proposed rules). Tt
appears, however, that most of the regulatory reform initiatives implemented in the past 25 years
or so have been less effective than their authors had initially hoped. Some have been less
charitably described as failures.

Agency Discretion. One reason why some previous regulatory reform efforts have not
been more effective appears related to the amount of discretion that agencies have been given in
their implementation. Tn some cases, that discretion is directly provided to the agencies through
statutory language (e.g., agencies “may” take certain actions, or are required to conduct an
analysis “when feasible”). In other cases, the discretion is provided when the reform
requirements are not clear, or when definitions of key terms are not provided. It is important to
recognize that some measure of agency discretion in implementing the reforms is inevitable and
necessary. But if that discretion results in ineffective analytical or accountability requirements,
improvements in effectiveness may require some reductions in discretion.

One of the best known examples of a reform effort that gives agencies a great deal of
discretion is the RFA, which allows agencies to define key terms such as “significant economic
impact on a substantial number of small entities,” thereby avoiding the act’s requirements. For
example, in 1999, the EPA issued a proposed rule that would have lowered the threshold for
reporting the use of lead under the Toxic Release Inventory (TRI) program from 25,000 pounds
to 10 pounds.*™ As a result, any business with ten or more employees that used more than ten
pounds of lead per year in its manufacturing process would have to fill out a TRI report. By
EPA’s own estimates, the TRI report took more than 100 hours to fill out the first time, and
lowering the reporting threshold would have swept in more than 5,000 small businesses, costing
each of them about $7,500 the first year and more than $5,000 each subsequent year.
Nevertheless, EPA certified that this rule would not have a “significant economic impact on a
substantial number of small entities,” so it did not trigger the requirements of the RFA. GAO
concluded in its 2000 report that EPA’s policies — while setting a “high threshold” — were

BU S. General Accounting Office, Regulatory Reform: Implementation of the Small Business
Advocacy Review Panel Requirements, GAO/GGD-98-36, Mar. 18, 1996.

“"Environmental Protection Agency, Lead and Lead Compounds, 64 Fed. Reg. 42,222 (Aug.
3, 1999).
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within the discretion that the RFA allows.*”” GAO also determined that since 1996, EPA had
certified 96% of its rules as not having a significant impact on small entities. During this same
period, the office of pesticides and the office of solid waste within EPA had certified /00% of
their rules.

The compliance guide requirement in section 212 of SBREFA also gives agencies
substantial discretion. For example, the statute says agencies “may” prepare separate guides
covering groups or classes of similarly affected small entities, and “may” cooperate with
associations of small entities to develop and distribute the guides. Agencies are given “sole
discretion” in the use of plain language in the guides, and the statute does not indicate when the
guides must be developed or how they must be published. As a result, it would be possible for
an agency to develop a hard fo understand compliance guide years after a final rule is published
with no input from small entities, and still be considered in compliance with the act. Likewise,
under section 223 of SBREFA, an agency could have a small entity penalty relief policy that
covered only some of its enforcement actions, and even where covered, give small entities no
more penalty relief than large entities.

The Unfunded Mandates Reform Act (UMRA) also gives agencies a great deal of
discretion in its implementation. For example, section 202 of UMRA requires agencies to
prepare “written statements” containing, among other things, estimates of future compliance
costs and any disproportionate budgetary effects “if and to the extent that the agency in its sole
discretion determines that accurate estimates are reasonably feasible and that such effect is
relevant and material.” The statute gives agencies the same discretion regarding estimates of the
effects of their rules on the national economy. Therefore, an agency can omit these estimates if,
in its sole discretion, it considers them inaccurate, unfeasible, irrelevant, or immaterial.
Likewise, section 203 requires agencies to develop plans to involve small governments in the
development of regulatory proposals that have a “significant or unique” effect on those entities.
Therefore, an agency that concludes that a rule’s effect on small governments will not be
“significant” or “unique” can avoid this requirement. None of the agencies that GAO reviewed

in its 1998 report on UMRA had developed small government plans pursuant to section 203 .1

Agency discretion is present in most federal rulemaking requirements — even the most
longstanding and revered of those requirements. For example, the APA, which established the
basic “notice and comment” rulemaking process, allows agencies to issue final rules without a
NPRM if the agencies can demonstrate “good cause” — i.e., that allowing the public to comment
is “impracticable, unnecessary, or not in the public interest.” And use of the good cause
exception makes sense in certain circumstances, such as when new flight restrictions were
needed quickly in the wake of the September 11, 2001, terrorist attacks. There is also some
evidence, however, to suggest that agencies may be overusing this “good cause” exception. For
example, in 1998, GAO reported that about half of the more than 4,600 final rules issued in 1997

5 U.S. General Accounting Office, Regulatory Flexibility Act: Implementation in EPA
Program Offices and Proposed Lead Rule, GAO/GGD-00-193, Sept. 20, 2000

1.5, General Accounting Office, Unfimded Mandates: Reform Act Has Had Little Effect on
Agencies’ Rulemaking Actions, GAO/GGD-98-30, Feb. 4, 1998, Some agencies had such programs,
but said they were not developed because of UMRA. No subsequent reviews of agency compliance
with this provision have been conducted.
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had no NPRMs.*”7 Although many of these rules involved administrative or technical issues that
were not likely to generate comments, the agencies indicated that some of the rules without a
notice would have a $100 million impact on the economy. In some cases, it was unclear why the
agency could not have issued a proposed rule. For example, one agency indicated that its rule
would be in the public interest, and that constituted “good cause” not to allow the public to
comment on it. In other cases the agencies said issuing proposed rules was impracticable
because of statutory or other deadlines that had already passed by the time the rule was issued.

Presidents have also given agencies substantial discretion in the implementation of some
of the requirements they have placed on rulemaking agencies. For example, in 1987, President
Reagan issued Executive Order 12612 on “Federalism,” which established a set of fundamental
principles and criteria for executive departments and agencies to use when formulating and
implementing policies that have federalism implications.””® The executive order also required
federal agencies to prepare a “federalism assessment” whenever the responsible agency official
determines that a proposed policy had sufficient federalism implications to warrant the
preparation of the assessment. The assessment was required to contain certain elements (e.g.,
identifying the extent to which the policy would impose additional costs or burdens on the
states), and was to accompany any rule submitted to OMB for review under Executive Order
12866. The GAO, however, examined the implementation of Executive Order 12612 and, in
1999, concluded that it had little effect on agency rulemaking ™ Agencies prepared few
federalism assessments because they concluded that their rules would not have sufficient
“federalism implications” to merit an analysis, ever when they also said that the rules preempted
state or local law. In 1999, President Clinton issued Executive Order 13132 on “Federalism,”
which revoked Executive Order 12612, Like its predecessor, though, the new executive order
provides agencies with substantial flexibility to determine which of their actions have
“federalism implications” and, therefore, when they should prepare a “federalism summary
impact statement.”

Linking New Requirements to Old Requirements. Another reason why some
regulatory reform measures have not worked as well as some expected is that the reforms have
been related to or built on other reforms with some of the above-mentioned problems. As noted
previously, the “look back” requirement in section 610 of the RFA and the compliance guide
requirement in section 212 of SBREFA are triggered only when the rulemaking agency
determines that a rule has a “significant economic impact on a substantial number of small
entities.” Therefore, if the agency concludes that a rule would not, in its opinion, have a
“significant” impact on a “substantial” number of small entities, the agency is not required to
reexamine its rule or to prepare a compliance guide.

Even regulatory reforms that are regarded as effective can be adversely affected by their
linkage to other rulemaking requirements. For example, the EPA and OSHA small business
advocacy review panels that are required by SBREFA are only required when the agency
determines that a rule might have a “significant economic impact on a substantial number of
small entities.” Therefore, if EPA and OSHA conclude that their forthcoming proposal would

7U.8. General Accounting Office, Federal Rulemaking: Agencies Often Issued Final Actions
Without Proposed Rules, GAO/GGD-98-126, Aug. 31, 1998.

"Exec. Order 12,612, Federalism, 52 Fed. Reg. 41,685 (Oct. 30, 1987).

PU.S. General Accounting Office, Federalism: Previous Initiatives Have Litile Effect on
Agency Rulemaking, GAO/T-GGD-99-131, June 3, 1999.
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not, if implemented, have such an impact on small entities, they can avoid the panel requirement.

Narrow Scope of Requirements. Other regulatory reforms would arguably be more
effective if their scope were broader. For example, when Congress enacted the UMRA, it was
considered one of the most important efforts to constrain the imposition of new requirements on
state and local governments and businesses without new resources to implement those
requirements. And, there is some evidence to indicate that the requirements that Congress
placed on itself in title I of the Act have had that effect, at least with regard to state and local
governments. ™ Nevertheless, there is little direct evidence that the requirements placed on the
agencies in title IT of UMRA have had much, if any, effect on the rulemaking process. One
reason involves the limited number of rules that the act covers.

o First, the statute says that UMRA does not cover any rules issued by independent
regulatory agencies such as the Federal Communications Commission, the
Securities and Exchange Commission, or the Consumer Product Safety
Commission.

¢ Second, the statute says that UMRA also does not apply to any rules issued
without a previous notice of proposed rulemaking. As discussed indicated
earlier, about half of all final rules are issued without an NPRM, so UMRA does
not apply to any of those rules.

o Third, UMRA says that agencies need not prepare a written statement containing
(among other things) an estimate of benefits and costs if the rule in question
imposes an enforceable duty only as part of a voluntary program or as a
condition of federal financial assistance. A number of the programs that
agencies consider “voluntary” (e.g., the No Child Left Behind Act) are not
viewed that way by the states or other regulated entities.

o Finally, the Act says that agencies need not prepare an UMRA written statement
if the rule will not require “expenditures” of at least $100 million. As some rules
do not technically require “expenditures” (e.g., the rule may prevent the money
from ever getting into the pockets of affected parties), UMRA does not cover
them.

Not surprisingly, when GAO examined the implementation of UMRA in 1998 and 2004, it
concluded that the Act had little effect on agency rulemaking.

Although not discussed at length in this chapter, some observers have also criticized the
limited scope of the Presidential review requirements in Executive Order 12866.*" Like its

#Congressional Budget Office, 4 Review of CBO s Activities Under the Unfunded Mandates
Reform Act, testimony before the House Committee on Government Reform, March 8, 2005,
available at [http://www.cbo.gov/showdoc.cfm?index=6141&sequence=0]. CBO said that although
Congress has rarely used UMRA’s explicit enforcement mechanisms, “it has changed several pieces
of legislation before enactment to either eliminate mandates or lower costs.”

#The Center for Regulatory Effectiveness, A Blueprint for OMB Review of Independent
(continued...)
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predecessor (Executive Order 12291) and UMRA, the executive order covers only executive
departments and independent agencies; it does not cover rules issued by independent regulatory
agencies in such areas as telecommunications, energy, and trade with an estimated effect on the
economy of more than 3200 billion — roughly the same as the health, safety, and environmental
rules that OIRA does review. Advocates of extending the executive order to independent
regulatory agencies’ rules point out that OIRA already reviews their information collection
requests under the PRA, and argue that reviewing the substance of their rules would be a logical
extension of that effort. Opponents note, however, that these agencies were established to be
independent of the President, and argue that including them under the scope of the executive
order would violate that independence.

Countervailing Forces. Another reason why some accountability requirements
appear to have been unsuccessful involves countervailing forces or conflicting goals that work
against the achievement of the requirements’ objectives. For example, the 1995 amendments to
the PRA required OMB to set burden reduction goals for the next six years that would have, if
they had been met, reduced the amount of federal paperwork from about seven billion burden
hours at the end of fiscal year 1995 to about 4.6 billion hours by the end of fiscal year 2001. By
the end of fiscal year 2002, however, the government-wide paperwork burden estimate stood at
more than 8.2 billion hours. A number of factors contributed to agencies inability to achieve the
goals set in the PRA, including increases in the population of respondents and failures in the
paperwork clearance process.* One major factor, however, appears to be that, at the same time
agencies were being told to reduce paperwork, Congressional and Presidential initiatives were
either directly or indirectly requiring the agencies to collect more paperwork. Perhaps the best
illustration of this is the Internal Revenue Service (IRS), which is responsible for about 80% of
the federal paperwork requirements. In recent years, IRS officials have stated that the agency’s
paperwork requirements have increased largely because of new statutes providing new tax
breaks for individuals and businesses (e.g., the American Jobs Creation Act of 2004 and the
Working Families Tax Relief Act of 2004) and creating new levels of complexity.™ Tn order to
determine whether taxpayers are deserving of such benefits, IRS requires additional information
from them — thereby increasing the agency’s estimated paperwork burden. Therefore, OIRA
has concluded that IRS’ burden reduction actions to represent the “maximum practicable
opportunity” available to the agency, and are consistent with the burden reduction goals under
the PRA.

Although the Congressional Review Act (CRA) was initially viewed as a way for
Congress to reassert itself in the rulemaking process, checking agencies’ work to ensure
consistency with the intent of underlying statutes, its implementation has been well short of that
goal. By March 2006, 10 years after the CRA was enacted, agencies had submitted more than
42,000 rules to Congress, including 610 “major” rules, most with a $100 million impact on the
economy. Although many of even the major rules were not controversial, dozens if not hundreds

(. continued)

Agency Regulations, (Mar. 2002). Available at [http://www thecre.com/pdf/blueprint.pdf].
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U.S. Government Accountability Office, Paperwork Reduction Act: New Approach May Be
Needed to Reduce Government Burden on Public, GAO-05-424. GAO determined that certain
agencies were not carrying out all of their review responsibilities under the PRA.

See, e.g.,, Mark W. Everson, Commissioner of Internal Revenue, testimony before the House
Committee on Government Reform’s Subcommittee on Regulatory Affairs, May 25, 2005, available
at [http://reform.house.gov/UploadedFiles/IRS testimony PW2005.TaxPolicy--AMS.doc].
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of the rules submitted to Congress were publicly opposed by a number of lawmakers, and 37
resolutions of disapproval had been introduced since 1996. Nevertheless, only one rule has been
reversed under CRA procedures — the Department of Labor’s ergonomics rule in early 2001,
Many reasons have been offered for the CRA’s lack of use (e.g., the lack of expedited legislative
procedures in the House, or the lack of a neutral organization to provide Congress with
information about rules).* The primary reason, however, appears to be the balance of power
between the Congress and the President. Under the CRA, if the President vetoes a joint
resolution of disapproval regarding a rule that has been approved by officials in his
Administration, it requires a two-thirds vote in both chambers for Congress to disapprove the
rule over the President’s objection. As a result, it is very difficult for Congress to use the CRA
to disapprove a rule that the President would like to see go into effect. In fact, the only time that
the CRA has been used to disapprove a rule — the ergonomics rule — was when the presidency
changed hands, and the incoming President wanted to see the previous Administration’s rule
disapproved.

Areas for Possible Congressional Action

The above discussion suggests several possible types of Congressional action to improve
the operation of these analytical and accountability requirements — e.g., reducing agency
discretion in certain areas; removing the link between certain requirements and other, ineffective
requirements; and broadening the scope of certain requirements.

Regulatory Flexibility Act. GAO and others have said that the key to improving the
performance of the RFA is for Congress to define, or require some other entity to define, the
term “significant economic impact on a substantial number of small entities.” Doing so could
also improve the implementation of other analytical and accountability requirements built on the
RFA (e.g., the small entity compliance guide requirements that are triggered only when an
agency concludes that a rule has that level of impact).

Other suggested legislative improvements to the RFA include: (1) codification of
Executive Order 13272, which requires agencies to establish written policies on how they
measure their impacts on small entities and to notify SBA about draft rules expected to trigger
the Act’s requirements; (2) requiring federal agencies to analyze foreseeable indirect impacts and
cumulative impacts; and (3) strengthening the “look back” requirements in section 610 of the
Act.485

Cost-Benefit Analysis Requirements. With regard to cost-benefit analysis, some
have argued that Congress should reconsider current prohibitions regarding the consideration of
cost in certain statutes (e.g., the Clean Air Act).”™ Doing so, they argue, would allow agencies
like EPA to use analytic tools that could improve decisionmaking.

Other Congressional Reforms. Some have suggested that the regulatory and
analytical requirements that have been put in place during the past 60 years, but particularly in

W See, ¢.¢., Mort Rosenberg, Congressional Review of Agency Rulemaking: An Assessment
affer Nullifcation of OSHA s Lrgonomics Standard, CRS Report RL30116.

Holman, supra note 424, at 1135-1136.

Sunstein, supra note 436, at 131-136.



150

the last 25 years, should be rationalized, and put into a single statute. Doing so, they argue,
would make the rulemaking requirements more consistent, more integrated, and easier for
rulemaking agencies to follow.

Issues for Further Research

In addition to issues for Congressional consideration, the above discussion suggests
numerous areas for further research by ACUS or other researchers. Possible research questions
include the following:

o s cost-benefit analysis inherently biased in that the benefits of health and safety
rules are often difficult or impossible to monetize?

¢ Executive Order 12866 requires agencies to assess the costs and benefits of all
significant rules, and requires a full cost-benefit analysis of all “economically
significant” rules. Does OMB apply these requirements and use cost-benefit
information in a balanced way? For example, does OMB require all rules to
have a cost-benefit analysis, or are certain types of rules or rules from certain
agencies (e.g., Homeland Security rules) essentially exempt from these
requirements?

o Does OMB use cost-benefit analysis to prompt rulemaking or to increase
regulatory requirements, or only to stop or limit rulemaking?

¢ How effective have been the analytical requirements designed to protect small
businesses and other small entities (e.g., the RFA and SBREFA)? Do they give
federal agencies too much discretion in their application? Should SBA or some
other entity be required to define key terms (e.g., “significant economic impact
on a substantial number of small entities”)?

o How effective have been the regulatory requirements designed to protect
federalism (e.g., in Executive Order 13132)? Do they give federal agencies too
much discretion in their application? Should OMB or some other entity be
required to define key terms (e.g., “significant federalism implications”)?

» Should agencies be required to reexamine their rules periodically to ensure that
they are still needed or impose the least burden? (Currently, agencies are only
required to do so for rules that had/have a “significant economic impact on a
substantial number of small entities.”) Or, should Congress take on that
reexamination responsibility (perhaps as contemplated in H.R. 3356 in the 108"
Congress)? Relatedly, should agencies’ final rules include a “sunset” provision
that requires them to be reexamined and republished?

o Should the myriad of analytical and accountability requirements in various
statutes and executive orders be rationalized and codified in one place?

o To what extent have the analytical and accountability requirements contributed
to what is called the “ossification” of the rulemaking process?
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o How accurate are agencies’ pre-promulgation cost and benefit estimates?

o How much does it cost for agencies to conduct cost-benefit analyses, risk
assessments, regulatory flexibility analyses, federalism assessments, etc.?
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VI. Science and the Regulatory Process

On May 9, 2006, the Center for the Study of Rulemaking at American University hosted
an all-day conference for the CAL Subcommittee entitled “The Role of Science in Rulemaking.”
As Neil Kerwin, interim president of American University and director of the Center for the
Study of Rulemaking, said in his opening remarks, “[R]ulemaking is the transformation of
information into legal obligations and rights. That information takes many forms, but the type of
information that contributes most profoundly to a vast swath of rulemaking can be broadly
categorized as scientific.” The role of science in rulemaking has become highly controversial in
recent years, with observers from both the left and the right suggesting that “sound science” has
been given insufficient weight in the development of regulatory standards. Those on the right
assert that closer adherence to science would lessen the burden of unnecessary regulation,
thereby lowering regulatory costs. Observers from left indicate that science is often trumped by
political considerations, and as a result regulatory standards that science suggests are needed do
not get developed. As part of that debate, questions have been raised about the quality of data
that are used in developing proposed and final rules, the use of peer review panels as part of the
process to ensure quality, and the role that risk assessment can/should play in deciding what to
regulate and at what levels.

The conference’s first panel, “The Office of Management and Budget’s (OMB’s) Recent
Initiatives on Regulatory Science,” focused on: the Information Quality Act and related OMB
guidelines, OMB’s peer review bulletin, and the office’s 2006 draft bulletin on risk assessment.
Moderated by Curtis Copeland of CRS, the panel members were: Don Arbuckle, Acting
Administrator of OMB’s Office of Information and Regulatory Affairs (OIRA); Al Teich,
Director of Science and Policy Programs of the American Association for the Advancement of
Science; Bill Kovacs, Vice President for Environment, Technology and Regulatory Affairs of the
United States Chamber of Commerce; and Rena Steinzor, Professor at the University of
Maryland School of Law and Co-founder of the Center for Progressive Regulation.

The second conference panel, “Science and the Judicial Review of Rulemaking,” was
moderated by Jeffrey Lubbers of the Washington College of Law at American University. It
featured: Tom McGarity, Professor at the University of Texas School of Law; Sid Shapiro,
Professor at the Wake Forest University School of Law; Peter Strauss, Professor at the Columbia
University School of Law; and E. Donald Elliott, Partner at Willkie Farr & Gallagher, LLP.

The third panel, “Science Advisory Panels and Rulemaking,” was moderated by Morton
Rosenberg of CRS. It was comprised of Wendy Wagner, Professor at the University of Texas
School of Law; Jamie Conrad, Assistant General Counsel at the American Chemistry Council;
Richard Parker, Professor at the University of Connecticut School of Law; and Fred Anderson,
Partner at McKenna Long & Aldridge.

The fourth panel, “Government Agencies” Science Capabilities,” was moderated by
Laura Langbein of American University, the panel featured Richard Belzer of Regulatory
Checkbook; John Morall, Branch Chief at OIRA; Robert O’Connor, Director of Decision, Risk
and Management Sciences Program of the National Science Foundation; and Liza Hinzetling,
Professor at Georgetown University Law School.

