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STEALTH REGULATION: ADDRESSING AGENCY 

EVASION OF OIRA AND THE ADMINISTRATIVE 

PROCEDURE ACT 

JOHN D. GRAHAM* & JAMES W. BROUGHEL** 

INTRODUCTION 

In May 2014, the Harvard Journal of Law & Public Policy pub-
lished a series of papers as part of a multiauthor collaboration 
organized by the Mercatus Center at George Mason Universi-
ty.1 That series of papers, together with a forthcoming article by 
Hester Peirce2, reviews ways in which U.S. federal regulatory 
agencies engage in regulatory-like actions while avoiding re-
quirements outlined by the Administrative Procedure Act3 
(APA) and regulatory oversight by the Office of Information 
and Regulatory Affairs (OIRA) of the U.S. Office of Manage-
ment and Budget (OMB). This Article summarizes lessons from 
the series and offers reform proposals that may improve upon 
the current situation. 

                                                                                                                               
 * Dean, Indiana University School of Public and Environmental Affairs; Adminis-
trator, Office of Information and Regulatory Affairs, Office of Management and 
Budget, Executive Office of the President, 2001–2006; Founding Director, Center for 
Risk Analysis, Harvard School of Public Health, 1989–2001; Ph.D., Carnegie Mellon 
University, 1983; M.A., Duke University, 1980; B.A., Wake Forest University, 1978. 
 ** Program Manager of the Regulatory Studies Program at the Mercatus Center 
at George Mason University. 
 1. See John D. Graham & Cory R. Liu, Regulatory and Quasi-Regulatory Activity 
Without OMB and Benefit-Cost Review, 37 HARV. J.L. & PUB. POL’Y 425 (2014); Jerry 
Brito, “Agency Threats” and the Rule of Law: An Offer You Can’t Refuse, 37 HARV. J.L. 
& PUB. POL’Y 553 (2014); Henry N. Butler & Nathaniel J. Harris, Sue, Settle and Shut 
Out the States: Destroying the Environmental Benefits of Cooperative Federalism, 37 
HARV. J.L. & PUB. POL’Y 579 (2014); Nina A. Mendelson & Jonathan B. Wiener, 
Responses to Agency Avoidance of OIRA, 37 HARV. J.L. & PUB. POL’Y 447 (2014); Stu-
art Shapiro, Agency Oversight as “Whac-a-Mole”: The Challenge of Restricting Agency 
Use of Nonlegislative Rules, 37 HARV. J.L. & PUB. POL’Y 523 (2014). 
 2. Hester Peirce, Regulating Through the Back Door Rulemaking at the Commodity 
Futures Trading Commission, 1 HARV. J.L. & PUB. POL’Y: FEDERALIST EDITION (forth-
coming 2014). 
 3. Administrative Procedure Act, 5 U.S.C. §§ 551–559 (2012). 
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The papers in our series tell an important story about how 
federal regulators—whether by design or by effect—
circumvent both the APA and OIRA oversight. Regulators thus 
can achieve their ends without adhering to the standard regu-
latory procedures that represent part of the checks and balanc-
es of American government. These procedures have been de-
signed to ensure that technical expertise drives regulatory 
decisionmaking, as well as to ensure a certain degree of demo-
cratic accountability of regulators to the public. 

How widespread the problem is remains an open question.4 
Powerful anecdotes, however, demonstrate how significant, 
rule-like actions having large economic impacts are escaping 
both OIRA oversight and standard mechanisms for democratic 
input in the policymaking process.5 Some of these examples are 
related to highly controversial and highly political actions by 
the federal government.6 Other anecdotes represent the day-to-
day activity of federal agencies operating below the level of 
political visibility and media attention.7 These anecdotes, be-
cause they emerge at multiple federal agencies in different ad-
ministrations, suggest that a problem does in fact exist. Going 
forward, scholars and policymakers should, on an agency-by-
agency basis, determine the extent of the problem and whether 
it is worsening over time. 

This Article is structured as follows. Part I describes the cur-
rent regulatory environment in which agencies are operating, 
including the checks and balances that are supposed to ensure a 
minimal level of competence and accountability. In Part II, we 
describe how agencies circumvent these procedures, and we 
provide a nonexhaustive list of potential remedies. We conclude 
with an overview of regulatory reforms that might improve the 
current environment and a summary of the lessons learned from 
the collaboration between the Mercatus Center at George Mason 
University and the Harvard Journal of Law & Public Policy. 

                                                                                                                               
 4. Mendelson & Wiener, supra note 1, at 450. 
 5. John Graham and Cory Liu mention four in their paper. Graham & Liu, supra 
note 1, at 426. 
 6. For example, the Treasury Department’s decision to delay portions of the 
Patient Protection and Affordable Care Act is described later in this paper. See 
infra notes 37–42 and accompanying text. 
 7. For example, the EPA’s move to determine formaldehyde exposure can cause 
leukemia. Graham & Liu, supra note 1, at 439–42. 
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I. BACKGROUND 

In theory, the regulatory system in the United States is a bi-
lateral relationship between the will of Congress, as expressed 
in authorizing statutes, and the actions of agencies, ordered to 
implement the statutory mandates they receive.8 Assuming a 
statute is constitutional, the judiciary’s role is to ensure that the 
agencies’ actions are faithful to the statutes. 

The reality of the regulatory state is more complicated be-
cause of additional checks and balances imposed by Congress 
and the President. The APA and the OIRA review process are 
perhaps the two most important checks and balances added 
since the Progressive Era. 

Both the APA and OIRA review touch on the themes of 
democratic accountability and technical competence. Demo-
cratic accountability asks regulators to be sensitive to the wish-
es of the people the regulatory system is supposed to serve, as 
reflected in the legislation their elected representatives pass 
and the comments citizens submit to agencies. Technical com-
petence refers to the proper use of scientific, engineering, and 
economic information, including the expectation that rules will 
accomplish their statutory objectives while, whenever feasible 
and lawful, meeting basic standards of economic efficiency. 

The Administrative Procedure Act, passed in 1946,9 was de-
signed to ensure democratic checks on regulatory agencies (e.g., 
the requirements for public participation in rulemaking) but has 
evolved to place substantive, technical checks on regulatory ac-
tions (e.g., the requirement for substantial evidence in support of 
regulatory actions). The APA emerged to resolve conflicts asso-
ciated with New Deal regulatory policies.10 Interest groups who 
were left out of the rulemaking process wanted a tool to make 
regulations more democratic, and regulators wanted to make the 
rules harder to reverse in a subsequent administration. Although 
the APA procedures were established at a time when there were 
far fewer regulatory agencies than exist today, the APA proce-
dures, as embellished through judicial interpretation, have had a 

                                                                                                                               
 8. For a history and rationale of the U.S. regulatory state, see SUSAN E. DUDLEY 

& JERRY BRITO, REGULATION: A PRIMER (2d ed. 2012). 
 9. Administrative Procedure Act, 5 U.S.C. §§ 551–559 (2012). 
 10. Barry McNollgast, The Political Origins of the Administrative Procedure Act, 15 

J.L. ECON. & ORG. 180 (1999). 
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durable effect during the decades of expansion and moderniza-
tion of the federal regulatory state. 