The discussions that occurred in these panels are summarized below, along with related
information. Asthe OMB initiatives were a consistent theme in each of the panel discussions,
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the first section below provides detailed information on the IQA and OMB’s guidelines, OMB’s
peer review bulletin, and the proposed risk assessment bulletin.

OMB'’s Recent Initiatives on Regulatory Science

OMB’s Office of Information and Regulatory Affairs (OIRA) was created by the
Paperwork Reduction Act of 1980. Although OIRA is a relatively small office (currently, 55
full-time equivalents), it can have a significant- if not determinative— effect on a broad array of
federal regulations that agencies issue to enact statutes and establish specific requirements.
Under Executive Order 12866, OIRA reviews hundreds of significant proposed and final rules
from all federal agencies (other than independent regulatory agencies) before they are published
in the Federal Register. As a result of OIRA's review, many draft rules are changed before
publication, withdrawn before a review is completed, or returned to the agencies because, in
OIRA's opinion, certain aspects of the rule need to be reconsidered.

In recent years, OIRA has taken a number of actions — some unilaterally, some at the
urging of Congress — that are expected to have a major effect on rulemaking and, in particular,
regulatory science. The first such action (in 2001 and 2002) was the issuance of guidance to
federal agencies on information quality, which was required by the Information Quality Act (also
known as the Data Quality Act). The second action was related to the first, i.e, the development
and issuance in 2003 and 2004 of a bulletin on “peer review” of the information that is used to
develop regulations and other types of influential information that federal agencies disseminate
to the public. Finally, in January 2006, OMB published a draft bulletin on risk assessment for
public comment and for review by the National Academy of Sciences. Each of these actions is
introduced below, followed by a summary of the panel discussion at the science and rulemaking
conference.

Information Quality Act Guidelines

In December 2000, Congress passed and the President signed the Treasury and General
Government Appropriations Act, 2001 (Pub. L. No. 106-554). Section 515 of that more than
700-page bill has subsequently been referred to as the “Data Quality Act” or the “Information
Quality Act” (IQA) (codified at 44 U.S.C. §§ 3504(d)(1) and 3516). Although little noticed at
the time, the IQA has subsequently been the subject of intense debate and controversy. The act
required the Office of Management and Budget (OMB) to issue guidance to federal agencies
designed to ensure the “quality, objectivity, utility, and integrity” of information disseminated to
the public. It also required agencies to issue their own information quality guidelines, and to
establish administrative mechanisms that allow affected persons to seek correction of
information maintained and disseminated by the agencies that does not comply with the OMB
guidance.

The IQA amended the Paperwork Reduction Act of 1995 (PRA) (44 U.S.C. Chapter 35),
which already required OMB to develop and oversee the implementation of policies, principles,
standards, and guidelines to apply to federal agency dissemination of public information. The
PRA also required agencies to manage their information resources “to improve the integrity,
quality, and utility of information to all users within and outside the agency.”™" Also already in
place were a variety of nonstatutory requirements related to information dissemination (e.g.,

#144 U.S.C. § 3506(b)(1)(C) (2000).
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OMB Circular A-130 on “Management of Federal Information Resources”). Therefore, the IQA
can be seen as an extension of these previous statutory and nonstatutory requirements.

Representative Jo Ann Emerson is generally regarded as the primary sponsor of the
IQA.** The act, in its entirety, reads as follows:

(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
quality, 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.

As noted previously, these provisions were inserted as section 515 of the more than 700-
page Treasury and General Government Appropriations Act, 2001. There were no hearings or
debates specifically on these provisions and no committee reports were filed. OMB had
previously been urged by individual Members or committees to develop similar guidance on
several previous occasions, but OMB had rejected those requests. ™

Supporters of the IQA, many of whom represent businesses and other regulated parties,
considered it an extremely important tool to oversee the work of rulemaking agencies. In fact,

#8Some press reports attribute the IQA to Jim Tozzi, a former OMB official, who is currently
head of the Center for Regulatory Effectiveness. The Center describes itself on its website as
receiving “financial support, services in kind, and work product from trade associations and private
firms,” and says its primary goals are to ensure that (1) the public has access to information used to
develop federal regulations and (2) information that federal agencies disseminate to the public is of
the highest quality. See http://www thecre.org.

WSee, e.g, the HR. Rep. No. 105-592, at 49 (1998). For an example of OMB rejection of those
requests, see the letter from John T. Spotilla, then- Administrator of OIRA, to the Honorable Jo Ann
Emerson, Apr. 18, 2000, available at http://thecre.com/quality/20041012 _letter htm.
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the United States Chamber of Commerce*™ said the Act was “the most significant change to the
federal rulemaking process since the Administrative Procedure Act was enacted more than 50
years ago,” and said it would have “a revolutionary impact on the regulatory process.” These
supporters contended that the IQA and the resultant OMB and agency guidelines would improve
the quality of agency science and regulation and force agencies to regulate based on the best
science available. Some of these proponents also maintained that the act would help agencies
defend their regulations against lawsuits and would reduce the number of lawsuits filed.

Critics of the IQA and the guidelines, including many environmental and public interest
groups such as OMB Watch*' and Public Citizen,*” said the law was a tool by which regulated
parties can slow and possibly stop new health, safety, and environmental standards, and that
could lead to the revision or elimination of existing standards. They contended that the Act
could have a chilling effect on agency distribution and use of scientific information. These
critics foresaw a flood of data quality challenges, correction requests, and court suits on a wide
range of scientific issues, which could tie up agency resources and significantly delay health,
safety, and environmental regulations. Critics have also noted that since “quality” is a subjective
term and some regulations are based on “best available data,” regulations could be arbitrarily
rejected under the IQA, or may never be developed at all because of concerns about running
afoul of the act.**

OMB Guidelines. In light IQA’s scant legislative history and the Act’s lack of detail,
OMB’s guidance interpreting key provisions in the Act has a major effect on its implementation.
OMB published proposed governmentwide [QA guidelines in the Federal Register on June 28,
2001 (66 Federal Register 34489), and published final guidelines (with a request for further
comments on certain points) on September 28, 2001 (66 Federal Register 49718). OMB later
republished the guidelines (after making changes pursuant to public comments) on February 22,
2002 (67 Federal Register 8452).* OMB noted that the guidelines apply to all federal agencies
that are subject to the PPA, i.e., Cabinet departments, independent regulatory agencies (e.g., the
FCC), and other independent agencies (e.g., the EPA). Agencies not subject to the PRA (and
therefore not covered by the IQA or OMB’s guidelines) are the GAQ, the Federal Election
Commission, and government-owned contractor-operated facilities (e.g., laboratories engaged in
national defense research and production activities).

The OMB guidelines describe OMB and agency responsibilities under the Act, including
agency reporting requirements. For example, the guidelines note that the [QA essentially

The Chamber of Commerce describes itself onits website as the world’s largest not-for-profit
business federation. See http://www.uschamber.org.

“OMB Watch describes itself on its website as a “nonprofit research and advocacy
organization dedicated to promoting government accountability and citizen participation in public
policy decisions.” See http://www.ombwatch.org.

#public Citizen describes itself on its website as a “national, nonprofit consumer advocacy

organization founded in 1971 to represent consumer interests in Congress, the executive branch, and
the courts.” See http://www.citizen.org.

**Foradiscussion of this issue, see Rick Weiss, “Data Qualily " Law is Nemesis of Regulation,
Wash. Post, Aug. 16, 2004, at Al.

“For a copy of the OMB guidelines, see htip://www.whitehouse.gov/omb/fedreg/
reproducible2. pdf.
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requires covered agencies to do three things: (1) issue their own guidelines by October 1, 2002,
(2) establish administrative mechanisms allowing affected persons to seek correction of
information that they believe does not comply with these guidelines, and (3) report periodically
to OMB on the number and nature of the complaints that the agencies received. The guidelines
also require the agencies to designate the Chief Information Officer or some other official to be
responsible for agency compliance, and required them to develop agency-specific guidelines and
administrative correction mechanisms. OMB said the agencies must permit the public to
comment on their guidelines and correction mechanisms, and then must submit them to OMB for
review before publishing them in final form. OMB also said the report on the number and nature
of complaints received should be done on a fiscal year basis, with the first such report due to
OMB on January 1, 2004.

The OMB guidelines also define a number of key terms that are undefined in the IQA, and
those definitions have had a significant effect on how the act is implemented. OMB said
“quality” encompasses elements of utility, objectivity, and integrity. The definitions of some of
these and other terms are relatively straightforward and noncontroversial, but others have proven
to be much more controversial because they establish the scope and applicability of the
guidelines.

Information. OMB established the broad scope of the Act by defining “information” in
the guidelines as “any communication or representation of knowledge such as facts or data, in
any medium or form.” OMB went on to say that the definition includes information that the
agency disseminates through its website, but does not include hyperlinks to information that
other organizations disseminate.

Dissemination. The IQA only applies to information that is “disseminated” by federal
agencies, so the definition of that word also has a major effect on the Act’s scope of coverage.
The OMB guidelines define “dissemination” as “agency initiated or sponsored distribution of
information to the public.” The guidelines make it clear that an agency can initiate the
distribution of information either directly or indirectly (e.g., information prepared by an outside
party and disseminated by an agency “in a manner that reasonably suggests that the agency
agrees with the information”). OMB said an agency has “sponsored” an information
dissemination if it directs a third party to distribute information or if an agency has the authority
to review and approve it before it is distributed.

Objectivity. The OMB guidelines state that “objectivity” is a function of both presentation
(i.e., whether the information is presented in an accurate, clear, complete, and unbiased manner)
and substance (i.¢., whether the information is accurate, reliable, and unbiased). OMB indicated
that agencies can presume that data are sufficiently “objective” if they have been subject to an
independent peer review process (e.g., as used by scientific journals), but a member of the public
can rebut this presumption “based on a persuasive showing by the petitioner in a particular
instance.”

Influential Information. Additional IQA obligations apply to scientific, financial, or
statistical information that is “influential,” which the guidelines define as information that “the
agency can reasonably determine” will have or does have a “clear and substantial impact on
important public policies or important private sector decisions” when disseminated to the public.
OMB authorized the covered agencies to define “influential” in ways appropriate for them, but
indicated that the data and analytic results related to influential information should meet certain
“reproducibility” and “transparency” standards. Specifically, OMB said that agency guidelines
should “generally require sufficient transparency about data and methods that an independent
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reanalysis could be undertaken by a qualified member of the public” and would generate similar
results. Critics, however, have questioned how agencies are to know in advance of
dissemination when information will be “influential,” or what constitutes an “important public
policy.”

Risk Information. When agencies disseminate information related to the analysis of risks
to human health, safety, and the environment, the OMB guidelines require agencies to “adopt or
adapt” the “quality principles” that Congress established in the Safe Drinking Water Act
Amendments of 1996 (42 U.S.C. § 300g-1(b)(3)(A) and (B)). When basing actions under this
Act on science, the amendments require EPA to use “the best available, peer-reviewed science
and supporting studies conducted in accordance with sound and objective scientific practices”
and to use “data collected by accepted methods or best available methods.” When presenting
risk information to the public concerning safe drinking water, the amendments also require EPA
(where “practicable”) to identify a “central estimate of risk” for specific populations, upper-
bound and lower-bound estimates of risk, and “each significant uncertainty identified in the
process of the assessment.” OMB said that through these amendments, “Congress adopted a
basic quality standard for the dissemination of public information about risks of adverse health
effects.” Critics, however, have questioned whether it is appropriate for OMB’s guidelines to
export risk analysis principles established for the Safe Drinking Water Act to agency actions
under other environmental, health, and safety statutes.

Correction Mechanisms. OMB’s data quality guidelines also generally describe the
“administrative mechanisms” that agencies are required to establish to allow “affected persons to
seek and obtain correction of information maintained and disseminated by the agency that does
not comply with the guidelines.” Specifically, the guidelines state that the mechanisms should
be “flexible, appropriate to the nature and timeliness of the disseminated information, and
incorporated into agency information resources management and administrative practices.”
They go on to say that the agencies must make decisions within “appropriate time periods,” and
must “notify the affected persons of any corrections made.” Agencies also must establish an
“administrative appeal process” to review the agencies’ initial decisions, and must specify
“appropriate time limits” for the resolution of requests for reconsideration. The preamble to the
guidelines indicates that, to ensure objectivity, the office that originally disseminates the
information should not have responsibility for both the initial response and resolution of a
disagreement.

OMB’s Reports on IQA Implementation.  The [QA required agencies to report
periodically to OMB on the information quality complaints they received, but the Act did not
require that OMB report to Congress on its implementation. Subsequently, though, a reporting
requirement was established. The conference report on H.R. 2673, the Consolidated
Appropriations Act of 2004, indicated that the conferees were “concerned that agencies are not
complying fully with the requirements of the [IQA],” and directed OMB to submit a report to the
House and Senate Committees on Appropriations by June 1, 2004, on whether agencies had been
“properly responsive” to public requests for correction of information pursuant to the IQA **
The conference report also said that OMB should suggest changes to the act or to OMB’s
guidelines to “improve the accuracy and transparency of agency science.”

On April 30, 2004, OMB provided a report to Congress on the implementation of the IQA

“S“Implementation of the Federal Data Quality Act,” 149 Cong. Rec. H12699 (daily ed Nov.
25,2003).
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during fiscal year 2003. In December 2005, as part of its annual report on the costs and benefits
of federal regulations, OMB updated its 2004 report on IQA implementation.””® The report
provided information on correction requests received in 2003 and 2004, repeated many of the
observations included in the earlier report about IQA implementation, and offered several
“helptul tips for stakeholders interested in writing an effective correction request.”

OMB noted that agencies’ interpretation of what qualifies as an IQA correction request “has
not been consistent,” with some counting requests that were similar to those previously received
and that did not appear to be generated by the Act, and others not counting those requests.
Therefore, OMB cautioned readers “against drawing any conclusions about trends or year-to-
year comparisons.”*’ In its report, OMB decided to include some correction requests “despite
the fact that some arguably are not generated by the Act.” OMB revised the number of
correction requests received in fiscal year 2003 from 35 to 48, and said it considered only 37
requests to be generated by the IQA during fiscal year 2004. Therefore, OMB included a total of
85 correction requests for both years.

OMB reported that ten of these 85 requests led to the correction or partial correction of
information (many of which, OMB said, were without significant policy implications), 13 were
resolved through other processes (e.g., treated as comments on proposed rules), 17 were pending
at the end of FY2004, and 45 had been denied. Of the 45 denied requests (which OMB
characterized as “more substantive in nature”), 28 had been appealed, and 13 had been denied
again by the end of the fiscal year.

As so few substantive correction requests had been received by the agencies (85 in two
years, compared to more than three million Freedom of Information Act requests during fiscal
year 2003), OMB said it was still not prepared to make suggestions for legislative changes to the
IQA. OMB, however, pointed out that it had issued a memorandum to the President’s
Management Council requesting that agencies post all IQA correspondence on their websites by
December 1, 2004, and noted that many agencies had done so.

OMB noted that the number of substantive QA requests received had been fewer than some
had anticipated, that the correction request process had been used by virtually all sectors of
society, and that, “to our knowledge, the [Act] has not affected the pace or length of
rulemakings.”*** OMB also again noted that it had learned that “what constitutes a
‘dissemination’ is not straightforward,” and also said that most non-frivolous requests were
denied because “a reasonable scientist could interpret the available information the way the
agency had,” meaning “it is possible for neither the agency nor the requestor to be incorrect.™*”

Finally, OMB included a section in its 2005 report on the IQA that listed “tips that will
bolster the quality of correction requests and make them easier for agencies to address in a

#50ffice of Management and Budget, Office of Information and Regulatory Affairs, Validating
Regulatory Analysis: 2005 Report to Congress onthe Costs and Benefits of Federal Regulations and
Unfunded Mandates on State, Local, and Tribal Entities, Dec. 2005, at 55-77.

71 at 58.
Id. at 65.
*1d at 63.
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rigorous and timely fashion.™* For example, OMB said the public should: (1) submit
correction requests as part of the traditional comment process when the information is under
public review (e.g., when rules are out for public comment); (2) provide agencies with peer-
reviewed references to scientific sources that support their viewpaint; (3) be as specific as
possible and suggest specific changes that need to be made; and (4) request withdrawal of a
dissemination only as a last resort.

The IQA and Judicial Review. Some observers see judicial review as the crucial test of
the Act’s future effectiveness. If judicial review is permitted, agencies may find themselves
subject to potentially endless legal challenges to their regulations and other types of information
disseminations, which could make them less likely to issue similar regulations in the future. On
the other hand, the absence of judicial review may encourage agencies to pay less attention to the
1QA and make them more subject to administrative directives provided by OMB. Law journal
articles do not convey any consensus in the legal community as to whether an agency’s response
to a data quality challenge is subject to judicial review, or whether a court in reviewing a
regulation might be influenced by a data quality challenge to the underlying data. Recent
decisions by two district courts and a circuit court, however, suggest that judicial review is not
available under the Act.

In the first IQA-related case to be addressed by a court, on June 21, 2004, a district court
ruled that the Act does not permit judicial review regarding an agency’s compliance with its
provisions. ™ Tn that case involving the Missouri River, the court first noted that the IQA does
not specifically provide for a private cause of action. The court then noted that judicial review
was generally available under the APA, but not if the agency is acting within the discretion
provided by Congress. That discretion is generally considered to have been provided if the
statute at issue is written in such broad terms that “there is no law to apply.”™ In this case, the
court said that such terms as “quality,” “objectivity,” “utility,” and “integrity” are not defined in
the TQA, and the history of the legislation does not provide any indication as to the scope of
these terms. Therefore, absent any ““‘meaningful standard’ against which to evaluate the
agency’s discretion, the Court finds that Congress did not intend the IQA to provide a private
cause of action.”

On June 25, 2004 — four days after the above court decision — the Department of Justice
(DOJ) filed a brief recommending the dismissal of a lawsuit filed under the IQA by the Chamber
of Commerce and the Salt Institute against the National Heart, Lung, and Blood Institute
(NHLBI) within the National Institutes of Health. The lawsuit challenged the NHLBI's
statements concerning sodium consumption and health effects. The DOJ brief said that the
plaintiffs lacked standing to challenge the agency’s underlying study on sodium consumption,
and also said that there was no statutory basis for the court to review the agency’s action because
the TQA does not permit judicial review. Specifically, DOJ said the following:

Plainly, nothing in the text of the statute indicates that Congress intended for the
federal courts [emphasis in the original] to serve as ongoing monitors of the
‘quality’ of information maintained and disseminated by federal agencies.

*Id. at 70.

U re Operation of the Missouri River Sys. Litig., No. 03-MD-1555 at 49 (D. Minn. June 21,
2004) (order granting motions for summary judgment).

*Heckler v. Chaney, 470 U.S. 821 (1985).
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Rather, the language and structure of the IQA reflects Congress’s intent that any
challenge to the quality of information disseminated by a federal agency should
take place in administrative proceedings before federal agencies. Simply put,
Congress nowhere provided a new judicial avenue for private parties to enforce
the terms of the IQA.

DOTJ also noted that the above-mentioned Missouri River court case was “the first and only court
to address this issue recently determined that the IQA does not provide for private cause of
action.” The Chamber of Commerce and Salt Institute filed a brief on July 16, 2004, challenging
DOJ’s arguments.

On November 15, 2004, the United States District Court for the Eastern District of Virginia
ruled in this case that the Salt Institute and the Chamber of Commerce lacked standing to sue
(e.g., they had suffered no “injury in fact”), and that judicial review of the agency’s
decisionmaking was not available. Specifically, the court ruled that there is no private right of
action under the IQA, saying that the “language in the IQA reflects Congress’s intent that any
challenges to the quality of information disseminated by federal agencies should take place in
administrative proceedings before federal agencies and not the courts.”™™ The court also said
that judicial review under the APA was not available because the agency’s actions did not
constitute a “final agency action” (i.e., one in which “rights or obligations have been determined,
or from which legal consequences will flow”),"™ and because the agency decisions were within
the discretion provided to the agency by law. ™ The court explained:

Neither the IQA nor the OMB guidelines provide judicially manageable standards
that would allow meaningful judicial review to determine whether an agency
properly exercised its discretion in deciding a request to correct a prior
communication. In fact, the guidelines provide that “agencies, in making their
determination of whether or not to correct information, may reject claims made in
bad faith or without justification, and are required to undertake only the degree of
correction that they conclude is appropriate for the nature and timeliness of the
information involved.” 67 Fed. Reg. at 8458. Courts have determined that
regulations containing similar language granted sufficient discretion to agencies
to preclude judicial review under the APA

On March 6, 2006, the Fourth Circuit dismissed the appeal by the Salt Institute and the
Chamber of Commerce, agreeing with the district court that the appellants lacked standing
because they did not suffer an injury from the published data.®” The Fourth Circuit concluded
that the IQA “creates no legal rights in any third parties,” including any right to “information or
to correctness.” Therefore, the court argued, “appellants cannot establish injury in fact and,
therefore, lack Article I1I standing to pursue their case in the federal courts.”

*¥Salt Institute v. Thompson, 345 F.Supp.2d 589 (ED. Va. 2004).
*See Bennet v. Spear, 520 U.S. 154, 178 (1997).

*®The APA expressly prohibits judicial review when the agency action is “committed to agency
discretion by law.” S U.S.C. § 701(a)(2) (2000).

*%8alt Institute v. Thompson, 345 F.Supp.2d at 602-603.
“USalt Institute v. Leavitt, 440 F.3d 156, 159 (4" Cir. 2006).
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Panel Discussion. In his opening remarks during the panel discussion on OMB’s
science-related initiatives, Bill Kovacs from the United States Chamber of Commerce said that,
because of these recent court decisions, the IQA is “little more than a nice academic exercise,”
and that his organization plans to go back to Congress “to get judicial review provisions put into
the law.” He also indicated that Executive Order 12866 could be amended to give OMB “more
of a policing authority,” but he quickly pointed out that any such amendment to the executive
order could be “abolished by the next administration.” In summary, he said the following:

And so [ guess what we’re really down to is we’ve got to decide as a nation
whether . . . science should be part of the rulemaking process . . . . Or we just
have to say, look, the whole process was a farce, and we really don’t need
whatever OIRA is doing other than data collection. And we need to move on, but
we need to make a decision. It’s a huge public policy decision.