The Act sets up two ways by which agencies can promulgate 
regulations.11 For a variety of reasons, agencies rarely use the 
first, known as formal rulemaking.12 The second, and the most 
common way of issuing regulations, is known as informal 
rulemaking. It dispenses with the trial-like procedures found in 
formal rulemaking, such as cross-examination of experts, and 
establishes a process by which the public can comment on reg-
ulations. Agencies are then required to respond to the public’s 
comments. Failure to respond to comments can cause rules to 
be deemed “arbitrary and capricious” and vacated by a judge. 
This bar may be a fairly low one for agencies to pass, but it al-
lows anyone with “standing,” roughly meaning parties who 
are impacted by a regulation, to sue the agencies. It is essential-
ly a bill of rights for those affected that allows for some judicial 
oversight. The process thereby allows the public an opportuni-
ty to participate in government rulemaking to mimic the dem-
ocratic process, particularly because regulatory decisions can 
impact virtually every aspect of American life. Over time, the 
arbitrary and capricious test has evolved to embrace more 
technical expectations, such as the requirement for “substantial 
evidence” and the so-called “default rules” for benefit-cost 
analysis that the courts apply when Congress is silent about 
benefits and costs in the authorizing statute.13 

The second important component of the regulatory oversight 
system is review of proposed and final regulations by OIRA, a 
statutory office housed within the OMB. OIRA was created in 
late 1980 by President Carter pursuant to the Paperwork Re-
duction Act.14 Several months later, in February 1981, President 
Reagan issued an executive order requiring that all “major” 
regulations be accompanied by a Regulatory Impact Analysis 
(RIA), which included a benefit-cost analysis.15 More im-
portantly, President Reagan instructed agencies that they were 

                                                                                                                               
 11. For more information on the processes through which regulations are creat-
ed, see DUDLEY & BRITO, supra note 8, at 35–55. 
 12. Aaron Nielson, In Defense of Formal Rulemaking, OHIO ST. L.J. (forthcoming). 
 13. CASS R. SUNSTEIN, THE COST-BENEFIT STATE: THE FUTURE OF REGULATORY 

PROTECTION (2003). 
 14. Paperwork Reduction Act, 44 U.S.C. §§ 3501–3521 (2006). 
 15. Exec. Order No. 12,291, 46 Fed. Reg. 13,193 (Feb. 19, 1981). 
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not permitted to publish a new regulation in the Federal Register 
until OIRA cleared it. Like the APA, the Reagan executive or-
der sought to advance democratic values as well as technical 
competence. As the only elected official in the executive 
branch, the President was politically accountable for the actions 
of federal regulatory agencies (particularly those located in 
cabinet departments), and the Reagan executive order made 
clear that OIRA—and ultimately the White House—would re-
view regulatory actions to make sure they were consistent with 
the President’s policy priorities. From a technical-competence 
perspective, the Order also explicitly made economic efficiency 
an important goal of rulemaking, as the order mandated that 
agencies, where permissible under law, shall produce regula-
tions whose benefits “outweigh” their costs and choose regula-
tory alternatives that “maximize net benefits.”16 

Although controversial when first implemented, OIRA re-
view has become a permanent feature of the federal regulatory 
process.17 Some analytic requirements, however, preceded OI-
RA’s creation. These requirements began during the Nixon 
administration and were buttressed by President Carter before 
Congress created OIRA and the Reagan administration estab-
lished the formal OIRA regulatory review process.18 Since the 
Reagan administration, presidents from both parties have re-
mained committed to regulatory review. For example, in 1993, 
President Clinton issued Executive Order 12,866,19 which modi-
fied Reagan’s Executive Order 12,291 and targeted OIRA’s re-
view on “significant” actions but left in place the essential ele-
ments of E.O. 12,291 (i.e., centralized OIRA review and the RIA 
requirement). E.O. 12,866 is still in effect today, as Presidents 
George W. Bush and Barack Obama both remained committed 
to the Order’s principles of regulatory review. Indeed, Bush 

                                                                                                                               
 16. Id. 
 17. See Michael Livermore & Richard Revesz, Three Stages in the Use of Cost-
Benefit Analysis as a Tool for Evaluating U.S. Regulatory Policy (Eur. Univ. Inst., Max 
Weber Lecture Series, MWP—LS 2012/05, 2012), available at http://cadmus.eui.eu/ 
handle/1814/22774. 
 18. Jim Tozzi, OIRA’s Formative Years: The Historical Record of Centralized Regula-
tory Review Preceding OIRA’s Founding, 63 ADMIN. L. REV. 37, 40–41 (2011). 
 19. Exec. Order No. 12,866, 58 Fed. Reg. 51,735 (Oct. 4, 1993). 
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and Obama both issued executive orders aimed at buttressing 
or expanding OIRA’s review authority.20 

The ultimate effect of OIRA’s emergence has been to give a 
nationally elected political figure, the President, greater author-
ity over the federal regulatory process, as the ultimate source of 
OIRA’s political muscle in battles with regulators is the White 
House. From a technical point of view, OIRA’s emergence has 
also inserted a form of technical review over the work of agen-
cy managers and experts because, after interagency review, the 
final word on a technical matter may come from OIRA rather 
than a regulatory agency. OIRA has a limited staff, but it can 
draw on specialized expertise from numerous agencies in the 
executive branch as well as the Council of Economic Advisers, 
the Office of Science and Technology Policy, and the Council 
on Environmental Quality. An advantage of OIRA’s emergence 
is that there is now an institutional check on the “tunnel vi-
sion” at agencies that have limited incentives to produce rules 
that take benefits and costs into account.21 

The requirement for review by a centralized executive body 
was another attempt to provide a check on agencies, in this 
case, by the President, who oversees the agencies. The re-
quirement to do an RIA and ensure that, at a minimum, bene-
fits exceed costs, may provide a slightly higher bar to passage 
of regulations than was set by the APA’s arbitrary and capri-
cious standards. Moreover, federal courts are increasingly en-
forcing a default benefit-cost standard under the APA.22 The 
numeric test, however, is difficult to enforce in cases where a 
rule has important intangible benefits or costs. In fact, Presi-
dent Clinton changed the OIRA review standard from “bene-
fits outweigh costs” to “benefits justify costs” to allow agencies 
to weigh a variety of intangible factors. 