In contrast, Rena Steinzor of the University of Maryland School of Law said that the IQA
represented the “corpuscularization of science; that is, looking at each piece of scientific
evidence very critically, deconstructing every study, questioning each individual piece as
opposed to viewing all the scientific evidence together and making a scientific judgment on what
the weight of the evidence tells us.” In answering a question from the audience regarding
whether there was agreement regarding what “weight of the evidence” means, Al Teich from
AAAS said it was hard to define, but then said “is what they say about pornography. You know
it when you see it.” He then went on to say, though, that it is “an accumulation of studies over a
period of time that’s accepted by a large majority of the relevant scientific community.”

Don Arbuckle of OIRA, noting the criticisms levied at the IQA by the other panel members,
said that OMB believes that the Act is “working quite well,” and that it has been
mischaracterized by a variety of actors. He noted that the Act “asked OMB to issue guidance
and the agencies to issue guidance,” and therefore characterized the guidance as “more of an
internal government quality control exercise than a regulation or a law that is challengeable
through the judicial branch. We think that’s the way it was set up on purpose.” He would not,
however, indicate whether OIRA would oppose efforts to add judicial review to the statute. He
also said that the guidance places a “hefty data burden of proof on the petitioner,” and was not
intended to “give people an easy avenue to criticize government work.”

OMB’s Peer Review Bulletin

On September 15, 2003, OMB, in coordination with the Office of Science and Technology
Policy (OSTP), published a proposed bulletin in the Federal Register on “Peer Review and
Information Quality.” The bulletin, if made final, would have established a process by which all
“significant regulatory information” and “especially significant regulatory information” would
be peer reviewed ® OMB described the term “peer review” in this context as “a scientifically
rigorous review and critique of a study’s methods, results, and findings by others in the field
with requisite training and expertise.” The proposed bulletin placed additional peer review

*®0ffice of Management and Budget, Executive Office of the President, “Proposed Bulletin
on Peer Review and Information Quality,” 68 Fed. Reg. 54,023 (Sept. 15, 2003). This proposed
bulletin had been released to the public via OMB’s website on Aug. 29, 2003. See
http://www.whitehouse.gov/omb/inforeg/peer review and info quality.pdf.
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requirements on “especially significant regulatory information,” and said agencies were required
to notify OMB in advance of any studies that might require peer review. The scope of the
proposed bulletin was very broad, covering virtually all agencies and defining “regulatory
information” as “any scientific or technical study that . . . might be used by local, state,
regional, federal and/or international regulatory bodies.” OMB indicated it was issuing the
bulletin because agencies’ peer review practices were inconsistent, and government-wide
standards for peer review would make regulatory science more competent and credible.

The proposed bulletin aroused substantial controversy, with some observers expressing
concern that it could create a centralized peer review system within OMB that would be
vulnerable to political manipulation or control by regulated entities. OMB received nearly 200
comments on the proposal, including comments from Members of Congress, trade associations,
public interest groups, and recognized experts in the field of peer review and scientific research.
As a result of those comments, OMB (again in consultation with OSTP) published what it
described as a “substantially revised” peer review bulletin in the Federal Register on April 28,
2004 In some ways, the revised bulletin was broader than its predecessor. For example,
instead of focusing on “significant” and “especially significant regulatory information,” the
revised bulletin centered on “influential scientific information” (which includes, but is not
limited to, regulatory information) and “highly influential scientific assessments.” Tn other
ways, though, the revised bulletin was less inclusive and directive. For example, it gave
agencies more discretion to determine when information required a peer review, and when the
more detailed review requirements for “highly influential” information were applicable. Also,
unlike the proposed bulletin, the revised bulletin did not exclude individuals from being peer
reviewers if they had received research grants from the agency disseminating the information
being peer reviewed.

In structure, the revised peer review bulletin was similar to the proposed bulletin in that it
still essentially required agencies to take three actions (to the extent permitted by law): (1) have
a peer review conducted on all “influential scientific information” that the agency intends to
disseminate, (2) have all “highly influential scientific assessments” peer reviewed according to
more specific and demanding standards, and (3) indicate what “influential” and “highly
influential” information the agency plans to peer review in the future. The revised bulletin
defined the term “influential scientific information” as information the agency “reasonably can
determine that the dissemination of which will have or does have a clear and substantial impact
on important public policies or private sector decisions.” The bulletin said that agencies were
also not required to conduct a peer review of influential information that had already had an
“adequate” peer review, and gave agencies substantial discretion in determining whether a prior
review was “adequate” (specifically stating that the earlier review “need not comply with all of
the requirements of this bulletin”).  The bulletin also gave agencies discretion in determining
the appropriate peer review mechanism for any information not previously reviewed.

The revised bulletin contained a number of additional peer review requirements for

*®Office of Management and Budget, Executive Office of the President, “Revised Information
Quality Bulletin on Peer Review,” 69 Fed. Reg. 23,230 (Apr. 28, 2004). This revised bulletin had
been released to the public via OMB’s website on April 15, 2004. To view a copy, see
http://www whitehouse.gov/omb/inforeg/peer review041404.pdf. In this report, the first draft of
the bulletin is referred to as the “proposed bulletin” and the second draft as the “revised bulletin.”
Unless otherwise specified, each respective reference includes the introductory supplemental
information as well as the body of the bulletin per se.
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“scientific assessments” that are “highly influential.” These requirements were much more
specific than those placed on “influential” scientific information, and appeared to give OMB and
the agencies significant authority to determine when the requirements are applicable. The
revised bulletin described in some detail how peer reviewers of highly influential scientific
assessments should be selected, but still gave agencies substantial discretion in making the final
decision. For example, the bulletin said that reviewers must be selected primarily on the basis of
“necessary” expertise, experience, and skills, and must be diverse enough to “fairly” represent
different perspectives. In a significant departure from the proposed bulletin, the revised bulletin
also said that research grants awarded to a scientist through a competitive, peer-reviewed process
did not disqualify that scientist from serving on a peer review panel. The revised bulletin said
that agencies could decide on their own whether to make the information at issue available for
public comment, but said agencies should “consider” having a public comment period and public
meetings before the reviewers “when there is sufficient public interest.”

Finally, the proposed bulletin required agencies to notify OMB at least once each year of
any existing or upcoming studies that might trigger the peer review requirements within the next
year, and of the agencies’ plans for conducting those peer reviews. In contrast, the revised
bulletin required each covered agency to post an “agenda” on its website every six months
delineating any information disseminations subject to peer review. The revised bulletin was also
much more specific about these notices than the proposed bulletin, requiring each entry on the
agenda to contain a detailed description of the “peer review plan.”

OMB again requested comments on the revised peer review bulletin, and said that 57
individuals and organizations ultimately commented ** Most of the substantive comments were
supportive of at least some of the changes that OMB made to the bulletin. For example, the
presidents of the National Academy of Sciences and its two affiliated institutions, the National
Academy of Engineering and the Institute of Medicine, generally praised the revision, arguing
that it would “improve the quality of the government’s scientific assessments and . . . decision-
making,” and “better accommodate the diverse circumstances of . . . federal agencies.”" The
American Association for the Advancement of Science (AAAS) said that the “revised version is
much improved,” but still raised questions and made suggestions (e.g., that agencies be required

*"For OMB’s response to the comments provided on the revised peer review bulletin, see
hitp://www whitehouse.gov/omb/inforeg/peer2004/peer_response.pdf. For a link to each of the
comments, see http://www.whitehouse gov/omb/inforeg/peer2004/list_peer2004 html.

*"National Academy of Sciences, Academies’ Presidents Comment on OMB Peer Review
Guidelines, Press Release (Apr. 15, 2004), at
http://www4 nationalacademies.org/news.nsf/isbn/s04152004?OpenDocument.
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to make public the criteria for determining when outside entities would be commissioned to
select peer reviewers or manage the peer review process, and how these entities would be
selected and overseen by the agencies).*™

Some commenters, however, believed the changes had weakened the bulletin to such an
extent that they withdrew their initial support. In particular, the United States Chamber of
Commerce said that it could not support the issuance of a final bulletin until those problems are
addressed.”™ The Chamber said it had “deep concerns™ about (among other things) the
“excessive” discretion given to agencies in the implementation of the bulletin, and the absence of
“provisions allowing affected parties to contest any agency determination of applicability, peer
review type, panel selection, charge, or other peer review program element as it applies to a
specific case.” The Chamber said that the changes OMB made in issuing the revised bulletin
“are so severe and debilitating as to eliminate the public benefit of having a common,
government-wide minimum standard for peer review.”

Still others believed the changes had not gone far enough. For example, 12 Members of
Congress said that the revisions did not address previously expressed concerns that the proposal
was “unjustified, overly broad, burdensome, and did not appropriately guard against appointment
of reviewers with conflicts of interest,” or that it provided OMB with “excessive authority over
the production and dissemination of government information*™* The Members said that the need
for the bulletin remained unjustified, that the exemptions in the revised bulletin resulted in an
unbalanced approach, and that it creates “considerable new burdens on agencies.” They also
said that “safeguards to ensure the integrity of the process for selection of reviewers have not
been included in the Bulletin.”

On December 15, 2004, OMB published a final version of the peer review bulletin on its
website.” The final bulletin was published in the Federal Register on January 14, 2005 >
OMB said this version reflects “minor revisions” made in response the public comments on the
revised bulletin. For example, the final bulletin requires agencies to disclose the names of peer
reviewers to the public and adds an annual reporting requirement to allow OMB to track how
agencies are using the bulletin. Nevertheless, agencies are still afforded substantial discretion to
determine when and what type of peer review is required. OMB also retains substantial
discretion in certain areas.

Background of Peer Review. Some type of peer review has been used for centuries

*’For a copy of the AAAS comments, see
http://www.aaas.org/spp/cstc/docs/5-28-040MBpeerltr. pdf.

*’For a copy of the Chamber’s comments, see
http://www.uschamber.com/NR/rdonlyres/eznlbdbxz7wylilw7now26n2eqigrnx57hgpavakxf7xg
viy2foiy SwSbd3 7suvonnhln7jv 7myxop/COMMENT SProposedR evisedBulletinonPeerReviewan
dInfo.pdf.

*“For a copy of these Members” comments, see
http://www.whitehouse.gov/omb/inforeg/peer2004/25 pdf.

*30ffice of Management and Budget, /'inal Information Quality Bulletin for Peer Review Dec.
15, 2004, at http://www.whitehouse gov/omb/inforeg/peer2004/peer_bulletin.pdf.

*50ffice of Management and Budget, Final Information Quality Bulletin for Peer Review, 70
Fed. Reg. 2664 (Jan. 14, 2005).
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within the scientific community to judge the quality of science. Peer review can take many
different forms, and is used for a variety of purposes. For example, it is used commonly by
federal agencies to evaluate research proposals, and plays a major role in funding decisions. In
these cases it is often part of a broader category of evaluation known as merit review. Peer
review is also the usual method by which the editors of scientific publications evaluate proposed
research reports. It even plays an important role in many research institutions, including many
government agencies, in decisions about retention and promotion for individual scientists and in
reviewing research programs. A February 1999 report from the Committee on Science,
Engineering, and Public Policy concluded that expert review (the most common form of which is
peer review) is the most effective means of evaluating federally funded research programs *"

Peer review is also used for scientific and technical products relating to policies, including
regulations, to determine whether the underlying scientific findings are well supported. For
example, such peer review was established as Environmental Protection Agency (EPA) policy in
1993 Tn 1996, a panel of leading economists concluded that peer review should be used for
economic analyses supporting regulations with a potentially large impact on the economy (e.g.,
those whose annual economic costs exceed $1 billion).*” The panel also indicated that
reviewers should be selected based on their demonstrated expertise and reputations.

In its peer review bulletins, OMB recognized the variety of ways that peer review is used.
OMB said that independent peer review is especially inportant in the regulatory arena because
federal agencies often develop or fund the science that underlies their regulations, and then
oversee the peer review of those scientific studies, thereby creating the appearance of a conflict
of interest.

Legislative Peer Review Proposals. A number of statutes and legislative proposals
have advocated the use of peer review in a regulatory context for particular issues. For example,
the Safe Drinking Water Act (42 U.S.C. § 300g-1(b)3)(A)) requires EPA, when taking action
under the Act based on science, to use the “best available, peer reviewed science and supporting
studies.” In the 108" Congress, the Water Resources Development Act of 2003 (HR. 2557)
would have generally required project studies to be subject to peer review by an independent
panel of experts if the project has an estimated total cost of more than $50 million. Similarly, the
Sound Science for Endangered Species Act Planning Act of 2003 (HR. 1662, 108™ Congress)
would have directed the Secretary of the Interior, in making decisions about species protection,
to give greater weight to certain kinds of data that had been peer reviewed by qualified
individuals as defined in the bill.

There have also been legislative efforts to require peer review more broadly. For example,
in the 106" Congress, the Senate considered but did not enact bipartisan legislation (S. 746) that
would have required virtually all agencies to provide for an independent peer review of any

*"The Committee on Science, Engineering, and Public Policy, Evaluating Federal Research
Programs: Researchand the Government Performance and Results Act (Nat’|l Academies PressFeb.
1999). The Committee is a joint committee of the National Academy of Sciences, the National
Academy of Engineering, and the Institute of Medicine.

*8U.S. General Accounting Office, lederal Research: Peer Review Practices ai Iederal
Science Agencies Vary, GAO/RCED-99-99, Mar. 1999.

**Kenneth J. Arrow, ef al., Benefit-Cost Analysis in Environmental, Health, and Safety
Regulation: A Statement of Principles (AEI Press 1996).
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required risk assessments and cost-benefit analyses of major rules that the agencies or the OMB
Director reasonably anticipated were likely to have a $500 million effect on the economy. The
bill would have required that peer reviews be conducted through panels that were “broadly
representative” and involved participants with relevant expertise who were “independent of the
agency.” Nevertheless, if an agency certified that adequate peer review had already been
conducted, and the OMB Director agreed, no further peer review would have been required. In
its comments on this legislation, the GAQO generally supported the use of peer review in this
context, noting that “the rigorous, independent review of economic analyses should help enhance
the quality, credibility, and acceptability of agencies’ decisionmaking ™** The GAQ, however,
cautioned that (given the number of reviews contemplated) agencies would need to plan
carefully for the reviews, and that the panels would need to reflect all points of view.

Presidential Support for Peer Review. Recent Presidential administrations have also
supported peer review as a preferred means of assessing scientific research, both prospectively
and retrospectively. For example, beginning with the fiscal year 1996 budget cycle, OMB and
OSTP have jointly provided annual direction to agencies, encouraging them to emphasize the
funding of peer-reviewed research over nonpeer-reviewed research for most scientific activities.
In 1997, the then OIRA Administrator OIRA testified that the Clinton Administration supported
peer review, but also said the Administration recognized that it is not cost-free in terms of
agencies’ resources or time. ™'

On September 20, 2001, the new OIRA Administrator for the George W. Bush
Administration issued a memorandum for the President’s Management Council recommending
(among other things) that agencies subject regulatory impact analyses and supporting technical
documents for “economically significant” and “major” rules (e.g., those with a $100 million
annual effect on the economy) to independent, external peer review.”> The OIRA
Administrator also recommended certain criteria for peer review (e.g., disclosure by peer
reviewers of prior technical or policy positions on the issues at hand and their sources of
personal and institutional funding), and said OIRA would give agency analyses that had
undergone such a review “a measure of deference” during its reviews of their regulatory
proposals under Executive Order 128667

Cautionary Notes. Although the concept of peer review has generally received wide
support, some observers have also raised cautionary notes or mentioned certain limitations to the
approach in particular situations. For example, OMB indicated in 1997 that peer review costs
can be significant for agencies in terms of both time and agency resources.™ To pay for peer
review procedures, agencies may have to divert resources from other areas (e.g., regulatory

*1 8. General Accounting Office, Regulatory Reform: Comments onS. 746 — The Regulatory
Improvement Act of 1999, GAO/T-GGD/RCED-99-163, Apr. 1999, at 6.

ke Regulaiory Improvement Act of 1997:  Hearing on S. 981 Before ihe S. Comm. on
Governmental Affairs, 105" Cong. (1997) (statement of Sally Katzen, OTRA Administrator).

522

*“See hitp://www whitehouse.gov/omb/inforeg/oira_review-process.html,

*SExecutive Order 12866, “Regulatory Planning and Review,” 58 Fed. Reg. 51,735 (Oct. 4,
1993). For a description of OMB’s reviews under this executive order, see Curtis W. Copeland,
Federal Rulemaking: The Role of the Office of Information and Regulatory Affairs, CRS Report
RL32397.

*MStatement of Sally Katzen, supra note 521.
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enforcement or standards development). Scientists from academic institutions who perform peer
reviews on a voluntary basis may also incur opportunity costs with respect to other activities
such as teaching and research.

Other concerns have focused on how peer reviews have been implemented. For example,
GAOQ noted that peer review methods varied within and among federal agencies,’” and that
agencies” economic analyses of major rules were often not peer reviewed.” A number of
observers have expressed concerns about the impact of peer review requirements on the pace of
regulatory activity, with additional requirements exacerbating what is already often regarded as
an “ossified” rulemaking process.*’ Tn fact, some critics have suggested that regulatory relief
and delay is the primary purpose of peer review proposals in this context.

Still other concerns about peer review have centered on issues of bias and balance. Experts
agree that effective peer review panels must be (and must be perceived to be) free from any
significant conflict of interest and properly balanced, allowing for a wide range of views and
appropriate expertise. In June 2001, however, GAO reported that the policies and procedures
developed by EPA’s Science Advisory Board to ensure balance and independence of the Board’s
peer reviewers had limitations that reduced their effectiveness.™ For example, GAQ said that
the staff office did not routinely ensure that panel members’ financial disclosures were complete
or that they contained enough information to determine whether a conflict of interest existed.
Also, panel members reportedly did not have to disclose information regarding previous
positions on the matter being reviewed until the panel’s first meeting, thereby making it difficult
to determine the independence and balance of the panel members until after they had been
selected. GAOQ also reported that the panel’s policies and procedures did not adequately inform
the public about the points of view represented on the panels. GAO made several
recommendations in this report that were designed to better ensure that the Science Advisory
Board’s peer review panels are independent and balanced.

As noted previously, GAQ reported that federal agencies’ peer review practices are not
consistent, ™ and OMB cited that inconsistency as one of the reasons why the peer review
bulletin was needed. Nevertheless, GAO did not recommend greater uniformity in agencies’
peer review practices. Also, several studies of peer review in the federal government have

525

GAO/RCED-99-99. For example, GAO reported that some agencies conducted peer reviews
of research proposals primarily by mail, while others generally relied on panels or committees, All
agencies used a combination of external and internal reviewers for these reviews, but one (Federal
Aviation Administration) relied primarily on agency employees who were not employed in the
project but had the required expertise.

*51.S. General Accounting Office, Regulatory Reform: Agencies Could Improve Development,
Documentation, and Clarity of Regulatory Economic Analyses, GAO/RCED-98-142, May 1998.
Only 1 of the 20 economic analyses that GAO reviewed had been independently peer reviewed.

See, e.g., Thomas 0. McGarity, Some Thoughts on “Deossifying” the Rulemaking Process,
41 Duke L.J. 1385 (1992); Richard J. Pierce, Jr., Seven Ways io Deossify Agency Rulemaking, 47
Admin. L. Rev. 59 (1995); Paul R. Verkuil, Rulemaking Ossification — A Modest Proposal, 47
Admin. L. Rev. 453 (1993).

*BU.S. General Accounting Office, EPA s Science Advisory Board Panels: Improved Policies
and Procedures Needed to Ensure Independence and Balance, GAO-01-536, June 2001.

*PGAO/RCED-99-99.
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suggested that rigidly uniform peer review procedures may not be desirable. For example, a
1996 National Science and Technology Council report indicated that peer review
implementation should be flexible and “appropriate to the nature of scientific processes.
Similarly, in its 1999 report on peer review, GAO reported that OSTP believed agencies’ peer
review practices should be “flexible and tailored to agency missions and type of research, and
that specific uniform practices should not be dictated for every agency or all federally funded
research.”™" GAO also said that agencies viewed a variety of peer review methods as “both
appropriate and essential, reflecting the varying nature of the research and its purposes, the
differences in research timelier, the broad spectrum of [research and development] performers,
and the varying funding mechanisms, such as grants, contracts, and cooperative agreements.”

7530

Panel Discussion. Al Teich of AAAS said during the panel discussion on OMB’s
science-related initiatives that many scientists looked at the OMB’s initial bulletin on peer
review and said “well, this looks like a means of attacking regulation by attacking the science
behind it,” and questioned whether the central premise behind the bulletin, i.e., that the most
important science behind regulations was not being adequately reviewed. He also said that the
science community’s negative reactions to OMB’s initial bulletin on peer review “focused on a
number of things.”

First of all, they focused on the constraints on the selection of peer reviewers. They
gave little discretion to the agencies. Peer reviewers were excluded if they had
expressed an opinion on a subject. Academics were excluded if they were funded by an
agency, but employees of regulated industries weren’t. There was a provision that
called for, kind of, equal and opposite biases — if a peer reviewer had an unavoidable
bias to find another one who had a counteracting bias without any discussion of the
relative qualifications of the two reviewers. And finally, there was a question of
attributions, which violated the general . . . procedure of giving anonymity to peer
reviewers in science.