From a practical point of view, the bigger difficulty for the 
President is that OIRA’s staff has shrunk since its creation, 
from a peak of about ninety employees to fewer than fifty at 
the start of the Obama Administration, and to a low of thirty-

                                                                                                                               
 20. See Exec. Order No. 13,563, 76 Fed. Reg. 3821 (Jan. 21, 2011); Exec. Order No. 
13,422, 72 Fed. Reg. 2763 (Jan. 23, 2007). 
 21. For a discussion of the bureaucratic problem of tunnel vision at agencies, see 
STEPHEN BREYER, BREAKING THE VICIOUS CIRCLE: TOWARD EFFECTIVE RISK REGU-

LATION 10–21 (1993). 
 22. SUNSTEIN, supra note 13. 
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eight at the end of 2013. Meanwhile, the regulatory agencies 
have roughly doubled in size during that period, with more 
than 200,000 people employed at rule-writing agencies.23 Regu-
latory agencies outspend OIRA by a factor of 7000 to 1,24 even 
while the small staff at OIRA is charged with overseeing the 
roughly 3000 regulations finalized each year.25 Just to keep up 
with inflation, OIRA’s budget would be over 30% higher today 
if the agency’s resources had held constant since 1981.26 Even 
keeping OIRA resources constant in real terms, however, is 
likely insufficient given the increased activity at the federal 
regulatory agencies. Had OIRA’s budget kept pace with the 
growth of regulatory agency spending, OIRA’s budget would 
be more than 200% above its 1981 levels in real terms.27 As it 
stands, OIRA need only make marginal improvements to one 
of the many economically significant regulations the agency 
reviews each year to save society the resources to pay for the 
agency’s currently small budget of a little over $8 million an-
nually (in 2013 dollars).28 

OIRA can draw on assistance from the Council of Economic 
Advisers and experts at other federal departments and agencies, 
but OIRA, due to its small size and limited authority, is now a 
modest force in the federal regulatory process relative to other 
agencies. As a result, despite OIRA review, the annual number 
of federal regulatory actions supported by quantitative estimates 
of benefits and costs is small—just fourteen in FY 2012.29 Not 

                                                                                                                               
 23. Susan Dudley & Melinda Warren, Sequester’s Impact on Regulatory Agencies 
Modest (George Washington Univ. Reg. Studies Ctr. & Weidenbaum Ctr. on the 
Econ., Gov’t, and Pub. Pol’y, Regulators’ Budget Report 35, 2013), available at 
http://wc.wustl.edu/files/wc/imce/2014_regulators_budget.pdf. 
 24. Jerry Ellig & James Broughel, OIRA Spending Falls as Agency Spending Swells, 
MERCATUS CTR. AT GEORGE MASON UNIV. (Oct. 17, 2013), 
http://mercatus.org/publication/oira-spending-falls-agency-spending-swells. 
 25. U.S. OFFICE OF MGMT. & BUDGET, DRAFT REPORT TO CONGRESS ON THE BENE-

FITS AND COSTS OF FEDERAL REGULATIONS AND AGENCY COMPLIANCE WITH THE 

UNFUNDED MANDATES REFORM ACT (2013), available at 
http://www.whitehouse.gov/sites/default/files/omb/inforeg/2013_cb/draft_2013_c
ost_benefit_report.pdf. 
 26. Ellig & Broughel, supra note 24. 
 27. Id. 
 28. Id. 
 29. See U.S. OFFICE OF MGMT. & BUDGET, supra note 25, at 22. 



No. 1] Stealth Regulation 37 

 

surprisingly, presidents since at least Harry Truman have com-
plained about the difficulty of controlling regulatory agencies.30 

In addition to helping an elected official, the President, serve 
the public interest, OIRA’s role is to ensure a minimum level of 
competence from agencies, in essence acting like a watchdog to 
provide oversight of agency actions.31 The requirement to do an 
RIA exists to ensure that agencies follow certain principles of 
good policymaking when promulgating regulations. These 
principles include steps like identifying the problem the agency 
is seeking to solve, identifying alternative ways to address the 
problem (including nonregulatory solutions), and evaluating 
the effectiveness, cost-effectiveness, and efficiency of each of 
those alternatives with a benefit-cost analysis.32 

These two components of our regulatory oversight system, 
democratic accountability and technical expertise, are now cen-
tral features of the U.S. regulatory state. As we will see, with-
out these components the system breaks down. When agencies 
are no longer subject to these checks and balances, they take 
actions that are questionable on both democratic and technical 
grounds. Not only is this behavior a problem for making regu-
lations that achieve their goals, it also erodes the credibility of 
our political institutions in the public’s eyes.33 

What we have described as “checks and balances” on agen-
cies may seem to some like bureaucratic obstacles to serving 
their conception of the public interest. Neither the APA nor 
OIRA review, however, necessarily restrains or slows federal 
regulatory agencies. Many regulatory actions can be fully justi-
fied under the standards and procedures created by the APA 
and OIRA. In circumstances where the APA or OIRA do pose 
an obstacle to agency objectives, federal regulators do not nec-
essarily surrender. To the contrary, we have shown—through 
the papers in this series—that agencies take creative steps to 
bypass the APA and OIRA review. Agencies behave this way 

                                                                                                                               
 30. Elena Kagan, Presidential Administration, 114 HARV. L. REV. 2245, 2272–73 (2001). 
 31. Hearing Before the H. Subcomm. on Regulatory Reform, Commercial, and Anti-
trust Law, 113th Cong. (2013) (testimony of John F. Morrall III, Affiliated Senior 
Scholar, Mercatus Ctr. at George Mason Univ.), available at 
http://mercatus.org/sites/default/files/Morrall_OIRA-powers_testimony_092713.pdf. 
 32. See Exec. Order No. 12,291, supra note 15; Exec. Order No. 12,866, supra note 19. 
 33. Peirce, supra note 2. 
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because they are permitted to do so, although the process they 
follow is not always apparent to the President or to Congress. 

II. PROBLEMS AND POTENTIAL SOLUTIONS 

Although the usual rulemaking procedures give permanence 
and legality to a policy, for a variety of reasons that system 
may appear too burdensome to agencies at times, so agencies 
may prefer to use other, less accountable methods to set poli-
cy.34 Here we describe several, but not all, of the ways agencies 
may regulate through the back door, so to speak. 

There are important differences between the various meth-
ods agencies employ, and different agencies that engage in 
these actions may do so to different degrees, depending on 
their statutory constraints, agency culture, the receptivity of 
potential partners (e.g., the States), and other factors. Some 
methods of evading OIRA review and the APA, like consent 
decrees, may be legally binding, while others methods are not, 
such as threats made by agency officials (e.g., warning letters 
or enforcement actions) or issuances of policy memoranda or 
guidance documents. 