He went on to say, however, that OIRA “listened to the science community” and the second
version was “much improved.” Don Arbuckle also indicated that the public commenting process
for the peer review bulletin — particularly receiving a second round of comments — “proved to be
extremely beneficial,” and said doing so helped ensure that the government accurately reflected
consensus views regarding this highly controversial and politically sensitive issue.

OMB’s Proposed Risk Assessment Bulletin

On January 9, 2006, OIRA released a proposed bulletin on risk assessment for comment by

53 Subcommittee on Research, Committee on Fundamental Science, National Science and
Technology Council, Assessing Fundamental Science (Nat’l Science Foundation July 1996). The
National Science and Technology Council was established by executive order in November 1993
to coordinate federal research and development, and to establish clear national goals for science and
technology investments. To view a copy of this report, see
http://www.nsf.gov/sbe/srs/ostp/assess/start htm.

BIGAO/RCED-99-99, at 5.
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532

the public and for peer review by the National Academy of Sciences (NAS).*** The proposed
bulletin would, if made final, establish general risk assessment and reporting standards, and
establish special standards for “influential” risk assessments. The proposed bulletin would apply
to all agencies covered by the Paperwork Reduction Act (i.e., cabinet departments, independent
agencies, and independent regulatory agencies). The legal authorities cited for the bulletin
include the Information Quality Act (IQA);** the Regulatory Right-to-Know Act,™ which
directs OMB to “issue guidelines to agencies to standardize . . . measures of costs and benefits”
of federal rules; and Executive Order 12866, which says OIRA is the “repository of expertise
concerning regulatory issues,” and requires agencies to base their decisions on the “best
reasonably obtainable scientific, economic, or other information.” OMB said the risk assessment
bulletin builds on its IQA guidelines™® and its peer review bulletin,®* and is intended to be a
companion document to its guidance on regulatory impact analyses (OMB Circular A-4).**

Although characterized as “guidance” in the document’s summary, the narrative text
mentions the “requirements” of the bulletin, and the language in the bulletin prior to the
standards lists the standards with which “[each agency shall” comply. However, OMB also says
that the bulletin applies to all agency risk assessments “to the extent appropriate.” Agency heads
are authorized to waive or defer some or all of the requirements in the bulletin “where warranted
by a compelling rationale.”” Also, under the heading of “Judicial Review,” OMB said that the
bulletin is “intended to improve the internal management of the Executive Branch,” and “does
not create any right or benefit, substantive or procedural, enforceable at law or equity, against
the United States, its agencies or other entities, its officers or employees, or any other person.”
Public comments on the bulletin were requested by June 15, 2006.

Risk assessment is defined in the bulletin as a document that “assembles and synthesizes
scientific information to determine whether a potential hazard exists and/or the extent of possible
risk to human health, safety, or the environment.” In a regulatory context, risk assessment helps
agencies identify issues of potential concern (e.g., whether exposure to a given risk agent causes
effects such as cancer, reproductive and genetic abnormalities, or ecosystem damage), select

*0ffice of Management and Budget, “Proposed Risk Assessment Bulletin,” Jan. 9, 2006, a
http://www.whitehouse.gov/omb/inforeg/proposed risk assessment bulletin_ 010906 pdf.

*$The IQA, sometimes referred to as the Data Quality Act, was enacted in December 2000 as
section 515 of the Treasury and General Government Appropriations Act, 2001, Pub. L. No. 106-
554 (2001).

*¥4Section 624 of the Treasury and General Government Appropriations Act, 2001, (31 U.S.C.
§ 1105 note).

*Exec. Order 12,866, Regulatory Planning and Review, 58 Fed. Reg. 51,735 (Oct. 4, 1993).

A copy of OMB’s IQA guidelines is available at
http://www.whitehouse.gov/omb/inforeg/iqg_oct2002.pdf. For more information, see Curtis W.
Copeland, The Information Quality Act: OMB s Guidance and Initial Implementation, CRS Report
RL32532.

*7A copy of OMB’s peer review bulletin is available at
http://www.whitehouse.gov/omb/memoranda/fy2005/m05-03 pdf. For moreinformation, see Curtis
W. Copeland, Peer Review: OMB s Proposed, Revised, and Final Bulletins, CRS Report RL32680.

**To view a copy of OMB Circular A-4, see
http://www.whitehouse gov/omb/circulars/a004/a-4.pdf.
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regulatory options; and estimate a forthcoming regulation’s benefits. OMB said it “has a strong
interest in the technical quality of agency risk assessments because these assessments play an
important role in the development of public policies at the national, international, state and local
levels.” OMB also said that “there is general agreement that the risk assessment process can be
improved, and said the purpose of the bulletin is “to enhance the technical quality and objectivity
of risk assessments prepared by federal agencies by establishing uniform, minimum standards.”

Background on Risk Assessment. Risk assessments, particularly quantitative
assessments, date to the first half of the 20" Century, but their use was accelerated by the
enactment of numerous health, safety, and environmental statutes in the early 1970s. In 1983,
NAS identified four steps in the risk assessment process: (1) hazard identification (determining
whether a substance or situation could cause adverse effects), (2) dose-response assessment
(determining the relationship between the magnitude of the exposure to a hazard and the
probability and severity of adverse effects), (3) exposure assessment (identifying the extent to
which exposure actually occurs), and (4) risk characterization (combining the above information
into a conclusion about the nature and magnitude of the risk).” NAS pointed out that this four-
step assessment process is separate and distinct from the decision on where to set a regulatory
standard (which is termed “risk management”).

In 1990, Congress mandated that a commission be formed to “make a full investigation of
the policy implications and appropriate uses of risk assessment and risk management in
regulatory programs under various Federal laws to prevent cancer and other chronic human
health effects.” In its 1997 final report, the commission said that the assessments should be
guided by an understanding of the issues of importance to risk management decisions and to the
public’s understanding of what is needed to protect public health and the environment. The
commission also noted, however, that risk-related controversy often “arises from what we don’t
know and from what risk assessments can’t tell us,”**’

Data, Assumptions, and Context. Key elements in any risk assessment are the data
used in determining the level of risk associated with any given substance or situation. In many
cases, though, the data needed to assess risk are lacking. For example, in 1998, the EPA
reported that of 3,000 high-production-volume chemicals, a full set of toxicity data was available
for only about 200 (7%) of the chemicals, and there was no publicly available data for about

3% of the chemicals.** Similar data gaps exist regarding the extent to which people are
exposed to chemicals. For example, in 2000, the GAO reviewed federal and state efforts to
collect human exposure data on more than 1,400 naturally occurring and manmade chemicals
considered by the Department of Health and Human Services (HAS), EPA, and other entities to
pose a threat to human health. GAO reported that HAS and EPA surveys measured exposure of
the general population for only 6% of those chemicals.**

*¥National Research Council of the National Academy of Sciences, Risk Assessment in the
Federal Government: Managing the Process (Nat'l Academy Press 1983),

*"Presidential/Congressional Commission on Risk Assessment and Risk Management,
Lramework for Lnvironmenial Health Risk Management, Final Report, Vol. 1, 1997, at 23.

*1U.S. Environmental Protection Agency, Chemical Hazard Data Availability Study: What Do
We Really Know About the Safety of High Production Volume Chemicals, Apr. 1998,

*21J.8. General Accounting Office, Toxic Chemicals: Long-Term Coordinated Strategy Needed
(continued...)
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Because of the lack of data, agencies often must make assumptions as part of the risk
assessment process. Some critics believe those assumptions are unjustifiably “precautionary”
(i.e., designed to ensure that risks are not underestimated) in the face of new scientific data and
methods, thereby producing estimates that overstate actual risks, and that those effects are
compounded when multiple precautionary assumptions are used. Others, though, believe that
agencies are often not precautionary enough, particularly when estimating the synergism of
exposures to multiple chemicals, or to account for risks to particularly vulnerable groups (e.g.,
children, the elderly, or the infirm).** As part of the process of determining whether a hazard
exists, agencies may conduct a “screening”-level” risk assessment using conservative, “worst-
case” scenarios. Only if this screening assessment reveals evidence of harm will the agency
proceed to a more comprehensive estimate of risk.

The legal context in which risk assessments are conducted plays an important role in
determining what type of assessment is performed and why certain approaches are used. For
example, different agencies (and often different offices within a single agency) have different
risk-related statutory mandates. Some statutes require regulatory decisions to be based solely or
primarily on risk. For example, section 109 of the Clean Air Act requires the EPA to set national
ambient air quality standards that allow for an “ample margin of safety” to protect public health.
Other statutes require technology-based standards (e.g., “best available technology™), and still
others require balancing the benefits of risk reduction against the costs incurred in setting risk
management goals. Some statutes also place the primary responsibility for conducting risk
assessments and compiling risk data for a particular chemical or source of exposure with
industry, states, or localities, not federal agencies. For instance, industry petitioners have the
primary responsibility to provide the data needed to support registration and tolerances from
EPA for their pesticides. Still other statutes specifically define what will be a hazard, tell the
agency to take certain methodological steps, or specify an exposure scenario. In many cases,
however, the statutes simply provide a general framework within which agencies make specific
assumptions and methodological choices.

What OMB’s Proposed Bulletin Would Require. OMB’s proposed risk assessment
bulletin would establish general risk assessment and reporting standards, as well as special
standards for “influential” risk assessments. The bulletin makes OIRA, in consultation with the
Office of Science and Technology Policy, responsible for overseeing agency implementation of
its requirements.

General Standards. With regard to the general standards, the bulletin establishes six risk
assessments quality standards. The assessments must;

o clearly state the informational needs driving the assessment as well as the
objectives of the assessment;

o clearly summarize the scope of the assessment (including identification of the
agent, technology, or activity at issue; the hazard of concern; the affected

(. continued)
to Measure Lixposures in Humans, GAO/HE’S-00-80, May 2, 2000.

*For a discussion of some of these assumptions, see U.S. General Accounting Office,
Chemical Risk Assessment: Selected Federal Agencies’ Procedures, Assumptions, and Policies,
GAO-01-810, Aug. 6, 2001.
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entities; and the event-consequence or dose-response relationships for the
relevant exposure ranges);

o provide a qualitative and, where possible, a quantitative characterization of risk
(including a range of plausible estimates for quantitative measures);

e ensure objectivity by “neither minimizing nor exaggerating the nature and
magnitude of risk;** using the best available data; being based on the weight of
the available scientific evidence; and having a high degree of transparency
regarding the data, assumptions, and methods;

¢ explain the basis of each critical assumption and those assumptions that affect
the assessment’s key findings, including an evaluation (quantitative if possible)
of the effects of plausible alternative assumptions; and

¢ contain an executive summary that discloses the assessment’s objectives and
scope, key findings, and key scientific limitations and uncertainties.

When a risk assessment is produced in relation to regulatory analysis for a rule with annual
economic effects of $1 billion or more, the bulletin establishes a seventh requirement, i.e, that
there be a “formal quantitative analysis of the relevant uncertainties about benefits and costs.”
The bulletin highlights several “important aspects of risk assessments useful for regulatory
analysis,” including: (1) identification of baseline risk; (2) comparison of baseline risk to
alternative mitigation measures, noting any “countervailing risks” caused by those alternatives;
(3) information on the timing of exposure and the onset of adverse effects, and the time between
control measures and the cessation of those effects; and (4) when risk is measured quantitatively,
the development of a range of plausible risk estimates, including a central estimate (e.g., a
weighted average based on relative plausibility).

Special Standards for Influential Risk Assessments. The proposed bulletin defines
an “influential risk assessment” as one that “the agency reasonably can determine will have or
does have a clear and substantial impact on important public policies or private sector
decisions.” OMB said that such assessments include those that determine the level of risk
regarding health, safety, or the environment (e.g., risk assessments that support EPA’s National
Ambient Air Quality Standards, Food and Drug Administration (FDA) tolerance levels, or
economically significant rulemakings — e.g., those with a $100 million impact on the economy).
In addition to the general standards delineated above, the proposed bulletin requires all
influential risk assessments to:

¢ be capable of being “substantially reproduced,” which is defined in the narrative
portion of the bulletin (referencing the IQA guidelines) as meaning that
“independent reanalysis of the original or supporting data using the same

methods would generate similar analytical results”;**’

*OMB said this standard would not apply to “screening-level” risk assessments designed to
determine whether any hazard exists.

*$The narrative text goes on to say that “public access to original data is necessary to satisfy
this standard.”
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o compare the results of the assessment to other results published on the same
topic from “qualified scientific organizations” (which is undefined in the
bulletin);

¢ highlight central estimates as well as high-end and low-end estimates of risk
when such estimates are uncertain;

o characterize uncertainty with respect to the major findings of the assessment
(e.g., by conducting a sensitivity analysis and providing a quantitative
distribution of the uncertainty);

¢ portray results based on different effects observed and/or different studies to
convey how the choice of effect and/or study influences the assessment;

o characterize (to the extent feasible) variability through a quantitative
distribution, reflecting different affected population(s), time scales, geography,
or other parameters relevant to the needs and objectives of the assessment;

¢ where human health effects are a concern, determinations of which effects are
adverse shall be specifically identified and justified based on the best available
scientific information generally accepted in the relevant clinical and
toxicological communities;

¢ provide discussion (to the extent possible) of the “nature, difficulty, feasibility,
cost and time associated with undertaking research to a report’s scientific
limitations and uncertainties;” and

o consider all significant comments received on a draft risk assessment report, and
issue a “response to comment” document summarizing the significant comments
received and the agency’s responses.

NAS Review of the Bulletin. On March 22, 2006, a committee of the Board on
Environmental Issues and Toxicology within the National Academies’ Division of Earth and
Life Sciences began what is expected to be an 11-month peer review of OMB’s proposed
bulletin. According to the committee’s website, ™S it will:

determine whether the application of the proposed guidance will meet OMB's stated
objective to “enhance the technical quality and objectivity of risk assessments prepared
by federal agencies.” In performing its task, the committee will comment, in general
terms, on how the guidance will affect the practice of risk assessment in the federal
government. The committee will identify critical elements that might be missing from
the guidance. The committee will also determine whether OMB appropriately
incorporated recommendations from previous reports of the NRC and other
organizations into the proposed risk assessment guidance. In addition, the committee
will assess whether there are scientific or technical circumstances that might limit
applicability of the guidance.

On May 22, 2006, the committee held a public meeting on OMB’s proposed risk assessment

*6The website is at http://www8.nationalacademies org/cp/projectview.aspx?key=34282.
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bulletin. According to press accounts, the nine federal agency officials who testified at the
meeting voiced a variety of opinions about the bulletin.**" For example, the Director of FDA’s
Center for Drug Evaluation and Research reportedly said that if the bulletin was made final in its
current form, doctors and the public might not receive timely warnings about potential health
risks posed by drugs and medical devices (e.g., warnings related to the use of the anti-
inflammatory drug Vioxx). To illustrate, the FDA director said that of 109 safety alerts that
FDA issued in 2005, 92 of them would have been considered risk assessments under the bulletin,
and therefore would have been delayed by the required analyses. He and two other agency
officials (from the National Institute of Environmental Health Sciences and the National Institute
for Occupational Safety and Health’s Risk Evaluation Branch) reportedly said that the bulletin’s
definition of risk assessment is so broad that many types of federal analyses could be
inappropriately covered by its requirements.

On the other hand, EPA’s science advisor was quoted as saying that the agency was in
“pretty good shape” in terms of meeting the requirements in the proposed bulletin, but
nevertheless suggested that the guidance be revised to explain how much flexibility agencies
have regarding its requirements (e.g., how agencies can get waivers from the bulletin’s
requirements). He and an official from the National Aeronautics and Space Administration also
said that some aspects of the bulletin would conflict with their own, agency-specific guidance
documents on risk assessment, and it was not clear how those conflicts should be resolved. A
representative from the Department of Defense reportedly supported the proposed guidelines,
noting that any increased cost would be justified by improvements in the resulting risk
assessments.

Public Comments on the Proposed Bulletin. On June 22, 2006, OMB posted the
comments it had received regarding the proposed bulletin on its website.*** Those comments
varied significantly, with some suggesting ways to make the document stronger and more
inclusive, while others suggested that OMB abandon the bulletin altogether.

For example, in its comments on the bulletin, the United States Chamber of Commerce said
it “welcomes and applauds this undertaking by OMB to improve the risk assessments performed
by federal government agencies and especially in requiring a reliable characterization of the
uncertainties that impact the quality and useful information content of the assessments.”**
Although it offered several suggestions for improvement, the Chamber generally concurred with
the text of the bulletin and encouraged its implementation. Perhaps most notably, the Chamber
viewed the lack of judicial review as a “significant weakness” that “begs the question of what
happens if agencies simply choose to ignore the directions given in the Bulletin.”

Other individuals and organizations, while also supporting the issuance of the bulletin,
urged OMB to go further. For example, the National Association of Manufacturers said
exceptions to the bulletin should be “very limited” (e.g., declared public emergencies), and said

*7Pat Phibbs, Definition of Risk Assessment Deemed Too Broad by Several Healih Agency
Officials, BNA Daily Report for Executives, May 23, 2006, at A15.

*#See http://www.whitehouse.gov/omb/inforeg/comments_rab/list rab2006.html.

*See http://www.uschamber.com/issues/comments/060518_ombriskassessment.htm.
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the “reproducibility” standard for influential assessments should be applied to all assessments **
The National Federation of Small Businesses questioned the exemption for individual permitting
decisions (e.g., EPA determinations regarding pesticide applications).™ Two Members of
Congress proposed deleting the phrase “to the extent appropriate” from the bulletin’s scope
because it suggested that compliance with its requirements was at the discretion of the
agencies.™

On the other hand, the Center for Progressive Reform (CPR) urged OMB to “withdraw the
Proposed Bulletin and abandon efforts to revise it.”>* CPR said any effort to produce
government wide, “one-size-fits-all” risk assessment requirements would only cause confusion
and delay in the development of public and worker protections. The organization also
questioned why OMB should be issuing risk assessment guidance at all, since it is composed
primarily of economists and budget analysts, not scientists. In particular, CPR said certain terms
in the bulletin are confusing (e.g., “central” or “expected” risk), requires information that may
not exist or would be costly to obtain, and may lead to the further “ossification” of the
rulemaking process. Similarly, the Natural Resources Defense Council (NRDC) expressed
“grave misgivings” regarding the proposed bulletin, and urged OMB to withdraw it.** In
particular, NRDC said issuance of the document as a “bulletin” rather than as guidance and its
use of directive terms (e.g., “shall”) suggest that the document is mandatory, and said the
exclusion of risk assessments prepared by private industry for licensing and registration
requirements “protects industry assessments from scrutiny.”

Other commenters raised additional issues. The American Bar Association (ABA) said the
proposed bulletin is generally consistent with a 1999 ABA recommendation on risk assessment,
but noted several areas for possible improvement (e.g., clarifying the amount of flexibility
agencies have to deviate from the bulletin’s requirements).™ The ABA also suggested that
OMB clearly describe the problems that warrant the creation of a new risk assessment bulletin,
and also describe why OMB (and not the regulatory agencies) is best suited to resolve those
problems. Dr. Gilbert Omenn, who chaired the Presidential/Congressional Commission on Risk
Rssessment and Risk Management in the 1990s, said the proposed bulletin has “worthy
intentions,” but also said it was “too broad” and recommended a number of improvements (e.g.,
deletion of the “influential” risk assessment category and its additional requirements). He also
recommended greater transparency in the OMB and agency review processes, and the correction
of certain “omissions” (e.g., an exclusion for research agencies).

Panel Discussion. During The Role of Science in Rulemaking Symposium, Don
Arbuckle of OIRA said the National Academy of Sciences (NAS) had been asked to look at the
draft risk assessment bulletin “to try and make sure that we are following the practices that the
NAS itself has recommended for many years.” He said one of the goals of the bulletin is to
make it “specific enough to present best practices for the government but flexible enough for
agencies that deal in very different types of endeavors to be able to use.”

*USee http://www.whitehouse. gov/omb/inforeg/comments_rab/nam pdf.

#18ee http://www.whitehouse.gov/omb/inforeg/comments_rab/nfib.pdf.

*2See hitp://www.whitehouse.gov/omb/inforeg/comments_rab/cec pdf.

5% See hitp://www.whitehouse. gov/omb/inforeg/comments_rab/cpr.pdf.
*See http://www whitehouse.gov/omb/inforeg/comments_rab/nrdc pdf.

*See http:/fwww.whitehouse. gov/omb/inforeg/comments_rab/aba.pdf.
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Rena Steinzor of the University of Maryland School of Law said that, from her perspective,
there are two key problems with OMB’s draft risk assessment bulletin: (1) a “one size fits all”
approach that requires a central, weighted-average measure of risk (which she said “makes very
little sense from a scientific perspective); and (2) the bulletin’s “conflation of assessment and
management” because it requires agencies to “develop an assessment of all the risk reduction
measures that might be available and . . . what the implications are of those risk reduction
measures.” She also said that there is concern by some Members of Congress regarding how the
NAS planned to carry out its peer review of the draft bulletin, and pointed out that the risk
assessment requirements in the bulletin were not required regarding policy decisions where
industry would want a prompt risk assessment (e.g, pesticides registration, FDA drug approvals,
and nuclear power plant licensing).

In response to this last point, Don Arbuckle explained that the inapplicability of the risk
assessment bulletin to those decisions was because “OMB generally tries to stay away from
particular adjudications, from licensing, from cases where there is not, as the APA expresses it,
‘cases of general applicability and future effect.”” He also said that the bulletin did not cover risk
assessments in the insurance industry, financial institutions, and other types of fields because
OMB felt that these endeavors were so different that it would be “not possible or not particularly
useful to try to incorporate all of these together.” Finally, he said it was not OMB’s intent that
the guidelines be a “one size fits all” approach, and “we would expect the NAS to tell us so if
that was the case.”

Science Advisory Boards

The Role of Science in Rulemaking Symposium panel discussion on scientific advisory
boards reflected the current sharp divide of opinion how such independent expert panels are
selected and operated and the weight their advice and recommendations should be accorded.
There was little common agreement on such fundamental issues as to how and by whom
members of such advisory bodies should be selected; how to deal with issues of neutrality and
conflicts of interests; at what stage of the agency decision process should scientific and technical
issues identified and selected for review be addressed; how much transparency should there be in
the deliberation process of the expert panel members; how much public participation should
there be in the panel member selection process and during the deliberations of the panel
members; should the primary concern of the agency convenors of expert panels be populating
with the best scientific and technological expertise available or should achievement of balance
require including stakeholder and/or interest group representation; should such expert panels be
cost-effective; what weight should be accorded the findings and recommendations of such
panels; and should final reports be independently reviewed and refereed?

Discussions with the panelists and a review of the pertinent literature revealed that there has
been no definitive census of currently existing scientific and advisory bodies that address the
fundamental structural and operational questions just outlined. Federal advisory committees
have been called the “fifth arm of the government” because of the significant role they play in
advising federal agencies, the President, and the Congress on important national issues. Within
the area of science and technology, it is estimated that thousands of such advisory boards and
committees have been established over time to advise such entities as the Department of Health
and Human Services and the EPA on topics ranging from safe levels of lead to the use of humans
in research studies. Despite their prevalence and importance, little is known about the
characteristics of these science committees, how they are established, how members are selected
how they operate, or the impact or use of the results of their deliberations. Congress required an
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annual report from the President describing all advisory committees, but that report was
discontinued in 1998. The General Services Administration (GSA) does, however, still maintain
a database listing all federal advisory committees (at Atip:/www.fido.gov facadatabase) with
more than 200 of the committees identified as “science and technology” related. A better
understanding of how science advisory committees operate and what role they play in the pubic
policymaking process can help Congress and federal agencies as they establish and use them in
the future.

To fill this crucial gap in knowledge and understanding, CRS recommenced a year-long
study to be done by the Maxwell School of Citizenship and Public Affairs of Syracuse
University led by Professor Stuart Bretschneider, the Associate Dean and Chair of the
Department of Public Administration. In a preliminary report to CRS on December $, 2000,
Professor Bretschneider reported that the first phase of the study had been completed. By
plumbing the GSA database, the team created a spreadsheet that identifies all scientific and
technological advisory committees existing in 2005, the agencies they serve, the authority under
which they were created, their stated purpose, the classification of membership, how committee
membership is balanced, the number of open and closed meetings held by each and the reasons
given for closing meetings, and what each committee cost the government.. The research team
also determined what information the GSA database does not contain with respect to the
particular issues of concern to Congress, and has developed suggestions for surveys to be
conduced with federal agencies next year to elicit further information about these expert bodies
to permit an informed Congressional evaluation of any legislative actions that may be necessary.
The final report is expected to be completed by June 2007.

Analysis
Information Quality Act

Although the IQA is described by some as the most significant change to the federal
rulemaking process in the past 60 years, both the relatively few substantive correction requests
submitted in the Act’s first two years of implementation and its treatment by the district and
circuit courts would suggest otherwise. That said, it is probably too early to conclude that its
effect on rulemaking and regulatory science will always be as benign as it has been to date.

The Fourth Circuit’s determination regarding whether agencies’ actions are subject to
judicial review under the [QA is likely to have a major effect on the Act’s implementation. If
judicial review is unavailable under the Act, some observers believe that agencies will be more
likely to deny information correction requests. Some have suggested that Congress amend the
IQA and specifically provide for judicial review. Others have suggested focusing on new test
cases, believing that the Salt Institute case did not represent the best case to test whether the IQA
was subject to judicial review (e.g., because the appellants’ request was that information be
made public, not that it be corrected). Another approach some have suggested is for OMB to
take a more active role in reviewing agencies’ decisions under the act, perhaps as part of their
regulatory review responsibilities under Executive Order 12866. Tt is likely that one or more of
these steps will be taken to address perceived deficiencies in the act.

Even in the absence of judicial review, though, the IQA can still have a significant impact
on federal agencies and their information dissemination activities. OMB’s reports on the
implementation of the Act during fiscal years 2003 and 2004 provided numerous examples of
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agencies changing their information dissemination practices in response to administrative
requests for correction from affected parties. For example, in June 2004, the National Institute
on Aging within the National Institutes of Health agreed to revise its website and printed
publications, eliminating statements indicating that smokeless tobacco products are no less safe
than cigarettes. The change was a direct result of an IQA correction request filed by the National
Legal and Policy Center.™ IQA correction requests have also been filed by groups and in policy
areas that few observers anticipated ¥

The observations of other interested parties suggest additional possible areas of clarification
or refinement in either the IQA or in any subsequent reporting requirements. For example, OMB
Watch indicated that OMB’s report to Congress should have examined the effect that the [QA
was having on the pace of the regulatory process and on agency resources. OMB said it was not
aware of any data indicating that the TQA was slowing down rulemaking, but also said agencies
were finding that it took longer than expected to respond to correction requests and to implement
the appeals process. To improve oversight regarding these issues, either Congress or OMB
could initiate the collection of more systematic and reliable data regarding the [.A.’s effect on
rulemaking or agencies’ resources.

OMB’s 2005 report notes that agencies are inconsistent in how they treat such submissions,
with some characterizing them as IQA correction requests and others deciding not to do so. To
clarify these and other issues, either Congress or OMB could better define the scope of the act or
the issues to be included in any future report. Clarification could also be provided regarding
whether correction requests that the agencies determine to involve issues outside the scope of the
1QA (e.g., a challenge to the minutes of a federal advisory committee meeting) should be
included in a report that is supposed to list correction requests under the Act.

Peer Review Bulletin

OMB’s peer review bulletin is likely to have a significant effect on federal rulemaking and
other forms of information dissemination and public policy. That effect is likely to be both
direct (through agencies’ and OMB’s enforcement of the bulletin’s requirements) and indirect
(through references to the bulletin by others). For example, section 402 of the “Specialty Crops
Competitiveness Act of 2004" (Pub. L. No. 108-465 (2004)) indicated that a required peer
review of the procedures and standards governing the consideration of certain import and export
requests “shall be consistent with the guidance by the Office of Management and Budget
pertaining to peer review and information quality.”

Some of the initial issues and concerns raised by commenters on the proposed peer review
bulletin were clarified or otherwise addressed in the revised and final versions of the bulletin.
Perhaps most notably, the bulletin now makes it clear that scientists are not prohibited from
serving as peer reviewers if they receive research grants from the agency based on investigator-

S5Government Waichdog Group Successfully Challenges Federal Health Policy on Daia
Quality Act Grounds, PR Newswire, July 14, 2004.

*"For example, in October 2004, Americans for Safe Access (a Berkeley, California advocacy
group) filed an IQA correction request with the Department of Health and Human Services asserting
that the Department’s statements that marijuana has no medical use in treatment in the United States
“misstates the scientific evidence and ignores numerous reports and studies demonstrating the
medical utility of marijuana and its constituent compounds.”
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initiated, competitive, peer reviewed proposals. The bulletin also provides exemptions from the
peer review requirements for time-sensitive medical, public health, and safety information, and
other compelling circumstances. A number of other issues remain unclear, however. These
include: (1) the amount of discretion that agencies will actually have in carrying out the
bulletin’s requirements, (2) the degree to which the bulletin will accomplish the stated goal of
making federal peer review practices more consistent, and (3) the effects of the bulletin on
agencies and the federal rulemaking process.

Agency Discretion. The final peer review bulletin appears to give federal agencies
substantial discretion in determining whether peer review is required for specific products and, if
s0, what type of peer review mechanism is appropriate and who should serve as peer reviewers.
For example, the bulletin says agencies need not have peer review conducted on influential
scientific information that had already been subject to “adequate” peer review. To determine
whether a prior review was “adequate,” agencies are directed to consider (among other things)
whether the science is “novel” or “complex,” and whether it is “important” to decisionmaking.
Notably, though, the final bulletin no longer indicates that an “adequate” peer review “need not
comply with” all of the requirements of the bulletin. Also, the final bulletin says that
information should be considered “influential scientific information” if the agency “reasonably
can determine” that it will have or does have a “clear and substantial” impact on “important”
public policies or private sector decisions. The bulletin says that peer reviewers should be
selected to provide the necessary expertise, experience, and skills, and the group of reviewers
should be “sufficiently” broad and diverse to “fairly” represent the “relevant” scientific
perspectives and knowledge.

On the other hand, the final bulletin also gives OMB substantial discretion in certain areas.
For example, the bulletin indicates that OMB can require agencies to use the more exacting
procedures for “highly influential scientific assessments” if OMB determines the information is a
“scientific assessment” that “could” have a substantial impact on public policies or private sector
decisions with a “potential impact” of more than $500 million in any year, or is “novel,
controversial, or precedent setting,” or has “significant” interagency interest. Also, OMB can
unilaterally approve agencies’ use of alternative peer review procedures. The amount of
discretion that agencies will actually have in carrying out their peer review programs (or,
conversely, the amount of control that OMB will retain) will be apparent only through the
bulletin’s implementation. The amount of agency discretion (or OMB control) could vary
substantially from one administration to another.

Consistency. OMB indicated that stronger peer review policies were needed because of
the importance of the issue and, citing a 1999 GAO report, because of the “variability in both the
definition and implementation of peer review across agencies.” OMB went on to say that, prior
to the development of the bulletin, “there were no government-wide standards concerning when
peer review is required and, if required, what type of peer review processes are appropriate.”
Therefore, OMB said that the bulletin “establishes minimum standards for when peer review is
required for scientific information, and the types of peer review that should be considered by
agencies in different circumstances.”

The final bulletin, however, may not provide the desired consistency in peer review
definition or implementation. As indicated above, the bulletin leaves many key terms undefined
or subject to interpretation, and gives the agencies substantial discretion regarding when certain
actions should be taken (e.g., when previous peer reviews are “adequate”) and which reviewers
should be selected (i.e., those with the “necessary” expertise, experience, and skills). To the
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extent that agencies are allowed to exercise discretion in these areas, consistency may be
forfeited. On the other hand, strict enforcement of uniform procedures established by OMB
carries with it a different set of concerns about aggregation of power within the Executive Office
of the President, and may be resisted by federal agencies. Also, as noted previously, although
GAO reported that agencies’ peer review practices were inconsistent, it did not recommend
greater consistency, and some view variation in those practices as appropriate and desirable.

Effects on Agencies and Rulemaking. A number of commenters expressed concerns
regarding the effect that adding new peer review requirements would have on what is already
viewed by some observers as a lengthy, “ossified” federal rulemaking process. Somewhat
related concerns have been voiced regarding the cost of the requirements to federal agencies,
with Senators Lieberman and Dubbin suggesting that the requirements “do not pass OMB’s own
[cost-benefit] test of good rulemaking.” In response, OMB provided estimates in the preamble
to the revised bulletin indicating that it did not believe the costs would be prohibitive to the
agencies. As noted previously, though, in 1997, OMB indicated that peer review costs could be
significant in terms of both time and agency resources.™ Little empirical data are currently
available regarding the cost of peer reviews, how they affect the federal rulemaking process, or
their effect on the quality of the information being reviewed. It is even less clear how the peer
review requirements suggested by OMB will affect those factors, and there appears to be no
mechanism in place for collecting such data. There are some indications, however, that the
requirements could delay regulatory action.”

The A E.I.-Brookings Joint Center for Regulatory Studies recommended that OMB or some
other entity build into the peer review program an evaluation to determine its effect on the
quality of regulatory analyses. Any such evaluation could, at least conceptually, include an
examination of the cost of the new peer review requirements to federal agencies and its effect on
the pace of rulemaking. To determine the effect of the peer review bulletin on these or other
factors, baseline information regarding the current state of the art would need to be gathered
before the bulletin’s implementation.

Even if the data indicate that peer review adds time to the early stages of the rulemaking
process, that time may be worth the investment if doing so reduces the likelihood of subsequent
judicial challenges to the rules. Peer review may also provide agencies with a preview of likely
objections to a rule during the notice and comment phase, thereby allowing them to minimize
any weaknesses and respond quickly to adverse comments. All of these factors would have to be
considered in any evaluation of the effect of peer review on the regulatory process.

Risk Assessment Bulletin

Some believe that, because OMB’s risk assessment bulletin is not subject to judicial review,
it will not have a significant effect on rulemaking. Like the peer review bulletin, however, the
manner in which OMB implements the bulletin will also determine its effectiveness. For
example, it is unclear the extent to which agencies will be allowed to waive or defer the

*8Statement of Sally Katzen, supra note 521.

**Ben Gellman, White House Peer Review Requirements Could Delay Standards, 10 Greenwire
9(Dec. 17,2004). The article quoted a program manager in the Department of Energy as saying that
efficiency standards for residential furnaces and boilers, commercial air conditioners and other
equipment were being delayed for two years because of OMB’s peer review bulletin.
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bulletin’s requirements when they believe it is “warranted by a compelling rationale.” Similarly,
it is unclear whether OMB will allow agencies to decide when a risk assessment is “influential”
(thereby triggering additional standards in the bulletin) and whether OMB will treat the
bulletin’s provisions as “guidance” or as “requirements.” If OMB views the bulletin as
requirements that are enforceable as part of its review of agency rules under Executive Order
12866, the bulletin could have a major effect on the development of health, safety, and
environmental rules.

Issues for Congress or Further Study

As the above discussion suggests, a number of issues remain for possible Congressional
consideration, or for further study by a re-funded ACUS or some other body. In some cases,
Congress could weigh in and resolve the issue. For example, in light of recent court decisions, if
Congress wants agencies’ decisions under the IQA to be judicially reviewed, it could resolve any
lingering questions by amending the statutes and permitting judicial review. Likewise, if
Congress objects to using risk standards for one statute and applying them to other statutes, it
could make its objections clear through statutory language, or through oversight of OMB’s risk
assessment bulletin.

Among the questions that merit further study are the following:

o How should scientific advisory panels be constructed to ensure that they are
unbiased?

¢ Under what circumstances should agencies’ regulatory policies deviate from the
recommendations of their scientific staff and advisory bodies?

o Do agencies have too much discretion to deny correction requests under the
IQA? What effect has the act had on the length of time it takes agencies to issue
rules? Do the Shelby Amendment and the IQA, in tandem, potentially restrict
the release of research findings that would have significant social impact?

o What is the appropriate role of the courts in reviewing science-based agency
regulatory decisions?

o Are governmentwide standards for peer review and risk assessment needed?
Does OMB have the authority to issue such standards? What effect have these
requirements had on the length of time it takes agencies to issue rules?

¢ Are agencies complying with the peer review and risk assessment bulletins? For
example, are agencies posting agendas listing their upcoming peer reviews? Are
agencies peer reviewing all “influential” information? Are some agencies
complying better than others? Should Congress refer to these bulletins in
legislation as models for particular peer reviews or risk assessments?

¢ What has been the efTect of the Supreme Court’s ruling in Daubert v. Merrell
Dow Pharmaceuticals, Inc. (regarding the acceptance and understanding of
scientific evidence to be used in the legal system) on regulatory policymaking?
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o What constitutes the “weight of the evidence” in making risk-based regulatory
decisions? Should Congress define the term, or should it be left up to the
agencies within a specific regulatory context?
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VII. Agency Adjudication

The Choice Between Rulemaking or Adjudication

Another matter of significant importance and interest to the Project has been the issue of
agency adjudication. In addition to rulemaking, it is a fundamental maxim of administrative law
that agencies may control regulated activities and entities through adjudicatory processes.
Regarding the basic issue of an agency’s discretion to choose between rulemaking and
adjudication, the Supreme Court established in SEC v. Cheery Corporation (Cheery 11) that an
agency has the authority to make law through adjudication.* In Cheery II the Court addressed
the SEC’s refusal to approve the reorganization of a utility company on the basis that the
reorganization would violate standards of fairness derived from the SEC’s interpretation of the
governing statute, as company insiders had received from their purchases. Neither the act at issue
nor SEC regulations, however, proscribed such conduct. Nonetheless, the SEC issued a ruling
that established a policy against insider trading. Through this action, the SEC formulated a rule
and applied in the adjudication before it.

While observing that “[t]he function of filling in the interstices of the Act should be
performed, as much as possible, through the quasi-legislative promulgation of rules to be applied
in the future,” the Court held that “the choice made between proceeding by general rule or by
individual, ad hoc litigation is one that lies primarily in the informed discretion of the
administrative agency.”*" In a prior decision in Securities and Exchange Commission v. Cheery
{*“Cheery I”), the Court had ruled that “before transactions otherwise legal can be outlawed or
denied their usual business consequences, they must fall under the ban of some standards of
conduct proscribed by an agency of government authorized to prescribe such standards.” The
holding in Cheery I/ established that this language did not required an agency, in instances
where the standard is unclear, to develop a general rule prior to proceeding through individual
adjudications. The Court emphasized in Cheery II that “[t]he absence of a general rule or
regulation governing management trading during reorganization did not aftect the Commission's
duties in relation to the particular proposal before it.”

Justice Jackson dissented from the holding in Cheery I/, arguing that the SEC should have
been required to give notice of the agency’s position before its application, namely by requiring
the agency to first promulgate a “rule” of general applicability. In particular, Justice Jackson
voiced concern with the notion that an agency should be allowed to establish binding standards
via adjudication under any circumstances, noting that “[e[ven if the Commission had, as the
Court says, utilized this case to announce a new legal standard of conduct, there would be
hurdles to be cleared . .. .” In essence, Justice Jackson’s dissent forwards the position that
agency adjudication is inherently unfair to the extent that the legal rights of an affected party can
be impacted concordant with a decision explicitly prohibiting the conduct at issue for the first
time.

Despite Justice Jackson’s concerns, the Supreme Court has repeatedly upheld the general
maxims of Cheery /1, establishing that agencies have broad authority in choosing whether to
develop agency law through rulemaking or adjudication. As the setting of policy through

332 U.S. 194 (1947).
. at 202-03.
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rulemaking became increasingly entrenched within agencies, however, the focus of argument
shifted to the assertion that the formulation of general rules of policy through adjudication
effectively and improperly circumvented the notice and comment provisions of the APA. The
Supreme Court rejected this argument in NLRB v. Bell Aerospace Co., stating that:

[TThe Board is not precluded from announcing new principles in an adjudicative
proceeding. . the choice between rulemaking and adjudication lies in the first
instance within the Board’s discretion. Although there may be situations where
the Board’s reliance on adjudication would amount to an abuse of discretion or
violation of the Act, nothing in the present case would justify such a
conclusion.*®

This dichotomy effectively allows agency adjudicators to exert policy-making authority
through a quasi-judicial proceeding, as opposed to the quasi-legislative nature of the procedures
that govern notice and comment rulemaking. This dynamic has given rise to the question of
whether it is appropriate for agencies to establish binding policy through adjudication when such
action could be effected through notice and comment rulemaking. ACUS, as a reconstituted
entity, would be in a unique position to analyze the impact of agency determinations to regulate
through adjudication and rulemaking, with the aim of formulating a recommendation as to
whether the APA should be amended to explicitly address issues adhering to agency
adjudication.

In addition to issues regarding the equity of proceeding with adjudication or rulemaking in a
given instance from a public policy perspective, there are also significant practical factors that
may inform agency determinations in this context. A majority of commentators on the issue have
posited that rulemaking carries significant benefits over adjudication. In particular, it has been
asserted that rulemaking is superior to the degree that it allows agencies to manage the scope and
logistical aspects of a proceeding, giving the agency greater control over its agenda and enabling
it to formulate a regulatory strategy that is not subject to the procedural and substantive
limitations of the adjudicatory process.*® Relatedly, rulemaking is seen as more efficient in that
it enables agencies to promulgate rules with broad, prospectively binding legal effect, whereas
orders and decisions reached via adjudication are merely of precedential value in subsequent
proceedings.*

Conversely, adjudication may be viewed as superior in light of other practical
considerations. Specifically, the increased complexity of the notice and comment rulemaking
process may be avoided through the use of adjudication. This factor may be especially
significant in contexts that are particularly suited to adjudication, as may be the case with
discrete or highly specialized regulatory regimes, given that agencies may be able to give effect
to the underlying aims of a statute more efficiently through adjudication than through
compliance with the myriad clearance and review requirements imposed on notice and comment

%2416 U.8. 267, 294 (1974),

*3See Richard K. Berg, Re-examining Policy Procedures: The Choise Between Rulemaking and
Adjudication, 38 Admin. L. Rev. 149, 163 (1986).

4d at 163-64.
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rulemaking ** Likewise, modifications may be made more easily through adjudication. While a
specific rule may lose its utility over time, the typically generalized and broad nature of the
authorities delegated to an agency by Congress will usually ensure the vitality of the overall
statutory regime. Accordingly, given that modifications of repeals of rules through notice and
comment rulemaking may be a cumbersome and contested issue, policy change through
adjudication may be more efficient and flexible * Relatedly, standard setting through
adjudication may allow agencies to address significant regulatory issues more precisely, thereby
avoiding the risk that a generally applicable rule will be either over or under-inclusive.*’

As the factors identified above indicate, there is a significant interplay between rulemaking
and adjudication under the APA, and an agency’s choice of which of these regulatory vehicles to
employ centers on a myriad of equitable and practical considerations that can be of enormous
significance to both the agency and those entities affected by agency regulatory efforts.
Accordingly, there is a substantial likelihood that a sustained analysis of the multitude of factors
that adhere in this context by a reconstituted ACUS would have a salutary effect on the fairmess
and efficiency of agency regulation.