A. Policy Memoranda and Guidance Documents 

Guidance documents and policy memoranda are sets of in-
structions or announcements written by agencies to inform regu-
lated parties of what they can do to be confident they are in 
compliance with a regulation.35 Regulatory agencies also use 
these documents to control the activities of the agency staff and 
to avoid ad-hoc and inconsistent enforcement of rules by differ-
ent personnel within an agency. Informal policy documents are 
not legally binding but they may elicit changes in behavior as 
individuals view actions outlined in these documents as a safe 
harbor for complying with a regulation or, even when no regula-
tion exists, as a path to avoiding conflicts with the regulatory 
agency. Documents of this sort may have a purpose beyond 
avoiding the APA or OIRA, of course. They clarify the terms of 
regulations that may have been written originally with vague 
language. They help to keep the public informed about what 

                                                                                                                               
 34. See Mendelson & Wiener, supra note 1, at 468–81. 
 35. Connor N. Raso, Note, Strategic or Sincere? Analyzing Agency Use of Guidance 
Documents, 119 YALE L.J. 782 (2010). 
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agency staff are thinking and they are a method for administra-
tive bureau chiefs to control their subordinates’ behavior. 

Agencies, however, can also use these documents in instances 
where they might want to change the behavior of the regulated 
public but for reasons of time, political sensitivity, or constraints 
on resources, they might find the usual regulatory procedures 
too burdensome.36 Or agencies may simply want to avoid OIRA 
review and the informal rulemaking process. The line between 
what is a legitimate use of agency guidance or policy memoran-
da and what is not certainly is vague. One criterion for discern-
ing this line could be whether guidance qualifies as “significant” 
as defined under Executive Order 12,866. If an agency action is 
non-binding, for example, it is difficult to imagine why it should 
have an annual impact of over $100 million on the economy. A 
significance determination might upgrade the status of any 
guidance to the level of a traditional regulation. 

One example of guidance that clearly had measureable eco-
nomic impacts relates to the 2010 Patient Protection and Af-
fordable Care Act.37 In July 2013, the IRS delayed reporting re-
quirements for employers for one year through an 
announcement in a Treasury blog post.38 Employer “shared re-
sponsibility payments,” which are fines imposed on employers 
for not providing health insurance to certain employees, were 
also delayed.39 The IRS followed this announcement by issuing 
a “bulletin” to businesses outlining how to stay in compliance 
during the transition period before reporting requirements and 
fines would be fully implemented.40 Previously, guidance to 
employers regarding the employer responsibility payment was 

                                                                                                                               
 36. Guidance documents can also be used to elicit changes in firm behavior in 
order to make the costs and benefits of an actual regulation appear smaller in the 
future. For example, if a majority of firms are in compliance with guidance, for-
malizing the policy in a regulation appears to present little cost to society. This 
appearance is misleading, however, if firms felt pressure to comply with the orig-
inal guidance. Enforcement actions by agencies can have similar effects. See 
Peirce, supra note 4. 
 37. Patient Protection and Affordable Care Act, Pub. Law No. 111-148, 124 Stat. 
119 (2010). 
 38. Mark J. Mazur, Continuing to Implement the ACA in a Careful, Thoughtful Man-
ner, U.S. DEP’T OF TREASURY (July 2, 2013), http://www.treasury.gov/connect/blog/ 
pages/continuing-to-implement-the-aca-in-a-careful-thoughtful-manner-.aspx. 
 39. Id. 
 40. I.R.S. Notice 2013-45 (July 29, 2013). 
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issued in the form of a proposed rule in the Federal Register41 
and the IRS took comments from the public on the proposal. 
The IRS’s decision to issue the delay in the employer responsi-
bility payment through a press release and subsequent bulletin, 
without taking further comments from the public as the policy 
changed, may be due either to the political sensitivity sur-
rounding the issue or to the need to implement a policy change 
quickly before a key deadline on January 1, 2014. The imple-
mentation date for the fines changed yet again when the regu-
lation was eventually finalized, demonstrating the ad-hoc and 
unpredictable nature of IRS policy.42 Even with the regulation 
finalized, employers have little assurance that a policy is now 
firmly in place that will not be overridden by another bulletin. 

If nothing else, OIRA should find better ways of tracking 
guidance documents and policy memoranda. This responsibil-
ity is well in line with OIRA’s role as an “information aggrega-
tor.”43 Information on agency use of guidance documents is 
dispersed throughout the government, making it difficult to 
track, and scholars have suggested that more empirical work is 
needed to determine the extent of the problems posed by these 
documents.44 This suggestion should not be controversial, but it 
may mean that OIRA needs more resources. As we have al-
ready noted and will stress again later, OIRA staffing levels are 
a serious concern because the organization’s staffing has di-
minished over time, while regulatory agency responsibilities 
and spending have increased significantly.45 

One solution would be to return to the system in place under 
President George W. Bush, where an executive order explicitly 
stated that OIRA would review all significant guidance docu-
ments.46 The Obama administration later repealed President 
Bush’s executive order.47 The OMB, however, still claims au-

                                                                                                                               
 41. Shared Responsibility for Employers Regarding Health Coverage, 78 Fed. 
Reg. 217 (Jan. 2, 2013). 
 42. Shared Responsibility for Employers Regarding Health Coverage, 79 Fed. 
Reg. 29 (February 12, 2014). 
 43. See Cass R. Sunstein, The Office of Information and Regulatory Affairs: Myths 
and Realities, 126 HARV. L. REV. 1838 (2013). 
 44. See, e.g., Mendelson & Wiener, supra note 1, at 462–63. 
 45. Ellig & Broughel, supra note 24. 
 46. Exec. Order No. 13,422, 72 Fed. Reg. 2763 (Jan. 23, 2007). 
 47. Exec. Order No. 13,497, 74 Fed. Reg. 6113 (Feb. 4, 2009). 
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thority to informally review these documents,48 and it has re-
tained a bulletin, written during the Bush administration, that 
outlines agency good guidance practices.49 

As such, OIRA has reviewed over 250 “notices” issued by 
agencies since 2009.50 It is unclear how many more notices may 
have escaped OIRA’s attention. As with regulations, OIRA 
should have the explicit authority to return agency guidance 
and to require benefit-cost analysis for guidance having an 
economic impact of over $100 million annually. 

Another solution would be to label all guidance documents 
and policy memoranda as nonbinding.51 This policy would tell 
regulated parties that they can choose to ignore guidance doc-
uments and policy memoranda if they wish, so long as they 
comply with underlying regulations. Firms could also use la-
bels in court to defend against any enforcement actions in-
formed by agency guidance.52 

A stronger step would be to require notice and comment for 
all significant guidance documents.53 A requirement to do an 
RIA could be mandated by executive order or by legislation. 
Or, an RIA could be required if OIRA’s Administrator requests 
it. Agency guidance would become very much like APA “legis-
lative” rulemaking, and this is precisely the point. Agency ac-
tions that have rule-like effects should be treated like rules and 
go through the usual procedures that agencies have followed 
for over three decades. 