Evidentiary Standards in Informal Adjudication

The Supreme Court has established a presumption of informality for rulemaking
proceedings, but has not specifically addressed the issue in the context of agency adjudication.*®
The APA establishes formal and explicit procedural requirements only for those adjudications
that are “required by statute to be determined on the record after opportunity for an agency
hearing.”*® This provision effectively establishes that the APA’s adjudication procedures are
mandatory only in those instances when an agency is directed by the terms of a separate statute
to conduct an evidentiary hearing in the adjudication of cases.

The federal courts have devised three separate approaches to assess whether an agency that
is engaged in adjudication is required to use the formal procedures delineated in the APA. In
Seacoast Anti-Pollution Leaguie v. Castle, the First Circuit held that the APA’s formal
adjudication provisions were applicable in any instance when a federal adjudicator is required by
statute to hold a “hearing.”*™ The court in Seacoast explained that the statute at issue need not
specifically require a hearing to be held “on the record” or “in compliance with” the formal
adjudication provisions of the APA. Instead, under the Seacoast standard, the simple imposition
of a statutory hearing requirement is sufficient to trigger these formal provisions.”™ Conversely,
in City of West Chicago v. Nuclear Regulatory Commission, the Seventh Circuit held that unless
clearly indicated by Congress, an agency is free to employ informal adjudication at its

*3See B. Donald Elliot, Re-Inventing Rulemaking, 41 Duke L.J. 1490 (1992).

*%See Jeffrey S. Lubbers, A Guide to Federal Agency Rulemaking 143 (American Bar Ass’n,
4% ed. 2006).

*71d. at 144.

*®peter L. Strauss ef al., Gellhorn & Byse’s Administrative Law 333 (10" ed. 2003).
95 1..C. § 554(a) (2000),

572 F.2d 872 (1 Cir. 1978).

id at 874-78.
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discretion.”” Under this approach, the simple inclusion of a requirement for a hearing in a statute

will not mandate the use of the formal adjudication provisions of the APA; rather, the text of the
statute or the legislative history accompanying the enactment must make it clear that Congress
intended for the agency to use such formal procedures.”™ Finally, the District of Columbia
Circuit has held that the issue of whether a statute requires compliance with the APA’s formal
adjudication provisions must be resolved pursuant to the Chevron standard. Specifically, in
Chemical Waste Management, Inc. v. IiPA, the court, upon determining that it was unable to
ascertain sufficiently whether a statute requiring the EPA to hold “public hearings” indicated a
clear Congressional intent that formal procedures were to be followed, declared that it would
defer to the EPA’s position that the statute allowed “informal hearing procedures.”™ Thus,
under the Chemical Waste standard, an agency is free to devise its own procedures in
adjudicating cases absent a clear statutory indication that the APA’s formal provisions apply.*”

This split in authority, coupled with the related result and effect that the vast majority of
agency adjudications are not subject to the formal procedural protections of the APA, has been
the source of significant academic consideration. The American Bar Association (ABA) has been
particularly active in addressing this issue. In 2000, the ABA House of Delegates issued
Resolution 113, recommending both that Congress should explicitly address whether formal or
informal adjudication was required when enacting new law, and that, in instances where new
legislation does not explicitly address the issue, a presumption should rest in favor of the
application of the APA’s formal adjudication requirements.”” While the first aspect of this
resolution would provide legal clarity at a low cost to the legislative resources of Congress, the
utility of the latter recommendation is less clear. Although it has been argued that such an
approach would give effect to the original intent of the APA, it has also been asserted that the
blanket imposition of formal procedural requirements would be excessively doctrinal and
formalistic to the detriment of agency efficiency and flexibility >

The ABA’s Section on Administrative Law and Practice has engaged in further study of this
issue, culminating in the submission of a revived proposal to the ABA House of Delegates that
was approved on February 14, 2005.7 While retaining the aforementioned recommendations,
the 2005 proposal specifically addressed informal adjudication, advocating that certain formal
procedural protections should be extended to informal proceedings, such as the provision of an
impartial decisionmaker, a requirement for the issuance of a written or oral decision of findings,
and a prohibition on ex parte contacts.”™

701 F.2d 632 (7" Cir. 1983).

BId at 641,

$1873 F.2d 1477, 1480-82 (D.C. Cir. 1989).
BId. at 1482,

*See Gary I. Edles, An APA Defuult Presumption For Administrative Hearings: Some
Thoughts on “Ossifying” the Adjudication Process, 535 Admin. L. Rev. 787, 788 (2003).

T
*"See Daily Journal, ABA House of Delegates, 2005 Midyear Meeting (Feb. 14, 2005).

“See Michael Asimov, The Spreading Umbrella: Extending the APA’s Adjudication
Provisions to All Evidentiary Hearings Required by Statute, 56 Admin. L. Rev. 1003 (2004).
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Areas for Additional Research

e s there a need to reassess the role of ALJs and how they are selected and
evaluated? Should regulatory ALJs be treated differently from benefits ALJs?

o Should the notion of a centralized ALJ corps be revisited?
o s there a need to examine and review the role of non-ALJ hearing officers?

¢ Should the split-enforcement model of agency adjudication (e.g.,
OSHA-OSHRC) be used more often?

o Should the APA contain a provision regarding informal adjudication?

¢ Should the APA’s adjudication provisions be extended to all evidentiary
hearings required by statute?
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ADMINISTRATIVE LAW, PROCESS AND PROCE-
DURE PROJECT FOR THE 21ST CENTURY

TUESDAY, NOVEMBER 14, 2006

HOUSE OF REPRESENTATIVES,
SUBCOMMITTEE ON COMMERCIAL
AND ADMINISTRATIVE LAW,
COMMITTEE ON THE JUDICIARY,
Washington, DC.

The Subcommittee met, pursuant to notice, at 3:27 p.m., in Room
2141, Rayburn House Office Building, the Honorable Chris Cannon
(Chairman of the Subcommittee) presiding.

Mr. CANNON. I would like to apologize to the witnesses for the
late start. The votes, and people chatting in the halls, make the
gauntlet from the Capitol here virtually impassable. So I apologize
to you, and I appreciate your patience and look forward to your tes-
timony.

Today’s hearing is a fitting way to bring to a close the 109th
Congress. The Committee on the Judiciary, as one of its very first
items of business for this Congress, authorized the Subcommittee
on Commercial and Administrative Law to undertake a comprehen-
sive study of administrative law, process and procedure on January
26, 2005, as part of the Committee’s oversight plan for the 109th
Congress.

This hearing represents the culmination of that 2-year study
known as the Administrative Law, Process and Procedure Project
for the 21st Century. Over the course of this project, the Sub-
committee conducted six hearings, participated in three symposia,
and sponsored several empirical studies.

Topics examined as part of this project included the adjudicatory
process of agencies; the role of public participation in rulemaking;
the process by which agency rulemaking is reviewed by the Con-
gress, the President, and the Judiciary; and the role of science in
the regulatory process.

From its very inception, this project has been a thoroughly bipar-
tisan and nonpartisan undertaking. To that end, I want to thank
the Subcommittee Ranking Member, Mr. Watt for his active and
unwavering support throughout this undertaking, and point out
that I look forward to working with him in whichever chairman-
ship he assumes in the next Congress.

It is also important to remember that this project was inspired
and initiated by the House Judiciary Chairman, Jim Sensen-
brenner. The project is a testament to the Chairman’s deep and
long-standing commitment to improving the law and procedure in
general, and, in particular, to improving the administrative and

1)
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rulemaking process. Accordingly, we thank the Chairman for his
insight and leadership in allowing the Subcommittee to spearhead
this endeavor.

It is also appropriate at this time to extend our sincere thanks
to the Congressional Research Service and its director, Dan
Mulhollan, for devoting so many critical resources—physical, finan-
cial, and human—to this project.

The three witnesses who appear today on behalf of CRS, namely,
Mort Rosenberg, Curtis Copeland and T.J. Halstead, deserve much
of the credit for playing such a major role in guiding the project
and ensuring its success.

It is my sincere hope that the findings and recommendations of
the project’s report, which will be issued later this month, will not
just sit on the proverbial shelf to gather dust. Rather, it should be-
come a valuable legacy for the next Congress.

Let me cite just one example. One of the most important legacies
of the project is that it underscored the absolute and urgent need
to have a permanent, neutral, nonpartisan think tank that can dis-
passionately examine administrative law and process and that can
make credible recommendations for reform. Clearly, I am referring
to the need to reactivate the Administrative Conference of the
United States. Although reauthorized in the 108th Congress with
overwhelming bipartisan support, the Conference remains to be
funded.

The extremely nominal investment to fund ACUS would redound
in billions of savings in taxpayer dollars. Accordingly, I encourage
our Subcommittee Members on both sides of the aisle to continue
to pursue this very worthy cause in the waning days of this Con-
gress, and, if that fails, in the next Congress.

[The prepared statement of Mr. Cannon follows:]

PREPARED STATEMENT OF THE HONORABLE CHRIS CANNON, A REPRESENTATIVE IN
CONGRESS FROM THE STATE OF UTAH, AND CHAIRMAN, SUBCOMMITTEE ON COM-
MERCIAL AND ADMINISTRATIVE LAW

Today’s hearing is a fitting way to bring to a close the 109th Congress. The Com-
mittee on the Judiciary—as one of its very first items of business for this Con-
gress—authorized the Subcommittee on Commercial and Administrative Law to un-
dertake a comprehensive study of administrative law, process and procedure on Jan-
uary 26, 2005 as part of the Committee’s Oversight Plan for the 109th Congress.

This hearing represents the culmination of that two-year study, known as the Ad-
ministrative Law, Process and Procedure Project for the 21st Century. Over the
course of this Project, the Subcommittee conducted six hearings, participated in
three symposia, and sponsored several empirical studies.

Topics examined as part of this Project included the adjudicatory process of agen-
cies; the role of public participation in rulemaking; the process by which agency
rulemaking is reviewed by the Congress, the President, and the judiciary; and the
role of science in the regulatory process.

From its very inception, this Project has been a thoroughly bipartisan and non-
partisan undertaking. To that end, I thank the Subcommittee Ranking Member, Mr.
Watt, for his active and unwavering support throughout this undertaking.

It 1s also important to remember that this Project was inspired and initiated by
House Judiciary Chairman Jim Sensenbrenner. The Project is a testament to the
Chairman’s deep and longstanding commitment to improving the law and procedure
in general, and, in particular, to improving the administrative and rulemaking proc-
ess. Accordingly, we thank the Chairman for his insight and leadership in allowing
the Subcommittee to spearhead this endeavor.

It is also appropriate at this time to extend our sincere thanks to the Congres-
sional Research Service and its Director, Dan Mulhollan, for devoting so many crit-
ical resources—physical, financial, and human—to this Project. The three witnesses
who appear today on behalf of CRS, namely, Mort Rosenberg, Curtis Copeland, and
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T.J. Halstead deserve much of the credit for playing such a major role in guiding
the Project and ensuring its success.

It is my sincere hope that the findings and recommendations of the Project’s re-
port, which will be issued later this month, will not just sit on the proverbial shelf
to gather dust. Rather, it should become a valuable legacy for the next Congress.

Let me cite just one example. One of the most important legacies of the Project
is that it underscored the absolute and urgent need to have a permanent, neutral,
nonpartisan think-tank that can dispassionately examine administrative law and
process and that can make credible recommendations for reform.

Clearly, I am referring to the need to reactivate the Administrative Conference
of the United States. Although reauthorized in the 108th Congress with over-
whelming bipartisan support, the Conference remains to be funded.

The extremely nominal investment to fund ACUS would redound in billions of
savings in taxpayer dollars. Accordingly, I encourage our Subcommittee Members—
on both sides of the aisle—to continue to pursue this very worthy cause in the wan-
ing days of this Congress and, if that fails, in the next Congress.

Mr. CANNON. I now turn to my colleague Mr. Watt, the distin-
guished Ranking Member—soon to be more distinguished—of the
Subcommittee, and ask him if he has any opening remarks.

Mr. WATT. Thank you, Mr. Chairman. I assure you that being a
Chair or a Ranking Member is not, by definition, more distin-
guishing or less distinguishing.

Mr. CANNON. I agree with the gentleman. I hope that I don’t lose
much stature in the process. It would be hard for you to gain more
stature because youre a person of great accomplishments and dis-
tinction already.

Mr. WATT. It does feel good.

Mr. CANNON. Now let’s not rub it in, okay?

Mr. WATT. I will just, if it is all right, Mr. Chairman, ask unani-
mous consent to revise and extend my remarks and submit a state-
ment for the record, and will make a very brief comment about this
hearing because I think it is important for us to do the follow-up.
And hopefully whoever is in charge of this Subcommittee and Com-
mittee next term of Congress will not allow this to go unnoticed,
and the package of recommendations will be implemented.

We are in thorough need of reform in Government agencies and
the administrative procedures since we haven’t had a major reform
in over a decade, when we had the National Performance Review
and the second Clinton/Gore term began to focus on some of these
issues, so I think this is important. The Chair has put it at the top
of his agenda, and I hope some Chair will put it at the top of their
agenda in the next term of Congress if nothing is done this year.

That having been said, Mr. Chairman, I would ordinarily yield
back, but if this is to be the last meeting of our Subcommittee in
this term of Congress, I think I would be remiss not to express my
gratitude to you and my high admiration for the manner in which
you have conducted this Subcommittee and consulted with me as
the Ranking Member. It’s the kind of consultation that I think is
important, and that the American people are saying they desire to
have Republicans and Democrats have. And from my part, you can
be assured wherever I am, as a Chair, it will be my intention to
exercise the same kind of consultation as we go forward, either on
this Subcommittee or on whatever Subcommittee I'm on, on Judici-
ary or Financial Services, which I may also be eligible for a Sub-
committee on.



198

4

So you’ve set a good model for us and set a high standard for bi-
partisanship and consultation and respect and friendship, and I
just publicly want to express my thanks to you for that.

And with that, I'll yield back the balance of my time.

Mr. CANNON. I want to thank the gentleman for those kind re-
marks. I can’t imagine any kinder thing being said about me, ex-
cept possibly that I'm a good father, but you don’t know my family,
so that’s beyond your purview. But thank you very much for those
kind comments.

And I would just point out that America has evolved, it’s grown
in the last 10 or 12 or 15 years, and I think the next Congress is
going to be an opportunity to focus on what America needs and not
in a partisan fashion. There are many, many issues that are truly
nonpartisan that are important, and I look forward to working with
the gentleman on many of those issues.

Without objection, the gentleman’s entire statement will be
placed in the record. Hearing no objection, so ordered.

[The information referred to was not available.]

Mr. CANNON. I ask unanimous consent to include a letter from
the American Bar Association in the prehearing record. Hearing no
objection, so ordered.

[The information referred to can be found in the Appendix.]

Mr. CANNON. Without objection, all Members may place their
opening statements in the record at this point. Hearing no objec-
tion, so ordered.

Without objection, the Chair will be authorized to declare re-
cesses of the hearing at any point. Hearing no objection, so ordered.

I ask unanimous consent that the Members have 5 legislative
days to submit written statements from the conclusion of today’s
hearing record. Hearing no objection, so ordered.

_ I am now pleased to introduce today’s witnesses for today’s hear-
ing.

Our first witness is Mort Rosenberg, a specialist in American
public law in the American Law Division at the CRS. In all matters
dealing with administrative law, Mort has been the Judiciary Com-
mittee’s right hand. For more than 25 years he’s been associated
with CRS. Prior to his service at that office, he was chief counsel
at the House Select Committee on Professional Sports, among other
public service positions he’s held. In addition to these endeavors,
Mort has written extensively on the subject of administrative law.
He obtained his undergraduate degree from New York University
and his law degree from Harvard Law School, and he has been a
remarkable help us to through this process, and I want to thank
you for that, Mr. Rosenberg.

Our second witness is Dr. Curtis Copeland, a specialist in Amer-
ican Government at CRS. Dr. Copeland’s expertise, appropriately
relevant to today’s hearing, is Federal rulemaking and regulatory
policy. In addition to this area of expertise, Dr. Copeland also
heads the Government and Finance Divisions, Executive and Judi-
ciary Section at CRS, which covers issues ranging from Federal fi-
nancial management to the appointment of Supreme Court Jus-
tices. Prior to joining CRS, he held a variety of positions at the
Government Accountability Office over a 23-year period. Dr.
Copeland received his Ph.D. From the University of North Texas.
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Our final witness is T.J. Halstead, a legislative attorney in the
American Law Division of CRS, and in this capacity is one of CRS’s
primary analysts on administrative law and separation of powers
issues. Before joining CRS in 1998, Mr. Halstead received both his
undergraduate and law degrees from the University of Kansas.

We understand and appreciate that as CRS staff, your testimony
will be confined to technical, professional and nonadvocative as-
pects of the hearing subject matter pursuant to congressional
guidelines on objectivity and nonpartisanship.

I extend to each of you my warm regards and appreciation for
your willingness to participate in today’s hearing.

In light of the fact that your written statements will be included
in the hearing record, I request that you limit your oral remarks
to 5 minutes. Accordingly, please feel free to summarize or high-
light the salient points of your testimony.

You will note that we have a lighting system that starts with a
green light. After 4 minutes it turns to a yellow light, and then at
5 minutes it turns to a red light. It is my habit to tap the gavel
or a pencil at 5 minutes. We would appreciate it if you would finish
up your thoughts within that time frame. We don’t want to cut peo-
ple off, and certainly not in the middle of your thinking, so it’s not
a hard red light or a hard termination.

After you've presented your remarks, the Subcommittee Mem-
bers, in the order they arrive, will be permitted to ask questions
of the witnesses subject to the 5-minute limit. I suspect that won’t
be a real long event.

Let me just say we welcome Mr. Chabot, who has joined us here
on this end.

Ihwould ask the witnesses to rise and raise your hand to take the
oath.

[Witnesses sworn.]

Mr. CANNON. The record should reflect that all the witnesses an-
swered in the affirmative.

Mr. Rosenberg, would you now proceed with your testimony.

TESTIMONY OF MORTON ROSENBERG, ESQ., SPECIALIST IN
AMERICAN PUBLIC LAW, CONGRESSIONAL RESEARCH SERV-
ICE, WASHINGTON, DC

Mr. ROSENBERG. Thank you, Mr. Chairman. Thank you, Mr.
Watt. I just want to reiterate that I am honored not only to appear
before you again, but also for giving me the opportunity to do the
kind of work we’ve been doing for the last 2 years. It’s been an edu-
cation for me, and it’s been a fruitful endeavor to put together, you
know, symposia, be at these hearings, and to generally support the
work of this Committee in identifying emerging issues.

Today, my CRS colleagues Curtis Copeland and T.J. Halstead
and I will try to brief you on the status of the Process and Proce-
dure Project and what might be done in the future. My testimony
will focus on the potential significance of the reactivation of ACUS,
and one of the seven elements of the project, the Congressional Re-
vie\g Act. Curtis and T.J. Will discuss the other six elements of the
study.

With respect to ACUS, I've always thought that in this part of
the project there was, you know—of course it’s important for it to
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be the reactivation that occurred in 2000—the reauthorization that
occurred in 2004 was important, and that the funding and ultimate
reactivation of ACUS was not important at that moment. But at
some particular point—and our experience with our studies under-
lines the fact that there is a need for an organization like ACUS,
which provided nonpartisan, nonbiased, comprehensive, practical
and cost-effective assessments and guidance on a wide range of
agency processes, procedures and practices, a history that has been
well documented before this Committee.

What struck me as important was one of the study projects that
we commissioned, the one which Professor West conducted with re-
gard to participation in the—public participation in the prenotice
and comment period. His excellent study was, you know, hindered
a great deal by the fact that, as his testimony before this Com-
mittee revealed, that his entree to the Committee, to the agencies
that he was attempting to get information and to do his assess-
ments was met with recalcitrance and suspicion. Generally, the
best information that he got was through informal interviews that
were in, you know, deep, you know, background from knowledge-
able officials of these agencies.

That was not true during the heyday of the Administrative Con-
ference. Its reputation of credibility, of nonpartisanship, and exper-
tise opened doors when an ACUS-sponsored researcher came to the
door because there was a certain amount of self-interest involved.
The reputation of ACUS as an entity that would provide expert
guidance redounded, and the kinds of studies and suggestions for
the agencies to—you know, to change their practices or to under-
take new ways of decisionmaking redounded to their benefit so that
there was a self-interest involved in having an ACUS study that
could help that agency. So that reactivation, you know, that could
be looked to as an extraordinarily important aspect to it.

I also enjoyed very much the empirical—the symposia that we
conducted, as well as the—one of the more symposia—at least, and
most interesting was the science and rulemaking symposium, from
which, after questioning some of the members of the panel on advi-
sory bodies, we discovered that nobody knew how many science ad-
visory bodies were out there. Nobody knew what the selection proc-
ess was—these were among experts in this field—and as a result
of that revelation in itself—and the panels at that science symposia
were quite excellent—we commissioned a study to develop a tax-
onomy of science advisory committees in the Federal Government,
a study that will be completed sometime next June, and we’ll
present it to this Committee, which will tell us, you know, how
many there are, how they’re selected, how they’re vetted, how they
deal with conflicts of interest and various important information
about these advisory committees that will allow Congress to decide
whether any kinds of legislative actions needs more regulating.

The symposium we held on September 11 on Presidential, Con-
gressional and Judicial Control of Rulemaking was also one that I
would recommend to scholars, Congresspeople, everybody to read
the transcript. One of the themes and one of the things that came
across very well was the constitutional dimension of the study, or
parts of the study, that you are engaged in. And I will talk about
that, you know, in a few moments.
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I chaired the panel on the Congressional Review Act, and of
course I've spoken about the Congressional Review Act with you at
one of your hearings. The panel was interesting, revealing, and I'd
like to say a few words about the Congressional Review Act and
where we could go from here.

Congress’ stated objective of setting in place an effective mecha-
nism to keep it informed about the rulemaking activities of Federal
agencies which would allow for expeditious congressional review
and possible nullification of particular rules may not have been
met. That was the clear result of the testimony there and the dis-
cussion. Statistically, to date, over 43,000 rules have been reported
to Congress, including over 630 major rules, and only one, the De-
partment of Labor’s ergonomics standard, was disapproved in 2001.
Many analysts believe that the negation of the ergonomics rule was
a singular event, not likely to be repeated.

Witnesses at your hearing pointed to structural defects in the
mechanism, most commonly the lack of a screening mechanism to
identify rules that warranted review by jurisdictional Committees,
and then expedited consideration process in the House—the lack of
an expedited consideration process in the House that com-
plemented the Senate’s procedures, as well as numerous interpre-
tive difficulties of key statutory provisions that seemed to deter use
of the mechanism.

One witness at the hearing, Todd Gaziano of the Heritage Foun-
dation, while agreeing with the structural critique, suggested that
the law’s presence and the threat of a filing of a joint resolution
of disapproval had had a degree of influence that could not be ig-
nored. He agreed, however, that the framers of the legislation an-
ticipated that the mechanism would provide an incentive for legis-
lators to insist on institutional accountability as a response to criti-
cisms of Congress that it had been delegating vast amounts of law-
making authority to executive agencies without maintaining coun-
tervailing checks on the exercise of that authority.

There was also recognition among the witnesses that the estab-
lishment of a joint Committee that would screen rules, recommend
action to jurisdictional Committees in both Houses could provide
the coordination and information that were necessary to inform the
bodies sufficiently and in a timely manner and nature of such to
take appropriate legislative actions.

The balanced nature of such a joint Committee and its lack of
substantive authority appeared to provide a way to allay political
concerns over turf intrusions. The House Parliamentarian, John B.
Sullivan, agreed that such a joint Committee was a viable con-
struct.

A further question raised at the March hearing, and again at the
panel discussion of the Congressional Review Act in the September
11th symposium, was whether it was necessary to have all the
rules reported and reviewed. It was suggested that only major
rules need be reported, which would save legislative time, and also
money; and that the many rules, the thousands that have come be-
fore Congress, simply aren’t of a stature that needs to be addressed
by a jurisdictional Committee.

There was no consensus, however, among the panelists as to who
or how a major rule would be defined. There was an agreement
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among the panelists that the nonsubstantive advisory joint Com-
mittee would be a politically viable screening mechanism, but not
the same unanimity with respect to an expedited House consider-
ation procedure. Former House Parliamentarian, Charles Johnson,
explained that it was likely that the lack of a parallel House expe-
dited procedure in the CRA was purposeful. He explained that the
House leadership believes that the House is a majoritarian institu-
tion, and that expedited procedures undermines majority rule.

One panelist, Professor Jack Beermann, expressed a view that
making it easier for Congress to overturn an agency rule may come
at a very high political cost. He asks the question, “does Congress
really want to be in the position where it is perceived that every-
thing an agency does is their responsibility, since they’ve taken it
on and reviewed it under this mechanism? Do they want to have
that perception?” He concluded, “I think that this may just increase
the blaming opportunities for Congress.”

Professor Beermann also stated the belief that—similar to that
expressed by Todd Gaziano, that the current CRA has the effect of
forcing the executive to negotiate, which is a satisfactory result, in
his view. I don’t think there is a lot of empirical evidence to sup-
port those comments, but it is a view that’s prevalent out there.

Proponents of the CRA concept, however, argue that it reflects a
congressional recognition of the need to enhance its own political
accountability, and thereby strengthening the perception of legit-
imacy and competence of the administrative rulemaking process.

It is also said to rest on an understanding that broad delegations
of rulemaking authority to agencies are necessary and appropriate,
and will continue for the indefinite future. The Supreme Court’s
most recent rejection in 2001 in the Whitman case of an impending
revival of the so-called nondelegation doctrine is impetus for Con-
gress to consider several facets and ambiguities of the current
mechanism.

Absent congressional review, it is argued, current instances of
avoidance in notice and comment, rulemaking, lack of full reporting
of covered rules to be submitted under the CRA, and increasing
Presidential control over the rulemaking process will likely con-
tinue. Professor Paul Verkuil, who was on the CRA panel, was a
particularly strong voice for this view at the symposium.

Let me conclude by observing that much of the Administrative
Law Project has an important constitutional dimension, raising the
crucial question of where ultimate control of agency decisionmaking
authority lies in our constitutional scheme of separated, but bal-
anced powers. The tension and conflicts of this scheme were well
brought forth and voiced in CRS’s symposium on Presidential, Con-
gressional and Judicial Control of Rulemaking.

There can be little doubt as to Congress’ authority to make the
determinative decisions with respect to the wisdom of any par-
ticular agency rulemaking, and to prescribe the manner in which
congressional review will be conducted. Whether or not to do so is
a political decision, a hard one with many practical consequences.

I thank you, and I'll welcome questions.

Mr. CANNON. Thank you, Mr. Rosenberg.

[The prepared statement of Mr. Rosenberg follows:]
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Mr. Chairman and Members of the Subcommittee

T am honored to appear before you again to present another progress report on CRS’s
efforts with respect to the unique and important study project initiated by the leadership of
the House Judiciary Committee and your Subcommittee. You were concerned thatin thelast
decade, a period coincident with the absence of the Administrative Conference of the United
States, many new issues of administrative law, process, and procedure had emerged that had
not been properly addressed or perhaps even identified. Today my CRS colleagues, Curtis
Copeland and T.J. Halstead, and I will brief you on the status of the study project and what
might be done in the future. My testimony will focus on the potential significance of the
reactivation of ACUS and on one of the seven elements of the project, the Congressional
Review Act. Curtis and T.J. will briefly discuss the other six elements of the study. Let me
start with some background.

The Administrative Law, Process, and Procedure Project (Project) has been a bi-
partisan undertaking of the House Judiciary Committee, overseen and conducted by its
Subcommittee on Commercial and Administrative Law. Tt has had two principal goals: to
reauthorize and to substantiate the need to reactivate the Administrative Conference of the
United States (ACUS), and, simultaneously, to set in motion a study process that would
identify the important issues of administrative law, process, and procedure that have
emerged in the eleven year hiatus since its demise that would serve as a basis for either
immediate legislative consideration and action by the Committee or as the initial agenda for
further studies by a reactivated ACUS

Initial success was achieved by the Committee with respect to the first effort with the
enactment of the Federal Regulatory Improvement Act of 2004, Pub. L. 108-401, on October
4, 2004, reauthorizing ACUS. But, as of this date, funding legislation has not been passed

Action to accomplish the second goal was initiated by the Committee’s adoption of an
oversight plan for the 109™ Congress which made a study of emergent administrative law an
process issues a priority oversight agenda item for the Subcommittee on Commercial and
Administrative Law. The oversight plan identified seven general areas for study: (1) public
participation in the rulemaking process; (2) congressional review of agency rulemaking; (3)
presidential review of agency rulemaking; (4) judicial review of agency rulemaking; (5) the
agency adjudicatory process; (6) the utility of regulatory analyses and accountability
requirements; and (7) the role of science in the regulatory process. The Subcommittee, in
turn, tasked the Congressional Research Service (CRS) with coordinating the research effort

ACUS

In previous testimony I have suggested that ACUS being in operation was not essential,
at least initially, to the success of the Committee's Project. Itis anticipated that many of the
results of the studies and symposia will be directly useful in supplying the basis for
necessary legislative action. Other results should be available to affected agencies and may
inform or influence action to remedy administrative process shortcomings. In the view of
many, however, the value in the long term of an operational ACUS for a fairer, more
effective, and more efficient administrative process is inestimable, but sure, and is evidenced
by the strongly supported congressional reauthorization in 2004. As you are aware, CRS
does not take a position on any legislative options, and it is not my intent to espouse such
a position on behalf of CRS. Tt may be useful, however, for this public record to re-state the
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rationale that appears to have been successtul in supporting the passage of the ACUS
reauthorization measure.

ACUS’ past accomplishments in providing non-partisan, non-biased, comprehensive,
and practical assessments and guidance with respect to a wide range of agency processes,
procedures, and practices is well documented.” During the hearings considering ACUS’
reauthorization, C. Boyden Gray, a former White House Counsel in the George H.W. Bush
Administration, testified before your Subcommittee in support of the reauthorization of
ACUS, stating: “Through the years, the Conference was a valuable resource providing
information on the efficiency, adequacy and fairness of the administrative procedures used
by administrative agencies in carrying out their programs. This was a continuing
responsibility and a continuing need, a need that has not ceased to exist.” > Further evidence
of the widespread respect of, and support for, ACUS’ continued work at the hearings was
presented by Supreme Court Justices Antonin Scalia and Stephen Breyer. Justice Scalia
stated that ACUS “was a proved and effective means of opening up the process of
government to needed improvement,” and Justice Breyer characterized ACUS as “a unique
organization, carrying out work that is important and beneficial to the average American, at
alow cost.”* Examples of the accomplishments for which ACUS has been credited range
from the simple and practical, such as the publication of time saving resource material, to
analyses of complex issues of administrative process and the spurring of legislative reform
in those areas.!

During the period of its existence Congress gave ACUS facilitative statutory
responsibilities for implementing, among others, the Civil Penalty Assessment
Demonstration Program; the Equal Access to Justice Act; the Congressional Accountability
Act; the Magnuson-Moss Warranty-Federal Trade Commission Improvement Act; provision
of administrative law assistance to foreign countries; the Government in the Sunshine Act
of 1976; the Railroad Revitalization and Regulatory Reform Act of 1976; the Administrative
Dispute Resolution Act; and the Negotiated Rulemaking Act.

Inaddition, ACUS produced numerous reports and recommendations that may be seen
as directly or indirectly related to issues pertinent to current national security, civil liberties,
information security, organizational, personnel, and contracting issues that often had
government-wide scope and significance.

! Sce e.g., Gary J. Edlcs, The Continuing Need for An Administrative Conference, 30 Adm. L. Rev.
101 (1998); Toni M. Fine, A Legislative Analysis of the Demise of ACUS, 30 Ariz. St. L.J. 19
(1998); Jeffrey Lubbers, “Tf Tt Didn’t Exist, It Would Have to Be Tnvented."Reviving the
Administrative Conference, 30 Ariz. St. L.J. 147 (1998): Paul R. Verkuil, Speculating About the
Next Administrative Conference: Connecting Public Management to the Legal Process, 30 Ariz. St.
L.J. 187 (1998).

2C. Bovden Gray, Testimony Before the U.S. House of Representatives, Committee on the Judiciary,
ub i on C 1 and Administrative Law, Hearing on the Reauthorization of the
Administrative Conference of the United States, 108" Cong,, 2d Sess. (Junc 24, 2004).

*Hearing on the Reauthorization of the Administrative Conference of the United States, 108" Cong.,
2d Sess. (May 20, 2004).

* Fine. supra, note 1 at 46. See also Gary J. Edles, The Continuing Need for an Administrative
Conference, 50 Admin. L. Rev. 101, 117 (1998); Jeffrey Lubbers, Reviving the Administrative
Conference of the United States, 51 Dec. Fed. Law 26 (2004)
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ACUS evolved a structure to develop objective, non-partisan analyses and advice, and
a meticulous vetting process, which gave its recommendations credence. Membership
included senior (often career) management agency officials, professional agency staff,
representatives of diverse perspectives of the private sector who dealt frequently with
agencies, leaders of public interest organizations, highly regarded scholars from a variety of
disciplines, and respected jurists. Although in the past the Conference’s predominant focus
was on legal issues in the administrative process, which was reflected in the high number
of administrative law practitioners and scholars, membership qualification has never been
static and need not be. Hearing witnesses and commentators on the revival of ACUS have
strongly suggested that the contemporary problems facing a new ACUS will include
management as well as legal issues. The Committee can help assure that ACUS’s roster of
experts will include members with both legal backgrounds and those with management,
public administration, political science, dispute resolution, and law and economics
backgrounds. It could also encourage that state interests be included in the entity’s
membership.

All observers, both before and after the demise of ACUS in 1995, have acknowledged
that the Conference was a cost-effective operation. In its last year, it received an
appropriation of $1.8 million, But all have agreed that it was an entity that throughout its
existence paid for itself many times over through cost-saving recommended administrative
innovations, legislation and publications. At the heart of this cost saving success was the
ability of ACUS to attract outside experts in the private sector to provide hundreds of hours
of volunteer work without cost and the most prestigious academics for the most modest
stipends. The Conference was able to “leverage” its small appropriation to atiract
considerable in-kind contributions for its projects. In turn, the resulting recommendations
from those studies and staff studies often resulted in huge monetary savings for agencies,
private parties, and practitioners. Some examples include: In 1994, the FDIC estimated that
its pilot mediation program, modeled after an ACUS recommendation, had already saved it
$9 million. In 1996, the Labor Department, using mediation techniques suggested by the
Conference to resolve labor and workplace standard disputes, estimated a reduction in time
spent resolving cases of 7 to |1 percent. The President of the American Arbitration
Association testified that ACUS’s encouragement of administrative dispute resolution had
saved “millions of dollars” that would otherwise have been spent for litigation costs
ACUS’s reputation for the effectiveness and the quality of its work product resulted in
contributions in excess of $320,000 from private foundations, corporations, law firms, and
law schools over the four-year period prior toits defunding. Finally, in his testimony before
the Subcommittee Justice Scalia commented, when asked about the cost-effectiveness of the
Conference, that it was difficult to quantify in monetary terms the benefits of providing fair,
effective, and efficient administrative justice processes and procedures

I would note that ACUS” established credibility and non-partisan reputation opened
doors at federal agencies and allowed access to ACUS-sponsored research to internal
operational information that normally would not have been been available otherwise.
Professor William West testified before this Subcommittee of the reluctance of most
agencies to provide him with information vital to his study on public participation at the
development stage of a rulemaking proceeding. His requests for information were often met
with reluctance and suspicion and his most valuable contacts with knowledgeable officials
were on deep background. This was not the usual ACUS experience where agency
cooperation was generally the rule ACUS researchers were often welcomed because the
results of their studies redounded to the benefit of the agency
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Reactivation of ACUS to make it operational would come at an opportune time. Let
me provide some examples that respond to the Committee’s interests. As I have indicated
to you in past testimony and written memoranda, the Departments of Homeland Security’s
(DHS) response to Hurricane Katrina and its continuing efforts to stabilize and adjust its
organizational units to achieve optimum efficiency and responsiveness in planning for and
successfully dealing with terrorist or natural disaster incidents have been and are continuing
to receive considerable congressional attention and criticism. Both these issues, and the role
ACUS might play in resolving them, appear closely related.

The Katrina catastrophe, for example, raised a number of questions as to the
organization, authority and decisionmaking capability of DHS’ Federal Emergency
Management Agency (FEMA). Previously an independent, cabinet-level agency reporting
directly to the President, FEMA was made a subordinate agency in the creation of DHS and
saw some of its authority withdrawn and placed elsewhere and its funding reduced.
Suggestions were made that these and other administrative operating deficiencies contributed
to ineffective planning and responses that included communications break-downs among
Federal, State and local officials, available resources not being used, and official actions
taken too late or not taken at all, among others.® Tt was also suggested that FEMA revert to
its previous independent status outside of DHS. In October 2006 Congress acted by
“reassembling” FEMA as a “distinct” entity within DHS. A reactivated and operational
ACUS could be tasked with reviewing, assessing and making recommendations with respect
t0 FEMA’s new role, how it should play that role, and the authorities it needs to fulfill that
role, as well as assessing the need for more comprehensive authority for such emergency
situations,

The terrorist attacks of September 11, 2001, have had and will continue to have a
profound effect on governmental processes. One of the initial responses to the 9/11 attacks
‘was the creation in November 2002 of the Department of Homeland Security (DHS), a
consolidation of all or parts of 22 existing agencies. Each of'the agencies transferred to DHS
had its own special organizational rules and rules of practice and procedure. Additionally,
many of the agencies transferred have a number of different types of adjudicative
responsibilities. These include such diverse entities as the Coast Guard and APHIS which
conduct formal-on-the record adjudications and have need for ALJs; and formal rules of
practice; the Transportation Security Administration and the Customs Service, which have
a large number of adjudications but do not use ALJs; and the transferred Immigration and
Naturalization Service units which also perform discrete adjudicatory functions. The statute
is silent as to whether, and to what extent, these adjudicatory programs should be combined
and careful decisions about staffing and procedures are still required. Similarly, all the
agencies transferred have their own statutory and administrative requirements for rulemaking
that likely will have to be integrated. Also, the legislation gives broad authority to establish
flexible personnel policies. Further, provisions of the DHS Act eliminated the public’s right
of access under the Freedom of Information Act and other information access laws to
“critical infrastructure information” voluntarily submitted to DHS. The process of
integration and implementation of the various parts of the legislation goes on and is likely
toneed administrative fine tuning for some time to come. Again, a reactivated ACUS could
have a clear role to play here

*See, e.g.. Susan B. Glassner and Michael Grunwald, Hurricane Katrina- What Went Wrong, Wash
Post.. Sept. 11,2005, A1, A6-AS.
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The recommendations of the 9/11 Commission with respect to reforms and
restructuring of the intelligence community were recognized by the Commission as having
the potential of profoundly affecting government openness and accountability. It noted

Many of our recommendations call for the government to increase its
presence in our lives— for example, by creating standards for the
issuance of forms of identification, by better securing our borders, by
sharing information gathered by many different agencies. We also
recommend the consolidation of authority over the now far-flung
entities constituting the intelligence community. The Patriot Act
vests substantial powers in our federal government. We have seen
the government use the immigration laws as a tool in its counter-
terrorism effort. Even without changes we recommend, the American
public has vested enormous authority in the U.S. government

Atour first public hearing on March 31, 2003, we noted the need
forbalance as our government responds to the real and ongoing threat
of terrorist attacks. The terrorists have used our open society against
us. In wartime, government calls for greater powers, and then the
need for those powers recedes after the war ends. This struggle will
goon. Therefore, while protecting our homeland, Americans should
be mindful of threats to vital personal and civil liberties. This
balancing is no easy task, but we must constantly strive to keep it
right. This shift of power and authority to the government calls for
an enhanced system of checks and balances to protect the precious
liberties that are vital to our way of life

A reactivated ACUS could be utilized to facilitate the process of implementation of the
restructuring and reorganization of the bureaucracy for national security purposes. ACUS
could serve toidentify measures that might slow down the administrative decisional process,
thereby rendering the agency less efficient in securing national security goals, and also to
assist in carefully evaluating and designing security mechani and procedures that can
minimize the number and degree of necessary limitations on public access to information
and public participation in decisionmaking activities that affect the public, and minimize
infringement on civil liberties and the functioning of a free market.

Finally, in addition to the impact of 9/11, the decade long period since ACUS’s demise
has seen significant changes in governmental policy focus and emphasis in social and
economic regulatory matters, as well as innovations in technology and science, that appear
to require a fresh look at old process issues. For example, the exploding use of the Internet
and other forms of electronic communications presents extraordinary opportunities for
increasing government information available to citizens and, in turn, citizen participation in
governmental decisionmaking through e-rulemaking. A number of recent studies have
suggested that if the procedures used for e-rulemaking are not carefully developed, the
public at large could be effectively disenfranchised rather than having the effect of
enhancing public participation. The issue would appear ripe for ACUS-like guidance
Among other public participation issues that may need study include the peer review
process; early challenges to special provisions for rules that are promulgated after a
November presidential election in which an incumbent administration is turned out and a
new one will take office on January 20 (the so-called “Midnight Rules” problem); and the
continued problem of avoidance by the agencies of notice and comment rulemaking by
means of “non-rule rules.” Control of agency rulemaking by Congress and the President
continues to present important process and legal issues. Questions that might be presented
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for ACUS study could include: Should the Congress establish government-wide regulatory
analyses and regulatory accountability requirements? Should the Congressional Review Act
be revisited to make it more effective? Is there an effective way to review, assess and
modify or rescind “old” rules? Is the time ripe for codification of the process of presidential
review of rulemaking that is now guided by executive order. Finally, recent studies have
raised questions as to the efficacy of judicial review of agency rulemaking. Anecdotal
statistical evidence has shown that appellate courts are overturning challenged agency rules
at rates in excess of 50%. As will be discussed below, CRS has commissioned a study to
determine the accuracy of such claims. Whatever the result of the study, important questions
may be raised:Is it appropriate for Congress to consider statutorily modifying the
“reasonable decisionmaking standard” now prevailing, or to limit judicial preview of
rulemaking by, for example, having all “major” rules come to Congress and be subject to
joint resolutions of approval? These are among a myriad of process, procedure, and
practices issues that could be addressed by a revived ACUS

Hearings

Since 2004, the Subcommittee has held a series of hearings in anticipation of and as
part of the Project. Following its May 20, 2004 oversight hearing on the proposed
reauthorization of ACUS, at which Justices Scalia and Breyer testified, the Subcommittee
conducted a second hearing on ACUS that examined further reasons why there is a need to
reactivate ACUS. On November 1, 2005, the Subcommittee held a hearing on the status of
the Project. In 2006, the Subcommittee held three hearings. The first, in March, 2006,
focused on the Congressional Review Actinlight of the Act’s tenth anniversary. The second
dealt with how the Regulatory Flexibility Act (RFA) has been implemented since its
enactment in 1980 and whether proposed legislation, such as H.R. 682, the Regulatory
Flexibility Improvement Act, would adequately address certain perceived weaknessesin the
RFA. Finally, on July 14, 2006, the Subcommittee held a hearing on the 60" Anniversary
of the passage of the Administrative Procedure Act (APA), addressing the question of
whether the APA is still effective in the 21" century.