                                                                                                                               
 48. Memorandum from Peter Orszag, Dir., Office of Mgmt. & Budget, to the Heads 
and Acting Heads of Executive Departments and Agencies (Mar. 4, 2009), available at 
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 49. U.S. OFFICE OF MGMT. & BUDGET, FINAL BULLETIN FOR AGENCY GOOD GUID-

ANCE PRACTICES (2007), available at http://www.whitehouse.gov/sites/default/ 
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 50. Historical Reports, U.S. OFFICE OF MGMT. & BUDGET, 
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 51. Administrative Conference of the United States, Recommendation 92-2, 
Agency Policy Statements, 57 Fed. Reg. 30,103 (July 8, 1992). 
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cases where an agency’s legal authority to issue guidance is in doubt. 
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of the United States, Recommendation 76-5, Interpretive Rules of General Ap-
plicability and Statements of General Policy, 41 Fed. Reg. 56,769 (Dec. 30, 1976). 
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An even more forceful solution would be judicial review of 
guidance documents, meaning a legal process could be set up 
that outlines the process for creating guidance documents, and 
regulated entities could challenge the guidance in court if 
agencies did not follow the proper procedures. However, as 
Stuart Shapiro has argued, this type of proposal may lead to 
more use of interim final rules or other even less accountable 
methods that are harder to track than guidance documents.54 
Agencies might resort to ad-hoc enforcement, issuance of 
warning letters, or threats directed at firms if they feel that is-
suing guidance documents has become too burdensome.55 In-
deed, there may be diminishing marginal returns to the over-
sight measures OIRA could implement if agencies simply find 
further evasion techniques. 

Nonetheless, judicial review is worth considering on a subset 
of guidance documents with significant welfare consequences as 
it is unclear whether Shapiro’s findings—that evasive activities 
are likely to increase with more oversight—apply beyond his 
case study of the Department of Labor. There are reasons to 
think agencies will continue to use guidance because these doc-
uments maintain an element of permanence that can be hard to 
reverse in subsequent years, and regulators are likely concerned 
about their legacies. Furthermore, it is not clear that regulatory 
review requirements under Executive Order 12,866 are leading 
to more evasive tactics because similar evasive activities occur at 
independent regulatory commissions, which are exempt from 
12,866 requirements.56 Factors other than judicial review or OI-
RA review, such as political salience, may be primary drivers of 
agency avoidance of proper regulatory channels. 

B. Agencies Delegating to State-Level Authorities 

Another problem occurs when agencies defer or delegate 
their regulatory authority to the state level. Generally, the fed-

                                                                                                                               
 54. Shapiro, supra note 1. 
 55. There are reasons to think this outcome would not happen, however. For 
one, warning letters and threats must be targeted at specific firms, while guidance 
documents are relevant to all firms. Threatening one firm at a time may require 
too much effort from regulators. Additionally, even if agencies resorted to this 
practice, it may be preferable to the use of guidance documents since the scope of 
the evasion is confined to one or two firms, rather than an entire industry. 
 56. See Peirce, supra note 2. 
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eral government should consider preempting state laws in in-
stances where having a multitude of state and local regulations 
is less efficient than having one standard at the federal level.57 
Even when efficiency is maximized, there are still costs to cen-
tralization, however. States lose the ability to tailor regulations 
to their unique populations and conditions and they lose the 
opportunity to serve as laboratories of democracy. 

In some instances, federal regulators—when they desire a 
stricter regulation than can be justified under APA or OIRA 
review—may collaborate with key state regulators to set stand-
ards that will have national implications. A business regulation 
that is adopted in large states such as California or New York 
certainly has national economic ramifications and may end up 
being a de facto federal regulation if regulated firms decide to 
adjust their nationwide production processes rather than pro-
duce different products for populations in different states. Un-
der some authorizing statutes, states are permitted to set strict-
er standards than the federal government, either unequivocally 
or only if the federal government determines that the states 
have satisfied certain evidentiary conditions. Graham and Liu 
point to California, which has the special status of being able to 
apply for a waiver from preemption of federal laws under the 
Clean Air Act. A waiver of preemption of this sort occurs when 
a state decides to “go its own way,” and the evidentiary re-
quirements for the waiver vary by statute. In some cases, these 
waivers are desirable because they allow states to experiment 
with different solutions to societal problems. As such, it is im-
portant to identify those cases where a waiver will have impli-
cations beyond the border of the state receiving it. 

In 2009, the EPA granted a waiver to California to set its own 
standards for greenhouse gas emissions from automobiles.58 Giv-
en that California is such a large part of the U.S. car market, this 
change could have major implications for the entire U.S. car mar-
ket. Yet this policy was not accompanied by a national benefit-
cost analysis even though it was likely to have significant impacts 
on the national economy. Indeed, there are strong reasons to be-
lieve the policy might fail a benefit-cost test were one to be done.59 

                                                                                                                               
 57. Graham & Liu, supra note 1, at 431. 
 58. California State Motor Vehicle Pollution Control Standards, 74 Fed. Reg. 
32,745 (July 8, 2009). 
 59. See Graham & Liu, supra note 1, at 436. 
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One solution would be to allow OIRA to require an RIA for 
significant waivers of preemption that are likely to have national 
implications. Requiring comment on these waivers from the na-
tional public would also allow impacted parties, in this case par-
ties outside of California, to be heard in a democratic manner. 

C. Failure to Enforce Existing Rules 

A similar problem occurs when agencies choose not to enforce 
existing laws and regulations or they issue waivers to parties that 
normally would be required to comply with a regulation. For ex-
ample, in June 2012, then-Secretary of Homeland Security Janet 
Napolitano issued a memorandum titled “Exercising Prosecutori-
al Discretion with Respect to Individuals Who Came to the United 
States as Children.”60 This memo explained that the deportation of 
illegal immigrants who arrived in the United States as children 
would be halted under certain circumstances. The policy was an-
nounced by posting the memo on the Department of Homeland 
Security website and in a press conference given by President 
Obama.61 Analysts speculated that the policy was announced be-
cause legislation that the President preferred was stuck in a divid-
ed Congress and thus had little chance of passage.62 In fact, the 
President cited this reason in his speech. The policy was highly 
controversial, was cited in news stories, and became a theme in 
the 2012 election campaign. This example suggests that agencies 
may use backdoor rulemaking when political sensitivity is high or 
when Congress has blocked a legislative initiative.63 This policy 
was likely to be controversial whether it went through legislative 

                                                                                                                               
 60. Memorandum from Janet Napolitano, Sec. of Homeland Security, to David 
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 61. Barack H. Obama, Remarks by the President on Immigration, OFFICE OF THE 

PRESS SEC’Y, THE WHITE HOUSE (June 15, 2012), http://www.whitehouse.gov/the-
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 62. Kevin Loria, DREAM Act Stalled, Obama Halts Deportations for Young Ille-
gal Immigrants, CHRISTIAN SCI. MONITOR (June 15, 2012), 
http://www.csmonitor.com/layout/set/r14/USA/Politics/2012/0615/DREAM-Act-
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 63. For more discussion of political sensitivity as a motivation for agency use of 
guidance documents, see James T. Hamilton & Christopher H. Schroeder, Strategic 
Regulators and the Choice of Rulemaking Procedures: The Selection of Formal vs. Infor-
mal Rules in Regulating Hazardous Waste, 57 LAW & CONTEMP. PROBS. 111; Raso, 
supra note 35. 
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or regulatory channels, so perhaps there was little additional cost 
in added controversy by setting policy through a memorandum 
rather than through a regulation. 

When agencies issue waivers for policies that have national im-
plications or are significant in nature, these waivers should un-
dergo OIRA review and potentially be accompanied by a benefit-
cost analysis. Agencies might also be required to seek public 
comments before issuing significant waivers. Going further, judi-
cial review is a useful device when agencies fail to enforce rules, 
as this behavior is otherwise very difficult for an organization like 
OIRA to monitor.64 At the very least, OIRA should track waiver 
activity at agencies and post the information on its website. 

One of the primary elements of a political system that adheres 
to the rule of law is the notion that all are treated equally under 
the law.65 Waivers by their very nature violate this notion, and as 
such should arouse suspicion whenever they are used in a politi-
cally sensitive manner. Failure to enforce a regulation is a choice 
by regulators and a form of policy making, just as is enforcement 
of a regulation. As such, examples of nonenforcement should be 
treated no differently than any regulation. One way to do this 
would be would be for Congress to lay out more clearly under 
what circumstances agencies are allowed to decline enforcing a 
particular regulation and to allow parties impacted by nonen-
forcement to challenge an agency decision in court. If Congress is 
clear about when agencies may decline to enforce policies, it also 
would help rein in abusive “sue and settle” practices (described 
shortly) while still allowing legitimate claims against agency non-
enforcement of rules. One of the easiest ways for Congress to do 
this would be to allow agencies more time when setting legisla-
tive deadlines, because lack of time is one important reason agen-
cies might not be able to enforce a particular statute. As a result, 
agencies would not be violating the law if they ran into problems 
implementing a policy by a date set by Congress. 

D. Sue and Settle Litigation 

Still another method of avoiding checks on agency activities 
occurs when states or non-profit organizations sue federal regu-
latory agencies and settle in the form of a consent decree by 

                                                                                                                               
 64. Stephen M. Johnson, In Defense of the Short Cut, 60 KAN. L. REV. 495, 538 (2012). 
 65. See generally F. A. HAYEK, THE ROAD TO SERFDOM (1944). 
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agreeing to issue a regulatory action.66 Generally, this behavior 
occurs when an outside group believes an agency is not acting as 
it is required by statute. Agency staff who favor the regulation 
may view such lawsuits as “friendly.” In these cases, the agency 
(or parts thereof), whose interests may be aligned with those of 
the suing group, will agree to settle the lawsuit in exchange for 
issuing a regulation of some kind. In many instances, the regula-
tions will still undergo OIRA review and notice and comment. 
The agency, however, is often under such a strict time constraint 
due to deadlines set in the consent decree that it can be difficult 
or impossible for OIRA to provide effective oversight or for the 
agency to adequately respond to public comments. Empirical 
research has found that longer OIRA review times are correlated 
with higher-quality economic analysis from agencies.67 If better 
analysis drives better decisions, speeding up the regulatory re-
view process with strict judicially enforced deadlines can lead to 
regulations that do not achieve objectives. 

An example of this “sue and settle” phenomenon occurred in 
2009 when several environmental groups sued the EPA for not 
properly enforcing the regional haze standards (RHS) outlined 
by the Clean Air Act.68 The EPA entered into five consent de-
crees with the suing groups, and these agreements set strict 
deadlines for the EPA to initiate plans for enforcing RHS regu-
lations. The EPA then used these deadlines as an excuse to re-
ject state plans for compliance, claiming the agency did not 
have enough time to evaluate the states’ plans.69 This excuse 
left some states out in the cold and forced them to adhere to the 
EPA’s preferred standard rather than their own. 

One solution to this problem would be to have OIRA review 
proposed consent decrees that agencies wish to sign. After all, 
the agency and OIRA are both representing the President in the 
litigation, and the President, by executive order or pursuant to 
legislation, could stipulate that OIRA must clear any draft con-
sent agreement. OIRA, however, currently lacks the staff to re-
view all these judicial settlements, and some might argue that 

                                                                                                                               
 66. See generally Butler & Harris, supra note 1. 
 67. Jerry Ellig & Rosemarie Fike, Regulatory Process, Regulatory Reform, and the 
Quality of Regulatory Impact Analysis (Mercatus Ctr. at George Mason Univ., Work-
ing Paper No. 13-13, 2013). 
 68. Butler & Harris, supra note 1, at 604–606. 
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OIRA, because it is part of the Executive Office of the Presi-
dent, will politicize the judicial process. As an alternative, OI-
RA might require an RIA for any regulations promulgated as a 
result of a consent decree, whether significant or not (assuming 
there is adequate time for the agency to conduct one). 

Henry Butler and Nathaniel Harris propose several additional 
solutions to this problem. First, they recommend that judges take 
a more active role in monitoring sue-and-settle consent decrees, 
and that the Supreme Court make it easier for states or other third 
parties, who are impacted by the agreement but are not direct 
parties entering into it, to intervene in the consent decree. A final 
option would be for Congress to pass legislation making it easier 
for third parties to engage in the consent decree process.70 

Butler and Harris are skeptical of the role that notice and 
comment can play in the consent decree process, but they do 
not discuss what role RIA might play. If agencies were re-
quired to produce an RIA as a prelude to entering into consent 
decrees, it might shed light on those instances where these 
agreements produce highly inefficient results. 