Symposia

In addition to conducting hearings, the Subcommittee to date has sponsored three
symposia as part of the project. The first symposium, held on December 5, 2005, “E-
Rulemakinginthe21* Century,” dealt with Federal E-Government initiatives. This program,
chaired by Professor Cary Coglianese, examined the Executive Branch’s efforts to
implement e-rulemaking across the federal government. A particular focus of this program
was the ongoing development of a government-wide Federal Docket Management System
(FDMS). Presentations at the symposium were given by government managers involved in
the development of the FDMS as well as by academic researchers studying e-rulemaking
Representatives from various agencies, including the Office of Management and Budget
(OMB), the U.S. Environmental Protection Agency, and the GAO, discussed the current
progress of e-rulemaking. In addition, academics reported on current and prospective
research endeavors dealing with certain aspects of e-rulemaking. The program offered a
structured dialogue that addressed the challenges and opportunities for implementing e-
rulemaking, the outcomes achieved by e-rulemaking to date, and strategies that could be
used in the future to improve the rulemaking process through application of information
technology.

On May 9, 2006, the Center for the Study of Rulemaking at American University
hosted a day-long conference for the Subcommittee entitled “The Role of Science in the
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Rulemaking.” The four panels —“The Office of Management and Budget’s Recent Initiatives
on Regulatory Science,” “Science and Judicial Review of Rulemaking,” “*Science Advisory
Panels and Rulemaking,” and “Government Agencies’ Science Capabilities” — reflected the
current debate over whether “sound science” has been given sufficient weight in the
development of regulatory standards. As part of that debate, questions have been raised
about the quality of the data that are used in developing proposed and final rules, the use of
peer review panels as part of the process to ensure quality, and the role that risk assessment
can or should play in deciding what to regulate and at what levels.

On September 11, 2006, the Congressional Research Service, on behalf of the
Subcommittee, sponsored a day-long seminar entitled “Presidential, Congressional, and
Judicial Control of Agency Rulemaking,” consisting of four panels of academics,
government officials and private sector public interest groups that addressed “Conflicting
Claims of Congressional and Executive Branch Legal Authority Over Rulemaking,”
“Judicial Review of Rulemaking,” “Congressional Review of Rulemaking,” and
“Presidential Review of Rulemaking: Reagan to Bush I1.”

Empirical Studies

Three empirical studies were initiated by CRS. The first, conducted by Professor
William West of the Bush School of Government and Public Service at Texas A&M
University, studied how agencies develop proposed rules, with a particular emphasis on how
rulemaking initiatives are placed on regulatory agendas; how the rulemaking process is
managed at inter and intra-agency levels; and how public participation and transparency
factor in the pre-notice and comment phase of rule formulation. Professor West presented
his findings and conclusions at your March 30, 2006 hearing.

A second study commissioned by CRS sought to fill the void created by the absence
of an authoritative, systematic empirical analysis of the effects of judicial review of agency
rulemaking by federal appellate courts. Professor Jody Freeman of the Harvard Law School
agreed to conduct the study which will analyze the pertinent rulings of all federal circuit
courts of appeal from 1995 to 2004 to determine the rate at which rules are invalidated in
whole or in part, and the reasons for those invalidations. Professor Freeman’s study is still
on-going.

A third study arose out of a discussion during the panel on the role of science advisory
bodies in agencies at the Science and Rulemaking symposiumwhen it became apparent that
there was no authoritative compilation of how many science advisory committees currently
exist in the agencies, how they were selected, how issues of neutrality and conflicts of
interest were handled, how issues are selected for review, and the impact of advisory body
recommendations on agency decisionmaking. CRS commissioned such a study to be
conducted by Professor Stuart Brettschneider of the Maxwell School of Public
Administration of the Syracuse University. The study is expected to be completed by June,
2007

The Congressional Review Act (CRA)

AsTdetailed in my testimony before this Subcommittee in its March 30, 2006, hearing
on the tenth anniversary of the passage of the CRA, Congress’s objective of setting in place
an effective mechanism to keep it informed about the rulemaking activities of federal
agencies and to allow for expeditious congressional review, and possible nullification of
particular rules, apparently has not been met. Statistically, to date, over 43,000 rules have
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been reported to Congress, including over 630 major rules, and only one, the Department of
Labor’s ergonomics standard, was disapproved in March, 2001. Many analysts believe that
the negation of the ergonomics rule was a singular event, not likely soon to be repeated

Witness at the hearing pointed to structural defects in the mechanism, most prominently the
lack of a screening mechanism to identify rules that warranted review and an expedited
consideration process in the House that complemented the Senate’s procedures, as well as
numerous interpretive uncertainties of key statutory provisions, that served to deter use of
the mechanism.

One witness, Todd Gaziano of the Heritage Foundation, while agreeing with the
structural critique, suggested that the law’s presence, and the threat of the filing of a joint
resolution of disapproval, has had a degree of influence that should not be ignored. He
argeed, however, that the framers of the legislation anticipated that the mechanism would
provide an incentive for legislators to insist on institutional accountability as a response to
criticisms that Congress had been delegating vast amounts of lawmaking authority to
executive agencies without maintaining countervailing checks on the exercise of that
authority. There was agreement among the witnesses that the establishment of a joint
congressional committee that would screen rules and recommend action to jurisdictional
committees in both Houses would provide the coordination and information necessary to
inform the bodies sufficiently and in a timely manner to take appropriate legislative actions.
The balanced nature of such a joint committee and its lack of substantial authority appeared
to provide a way to allay political concerns regarding “turf” intrusions. The House
Parliamentarian, John v. Sullivan agreed that such a joint committee was a viable construct

A further question raised at the March hearing, and again at the panel discussion on the
CRA at the September 11, 2006, symposium, was whether it was necessary to have all rules
reported and reviewed. It was suggested that only “major” rules need be reported, which
would save legislative time and money. There was no consensus among the panelists as to
who and or how, “major rule” would be defined. There was agreement among the panelists
that a non-substantive advisory joint committee would be a valuable screening mechanism,
but not the same unanimity with respect to an expedited House consideration procedure.
Former House Parliamentarian Charles Johnson explained that it was likely that the lack of
a parallel House expedited procedure in the CRA was purposeful. He explained that the
House leadership believes that the House is a majoritarian institution and that expedited
procedures undermines majority.

One panelist, Professor Jack Beermann, expressed the view that making it easier for
Congress to overturn an agency rule may come at a high political cost. He asked “Does
Congress want to be in the position where [it is perceived that] everything an agency does
is their responsibility since they’ve taken it on and reviewed it under this mechanism?... Do
they want to have that perception? He concluded that “I think that this may justincrease the
blaming opportunities for Congress.” Professor Beermann also stated the belief, similar to
that expressed by Todd Gaziano, that the current CRA has the effect forcing the executive
to negotiate, which is a satisfactory result

Proponents of the CRA concept argue thatit reflects a congressional recognition of the
need to enhance its own political accountability and thereby strengthen the perception of
legitimacy and competence of the administrative rulemaking process. Itis also said to rest
on understanding that broad delegations of rulemaking authority to agencies are necessary
and appropriate and will continue for the indefinite future. The Supreme Court’s most recent
rejection in 2001 in the Whitman case of an impending revival of the non-delegation
doctrine adds impetus for Congress to consider several facets and ambiguities of the current
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mechanism. Absent effective congressional review, it is argued, current instances of
avoidance of notice and comment rulemaking, lack of full reporting of covered rules under
the CRA, and increasing presidential control over the rulemaking process will likely
continue.

Let me conclude by observing that much of the Administrative Law Project has an
important constitutional dimension, raising the crucial question of where ultimate control of
agency decisionmaking authority lies in our constitutional scheme of separated but balanced
powers. The tensions and conflicts in this scheme were well brought forth in CRS’
symposium on presidential, congressional and judicial control of agency rulemaking. There
can belittle doubt as to Congress’ authority to make the determinative decisions with respect
to the wisdom of any particular agency rulemaking and to prescribe the manner in which the
review shall be conducted. Whether or not to do so is a political decision, a hard one with
many practical consequences.
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Mr. CANNON. The Chair would like to recognize Mr. Coble, the
gentleman from North Carolina, who has joined us, and also the
gentleman from Massachusetts Mr. Delahunt.

In deference to your experience, we went beyond the 5-minute
rule. When we made that decision, we had only a couple of us here,
but if I could remind the other two questions—we will probably
have time for questioning, but I would like to have the panel to
have the opportunity to question, so I will probably tap at 5 min-
utes.

Thank you, Mr. Rosenberg.

And Dr. Copeland, you are now recognized.

TESTIMONY OF CURTIS COPELAND, PH.D., SPECIALIST IN
AMERICAN NATIONAL GOVERNMENT, CONGRESSIONAL RE-
SEARCH SERVICE, WASHINGTON, DC

Mr. COPELAND. Thank you very much.

Mr. Chairman, Members of the Subcommittee, thank you for in-
viting me here today to discuss the Administrative Law Project. My
testimony will focus on three elements of that project, the Presi-
dential review of rulemaking, the utility of regulatory analysis re-
quirements and the role of science in the regulatory process.

During the past 25 years, the epicenter of Presidential review
has been a small office within OMB, the Office of Information and
Regulatory Affairs, or OIRA. OIRA’s role in reviewing agency rules
has changed with the changes in the Presidency. The current Bush
administration has reasserted OIRA’s gatekeeper role that was
prominent during the Reagan administration.

Although OIRA’s reviews have become somewhat more trans-
parent in recent years, it is still far from a transparent process. For
example, OIRA has said that it has its greatest impact before rules
are formally submitted to it for review, but has instructed agencies
not to disclose those changes to the public.

OIRA also remains highly controversial. Some public interests
groups assert that OIRA review has been a one-way rachet that
only weakens and delays rules, while business groups contend that
OIRA has not been assertive enough in reining in agencies.

A number of very interesting studies have recently examined the
impact that OIRA has on rulemaking, but many issues remain that
either Congress or ACUS may want to address. Those issues in-
clude whether Congress should codify Presidential review, whether
independent regulatory agencies’ rules should be subject to review,
and what rules should govern OIRA’s contacts with outside parties
during the review process.

OIRA also has been a key player in implementing regulatory
analysis requirements established by Congress and the President.
Many of those requirements were developed in the 1980’s and ‘90’s
in an effort to ensure that the benefits of regulation were worth the
compliance cost. For example, before publishing any proposed or
final rule, the Regulatory Flexibility Act of 1980 requires agencies
to prepare an analysis describing the rule’s effects on small busi-
nesses and what efforts the agency took to avoid those effects.

The Unfunded Mandates Reform Act of 1995 has similar require-
ments to protect the interests of State and local governments. Ex-
ecutive Order 12866 requires covered agencies to prepare a cost/
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benefit analysis for any rule having a $100 million impact on the
economy. However, numerous studies indicate that these require-
ments have often been less effective than their advocates have
hoped. For example, agencies can avoid a reg flex analysis if they
certify that the rule in question does not have a “significant eco-
nomic impact” on a “substantial number of small entities.” And
agencies have certified rules, even when they cost businesses thou-
sands of dollars each year in compliance costs.

In other cases, new requirements have been linked to old ones
that have been viewed as ineffective. For example, the require-
ments that agencies develop compliance guides to help businesses
and others comply with the regulations and that agencies reexam-
ine their rules every 10 years are not triggered if the agency cer-
tifies those rules don’t have a significant impact on small entities.

After more than 25 years of experience with these analytic re-
quirements, we know surprisingly little about their effectiveness or
how they can be improved. Issues that Congress or ACUS could ex-
plore include the extent to which the requirements contribute to
what is called the “ossification” of the rulemaking process; the ac-
curacy of agency’s prerule estimates of cost and benefits; and
whether the myriad of requirements should be made consistent and
codified in one place.

The role of science in rulemaking has become highly controver-
sial in recent years, with observers from both the left and the right
suggesting that “sound science” has been given insufficient weight
in the development of regulatory standards. The May 2006 sympo-
sium that Mort mentioned on this topic featured panelists dis-
cussing such issues as the role of science advisory panels, science
and judicial review, and Government agencies’ capabilities. A panel
that I moderated focused on OIRA’s recent science-related initia-
tives, including recent bulletins on peer review and risk assess-
ment.

While OIRA’s peer review bulletin was initially very controver-
sial, with some science groups and others asserting that it could
make peer review vulnerable to political manipulation or controlled
by regulated entities. As a result of those concerns, OIRA later
published a substantially revised version of the bulletin that gave
agencies more discretion, while reserving some for itself.

OIRA’s January 2006 proposed bulletin on risk assessment is
currently undergoing peer review by the National Academy of
Sciences. In May 2006, nine Federal agencies testified at a public
meeting on that bulletin. Some agencies said that the scope of this
risk assessment bulletin is so broad that doctors and the public
may not receive timely warnings about potential health risks posed
by medical devices and drugs like Vioxx. Other agencies were more
supportive of the risk bulletin, but still proposed certain changes.

Possible areas for further research in this area include whether
the Information Quality Act should be amended to provide for judi-
cial review, how advisory panels can be constructed to ensure that
they’re unbiased, and whether governmentwide standards for peer
review and risk assessment are needed and working as intended.
Objective and rigorous examinations of all of these administrative
law issues by Congress or ACUS could prove to be a wise invest-
ment in the long term.
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Mr. Chairman, that concludes my prepared statement. I'd be
happy to answer any questions.

Mr. CANNON. Thank you, Dr. Copeland.

[The prepared statement of Mr. Copeland follows:]

PREPARED STATEMENT OF CURTIS W. COPELAND
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* o Congressional
& Research
Service

Statement of Curtis W. Copeland
Specialist in American National Government
Congressional Research Service

Before

The Committee on the Judiciary
Subcommittee on Commercial and Administrative Law
House of Representatives

November 14, 2006

on
“The Administrative Law, Process, and Procedure Project”

Mr. Chairman and Members of the Subcommittee:

Iam pleased tobe here today to discuss this Subcommittee’s bipartisan “ Administrative
Law, Process, and Procedure Project” and our work during the past two years related to that
project. As my colleague Mort Rosenberg mentioned, an underlying theme in many of the
comments and recommendations received related to those projects has been that the newly
reauthorized Administrative Conference of the United States (ACUS) should be funded and
tasked with addressing many of these kinds of topics. The projects also yielded numerous
issues that Congress may want to address. My testimony today will focus on three elements
of the administrative law project — presidential review of agency rulemaking, the utility of
regulatory analysis and accountability requirements, and the role of science in the regulatory
process — and will highlight some of the issues identified for ACUS or for Congress.

Presidential Review of Agency Rulemaking

At the September 11, 2006, symposium on “Presidential, Congressional, and Judicial
Control of Rulemaking” that CRS sponsored for this Subcommittee, there was a great deal
of discussion about whether Congress or the courts or the President actually controls agency
rulemaking behavior.! At the conclusion of the day, the consensus seemed to be that, on a

! The transcripts of this symposium are available online at the website for the Center for the Study
(continued...)
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day-to-day basis, the President has far more control than either of the other branches. During
the past 25 years, the epicenter of presidential control has been the Oftice of Information and
Regulatory Affairs (OIRA) within the Office of Management and Budget. Although created
by the Paperwork Reduction Act of 1980 and periodically tasked by Congress with other
statutory responsibilities, OIRA is located within the Executive Office of the President and
reviews hundreds of agency regulations each year before they are published to ensure that
the President’s policies are implemented. In a sense, therefore, OTRA embodies the tension
between presidential and congressional control

T moderated a panel at the September 11 symposium on “Presidential Review of
Rulemaking: Reagan to Bush I1.” One of the participants on that panel was Sally Katzen,
currently a professor of law at George Mason University who was administrator of OIRA
from 1993 to 1998 during the Clinton Administration. As Professor Katzen pointed out, all
presidents since President Nixon have called for some form of centralized review in order
to, as she put it, “get their hands around agency rulemaking” The genesis of the current
form of centralized presidential review is traceable to President Reagan’s Executive Order
12291in 1981, which tasked the newly-created OIR A with reviewing all agency rules except
those from independent regulatory commissions — several thousand per year.® In 1985,
President Reagan extended OIRA’s influence over rulemaking even further by issuing
Executive Order 12498, which required covered agencies to submit a “regulatory program”
to OMB each year listing all of their significant regulatory actions underway or planned
As a result, any rule submitted to OTRA for review that had not been previously identified
could be returned to the agency for “reconsideration.”

The expansion of OIRA’s authority in the rulemaking process via these executive
orders was highly controversial. Some voiced concerns that OIRA’s role violated the
constitutional separation of powers and could affect public participation and the timeliness
of agencies’ rules* Some believed that OIRA’s new authority displaced the discretionary
authority of agency decision makers in violation of congressional delegations of rulemaking
authority, and that the President exceeded his authority in issuing the executive orders.
Others indicated that OIRA did not have the technical expertise needed to instruct agencies
about the content of their rules. Still other concerns focused what was viewed as a lack of
transparency of the review process. Professor Katzen said that during the Reagan era and,
to a certain extent, during the Bush I era, OIRA was “a big black hole” where regulations
went in and the public didn’t know what happened. She also said OIRA was generally
known as a group of “lean, mean junkyard dogs” who required agencies to make the changes
that it wanted, and emphasized reducing regulatory costs over all other goals.

' (...continucd)
of Rulemaking at American University [http://www.american.cdu/rulemaking/news/index htm|.

* Executive Order 12291, “Federal Regulation,” 46 Federal Register 13193, Feb. 19, 1981
? Executive Order 12498, “Regulatory Planning Process,” 30 Federal Register 1036, Jan. 8, 1983,

¢ U.S. Congress, Housec Committee on Encrgy and Commeree, Subcommittee on Oversight and
Investigations, Role of OMB in Regulation, 97" Cong., 1" sess., June 18, 1981 (Washington: GPO,
1981). Scc also Morton Roscnberg, “Beyond the Limits of Exceutive Power: Presidential Control
of Agency Rulemaking Under Executive Order 122917 Michigan Law Review, vol. 80 (Dec. 1981),
pp. 193-247.
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‘When President Clinton took office and Sally Katzen became head of OIRA in 1993,
she said they wrote Executive Order 12866 to make several basic changes in the presidential
review process.” For example, under this executive order, OIRA only reviews “significant”
rules from the covered agencies, reducing the number of rules reviewed from several
thousand to about 600 per year. The new executive order also improved the transparency
of OIRA’s reviews by, for example, requiring agencies to disclose the changes made as a
result of OTRA’s review. Other changes included reaffirming the “primacy” of the agencies
in the rulemaking process (since, she argued, they possess the subject matter expertise and
experience) and recognizing that non-quantifiable costs and benefits are essential to
consider. In essence, Professor Katzen said, OIRA adopted a more cooperative and friendly
approach to the agencies than had been the case during the Reagan and first Bush
Administrations.

When the current President Bush took office in 2001, and particularly after John
Graham became OIRA administrator in July of that year, OIRAs role in presidential review
changed again — even though the pertinent executive order stayed the same. OIRA’s role
as “gatekeeper” or watchdog returned, and with it came an increased emphasis on economic
analysis and an increase in letters from OIRA returning rules to the agencies for their
“reconsideration.” OIRA also ventured into several new areas, publishing bulletins in the
last three years on peer review practices, agencies’ use of guidance documents, and risk
assessment procedures. OIRA became somewhat more transparent during John Graham’s
nearly five-year tenure, disclosing meetings with outside parties about rules whenever they
occurred and publishing on the Office’s website the status of all rules under review.
However, OIRA still contends that the changes that it recommends to agencies before the
formal review process begins (when OIRA says it has its greatest impact) should not be
disclosed to the public. Also, although OIRA reveals its meetings with outside parties, the
lists provided sometimes make it difficult to know what rule is being discussed or who the
outside parties actually represent.

Inthe last several years, several scholars have attempted to assess the actual impact that
OIRA has on rules.” While some of these studies are interesting and quite good, to really
understand OTRA’s effects, researchers must go rule-by-rule and examine the evidence
provided in rulemaking dockets. One such study that the General Accounting Office (GAO,
now Government Accountability Office) completed three years ago revealed that OIRA
frequently suggested only minor changes to rules, but had a much more significant impact
on certain types of rules — most notably rules submitted to OIRA from the Environmental
Protection Agency’s (EPA) air and water programs and the Federal Aviation
Administration.” For example, at OIRA’s recommendation, EPA removed manganese from
a list of hazardous wastes, deleted certain types of engines from coverage of a rule setting
emissions standards, and delayed the compliance dates for two other types of emissions.

’ Executive Order 12866, “Regulatory Planning and Review,” 58 Federal Register 51735, Oct. 4,
1993. To view a copy of this order, see [http://www.whitehouse gov/omb/inforeg/eo12866.pdf].

© See, for example, Steven Croley, “White House Review of Agency Rulemaking: An Empirical
Investigation,” University of Chicago Law Review, vol. 70 (Summer 2003), pp. 821-885; Scott
Farrow, im ing R y Performance. Does Executive Office Oversight Matter? (Pittsburgh:
Carncgic Mellon University. July 26, 2000)

7U.8. General Accounting Office, Rulemalking: OMB s Role in Reviews of Agencies  Drafi Rules and
the Transparency of Those Reviews, GAO-03-929, Sept. 2003,
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GAO alsoreported that, in several of these cases, OIRA recommended what business interest
groups had suggested during their previous meetings with OIRA.

Although the nature of OTRA’s review has clearly changed substantially during the past
25 years, there is little if any continued questioning of the legality of centralized presidential
review. Many rulemaking agencies recognize that OIRA review can add value because it
brings a different perspective to the rulemaking process and can, by its very presence,
prevent bad ideas from becoming rules. However, many public interest groups do question
whether centralized review is a good idea, arguing that OIRA review has usually been a
“one-way rachet” that weakens, not strengthens, rules; that it is still highly secretive and
delays the issuance of rules; and that OTRA reviewers have caused agencies to issue rules
that are inconsistent with their statutory mandates. Business groups, on the other hand, have
argued that OIRA has not been assertive enough, and that agencies still control the
rulemaking process to 