E. Other Evasion Tactics 

Agency threats, ad-hoc enforcement, and warning letters are 
some of the methods most available to agencies to influence firms’ 
behavior, as well as some of the most difficult to monitor. For ex-
ample, the Food and Drug Administration (FDA) recently issued 
a warning letter to 23andMe, Inc., a company that sold take-at-
home genetic tests, including disease-risk analyses.71 The letter 
directed the company to cease offering its personal genome ser-
vices until it received further approval from the FDA. 23andMe 
responded by ceasing its disease-risk analysis services, although it 
continued its genetic testing services.72 Warning letters such as 
this one clearly elicit responses from regulated firms, although 
they are not technically binding like a statute or a regulation is. 
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One simple reform is to require agencies to inform regulated 
parties when a communication is only a recommendation and 
is not legally binding. This reform would clarify the policy and 
reduce uncertainty. Agencies could also be required to cite the 
statute or regulation that defines agency authority in the area 
the warning letter addresses. This requirement could also per-
tain to agencies using social media to pressure or intimidate 
firms, such as when the Director of the Consumer Financial 
Protection Bureau used Twitter to put companies “on notice” 
about the Agency’s intentions to rein in deceptive practices.73 

Stronger OIRA requirements sometimes have the perverse 
effect of inducing agencies to employ techniques that are hard-
er to track and review. Shapiro’s article points to the danger 
that agencies will increasingly use more evasive tactics, like 
threats, warning letters, and ad-hoc enforcement, as Congress 
or the President place new OIRA review requirements on other 
activities, such as agency guidance. We believe this danger is 
likely overblown, however. First, agencies are unlikely to pre-
fer using a warning letter over a guidance document because 
guidance documents are relevant to all firms in a particular 
domain, and warning letters or threats are likely only applied 
to one firm at a time. Next, subsequent administrations can eas-
ily reverse threats and enforcement, whereas the effects of 
guidance documents are harder to undo if firms have already 
expended resources to comply. Regulators concerned with 
their legacies would likely prefer guidance for this reason. 

Finally, not all possible evasion tactics that agencies could use 
are worth the trouble to police. For example, an agency could 
split a big rule into multiple rules to escape OIRA review, be-
cause each of the smaller rules may fall short of the minimum 
significance thresholds that trigger the OIRA review process.74 
But regulations take a lot of agency time and resources to write, 
and adding work for themselves by creating multiple rules is 
unlikely to appeal to agency staff. Additionally, the nature of 
repeated interaction between OIRA and the agencies makes it 
likely that OIRA will eventually catch on to this activity and find 
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a way to reprimand agencies that behave in this manner.75 For 
example, OIRA could determine that a small rule is significant 
because it is closely related to several other proposed rules that, 
together, are significant. OIRA has final authority on significance 
determinations. For similar reasons of repeated interaction, it is 
unlikely that agencies are combining regulations to add com-
plexity to the review process, and thereby confuse OIRA, though 
some cases of this activity may exist.76 

Incorporation by reference of private or international stand-
ards is another way agencies might avoid some review proce-
dures. In this case, agencies give up discretion over the precise 
terms of the standard chosen and thus it is unlikely that they 
would choose this method routinely. Regulatory staffs of U.S. 
agencies, however, can and often do play a large role in inter-
national standard-setting discussions. The Basel capital ade-
quacy standards is one such example.77 In these instances, 
agencies may have a strong interest in deferring to internation-
al standards, especially because departing from such standards 
may prove difficult once a standard is in place. Even so, such 
standards will still have to be set in a regulation, thereby mak-
ing them subject to the APA and to OIRA review. 

III. CONCLUSION 

The solutions mentioned in this Article fall into several broad 
reform categories, which we explore more closely below. 

A. Earlier Engagement 

OIRA could engage agencies earlier in the process of creating 
policy documents, including guidance documents or policy 
memoranda or any regulatory policy that significantly affects 
regulated entities. In theory, this solution is attractive, but it is 
unrealistic today given the considerable declines in OIRA’s 
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staffing and funding levels since the agency’s inception.78 OI-
RA’s resources clearly should be increased for this reason. In 
addition to the resource problem, however, OIRA would have 
to rely on early notification from agencies to make a determina-
tion that an issue is significant. As the very point of such notifi-
cation and oversight is precisely why agencies sometimes re-
sort to these non-APA tools to begin with, it is unlikely that 
OIRA would see complete compliance. 

Presidents also have other means to control agencies, such as 
budgets and removal of agency heads. Unfortunately, although 
presidents can recommend budget cuts to non-compliant agen-
cies, Congress may ignore them (and often does), and presi-
dents are extremely wary of removing agency heads.79 

If, at a minimum, OIRA were to track agency use of policy 
documents and guidance, it would be an important source of 
transparency and would make empirical analysis of agencies’ 
back-door rulemaking activities easier. The Government Ac-
countability Office could also perform this role because it al-
ready tracks many rulemakings.80 Tracking would also not in-
terfere with the useful role that these documents play in terms 
of informing the public and allowing agency management a 
method for controlling lower-level staff. 

Once given this tracking authority, OIRA should have the 
right to review these documents, as it does now in some cases, 
as well as the ability to return guidance documents for further 
improvements and to ask the agency to conduct an RIA, as-
suming OIRA’s Administrator believes the document will have 
significant economic impacts. Similarly, OIRA could require 
the agency to take public comments on these items. 

B. Ex-Post Review 

Tracking of policy documents also might take place after the 
agency has already issued them. In this case, OIRA would act 
less as an ex-ante oversight mechanism and more in its role of 
information aggregator. OIRA could ensure transparency in 
this way and might also reserve the right to ask for a retrospec-
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tive analysis of agency actions if it deems them to be of suffi-
cient magnitude. Or, instead of aggregating information at OI-
RA, it may make sense to give this responsibility to the General 
Services Administration (GSA), as the GSA already houses 
some regulatory information. Some would argue that OIRA is 
better seen as a transactions office on behalf of the White 
House than as an information-collection and management of-
fice for the executive branch. 

When agencies conduct a retrospective analysis, OIRA 
should ask that agencies evaluate not just individual rules but 
entire regulatory programs. One guidance document, like one 
rule, may not have a significant impact. Groups of rules or 
guidance documents, however, may have a very large impact 
in terms of benefits and costs. Agencies should be encouraged 
or even required to evaluate entire programs or to focus on 
how a multitude of regulations affect specific economic sectors. 
As part of an evaluation of regulatory programs, agencies 
should consider not just regulations, but guidance documents 
and other policy memoranda as well. 

C. Legislative Solutions 

Ultimately, all of the authority granted to agencies is done at 
the behest of Congress. One reason that agencies are given 
broad discretionary powers that can be easily abused is be-
cause Congress—due to internal conflicts or uncertainty—is 
often vague about what exactly it is authorizing an agency to 
do. Another reason is that Congress perceives that it can react 
to and fix a problem if agencies overreach. As such, Congress 
ultimately may be responsible for agency abuses. If this theory 
is correct, the solution also rests in Congress. To start, Congress 
should be as specific as possible about what it is authorizing an 
agency to do when legislation is written. This guidance will 
limit agencies’ ability to expand their regulatory domains. 
Courts can police Congress on this matter by making sure that 
delegations of authority to agencies are clear and bounded. 
Congress could also play a stronger oversight role with respect 
to agency evasion of OIRA and the APA by holding routine 
congressional hearings on the topic and fashioning judicial re-
view standards that are especially strict for agency actions that 
have been supported by no formal regulatory analysis. 
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Further, Congress could create institutional barriers to atten-
uate or reduce non-APA rulemaking. For example, Congress 
could require by law that significant guidance, warning letters, 
and enforcement actions go through an expanded review by 
OIRA. Congress should also be on the lookout for lawsuits 
against agencies made by friendly parties. Although lawsuits 
are an important way of holding agencies accountable to the 
law, some friendly lawsuits have had the opposite effect. 
Courts could be more aggressive, compelling agencies to notify 
affected parties in these instances. For example, where agency 
efforts are deficient, the court could notify a list of affected par-
ties supplied by OIRA to the Justice Department or the agency. 

Deadlines placed in legislation also need careful thought. 
Congress should sometimes consider giving agencies more 
time to implement regulations because the need to rush may be 
one reason agencies resort to quicker, less formal regulatory 
approaches.81 

D. Independent Agencies 

If an executive branch agency that answers to the President 
wants to circumvent the APA or OIRA review, it will have to 
find a clever way around the mandates imposed on it by stat-
ute and by executive order. Some agencies have a clear way 
around OIRA review because they are not subject to the execu-
tive orders governing the regulatory review process. So-called 
“independent regulatory commissions,”82 which occupy a con-
stitutionally fuzzy part of our government, are not required to 
undergo OIRA review for their significant regulations, nor are 
they required to conduct an RIA for their major regulations.83 

As Jerry Brito and Hester Peirce demonstrate in their articles, 
independent agencies like the Consumer Product Safety Com-
mission (CPSC) and the Commodity Futures Trading Commis-
sion (CFTC) also have incentives to avoid the APA when it suits 
their interests.84 These articles provide some evidence to mitigate 
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Shapiro’s concern that too many requirements on agencies will 
lead to further evasion tactics. Agencies like the CPSC and the 
CFTC are not subject to the same scrutiny by OIRA that execu-
tive branch agencies are, yet independent agencies evade the 
notice-and-comment process and the APA as well.85 

Presidents have asked independent regulatory commissions 
to follow the same requirements as executive branch agencies 
but have not made this request a binding legal requirement.86 
Most of the federal financial regulators are considered inde-
pendent agencies, as are the Federal Communications Com-
mission, the Federal Trade Commission, and others. Given the 
vast responsibilities handed to financial regulators by the 
Dodd-Frank Act, with hundreds of new regulations expected 
to be written, it is distressing that agencies are making these 
decisions without the insights provided by thorough RIA.87 

Requiring independent agencies to follow rulemaking pro-
cedures in line with executive branch agencies is a crucial part 
of any reform of agency evasion tactics. Bringing independent 
agencies up to speed on state-of-the-art policymaking tech-
niques, like benefit-cost analysis, will make rulemaking more 
transparent and regulators more accountable, and will likely 
improve regulatory outcomes by making evidence, rather than 
politics, a more fundamental driver of policy.88 In the case of 
independent agencies, the solution may be simple. The Presi-
dent could issue an executive order stating that E.O. 12,866 and 
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E.O. 13,563 apply to independent agencies.89 Congress could 
also achieve the same ends through legislation. 

E. Final Thoughts 

The solutions presented here vary depending on the types of 
avoidance mechanisms, but some central themes remain. These 
include more accountability to the public through the notice-
and-comment process, more opportunity for the President to 
make sure, through OIRA review, that the regulatory action is 
a presidential priority, and a higher standard of technical ac-
countability by strengthening OIRA oversight of both executive 
branch and independent agencies.90 

This said, scholars and practitioners should be on the lookout 
for changes in agency behavior that result from any new re-
quirements.91 OIRA, the agencies, Congress, and the courts are 
in a competition for power that shares the characteristics of a 
multiparty, multistage game. Institutional incentives matter, 
and any proposed solution must take into account the dimin-
ishing returns to hurdles placed in front of agencies. Similarly, 
there are costs and benefits to using OIRA resources to track 
and regulate agency behavior.92 OIRA resources, even if ex-
panded in terms of staffing and funding, should be used care-
fully. It may also make sense to transfer some of the informa-
tional requirements now imposed on OIRA to an agency such 
as the General Services Administration. 

The United States has built an impressive system of regulato-
ry oversight procedures over the last sixty years. This system 
exists to ensure that the public is adequately represented by its 
government and that agencies act in the public interest rather 
than serve a more narrow interest. To ignore the procedures 
put in place over the last century is not just to ignore good pub-
lic policy practices, it is to ignore the unfortunate lessons of his-
tory and to run the risk of repeating them. 

 

                                                                                                                               
 89. Some scholars disagree that the President has the authority to do this. For 
more on this debate, see DUDLEY & BRITO, supra note 8, 47–48. 
 90. Another option, outside the scope of this paper, would be sharpening the 
“substantial evidence” test under the APA. 
 91. See generally Shapiro, supra note 1. 
 92. Mendelson & Wiener, supra note 1, at 15–21. 



 

REGULATORY AND QUASI-REGULATORY ACTIVITY 

WITHOUT OMB AND COST-BENEFIT REVIEW 

JOHN D. GRAHAM* & CORY R. LIU** 

Whenever a federal agency proposes a significant regulatory 
action, that action must be reviewed by the Office of 
Information and Regulatory Affairs in the White House Office 
of Management and Budget (OMB).1 OMB review is designed 
to ensure that the action is consistent with presidential 
priorities and is coordinated with the related actions of other 
federal agencies.2 In addition, the federal agency must provide 
a rationale for the action and an assessment of its potential 
benefits and costs.3 OMB clears the regulatory action if there is 
a reasoned determination that its benefits justify its costs.4 This 
review, coupled with the cost-benefit requirement, is designed 
to ensure that federal agencies have carefully considered all the 
consequences of the regulations they propose.5 

Although OMB and cost-benefit review are required for 
significant regulatory actions, a substantial amount of regulatory 
activity occurs without any OMB or cost-benefit review. Some of 
this activity is clearly regulatory in nature, in the sense that it 
creates binding legal obligations on regulated entities, while other 
activity might best be described as “quasi-regulatory,” because 
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the actions shape the regulatory environment and impact 
regulated entities but are not necessarily or directly binding. 

This Article illustrates four types of regulatory and quasi-
regulatory activities that operate outside OMB and cost-benefit 
review: (1) agency issuance of quasi-regulatory documents such 
as memoranda, policy statements, and guidance documents; (2) 
agency approval of state regulatory policies under federal laws 
that authorize selective waiver of federal preemption of state 
regulation; (3) federal agency issuance of hazard determinations 
related to technologies, substances, and practices that impact the 
litigation and regulatory environment; and (4) federal agency 
decisions to enter into binding agreements with pro-regulation 
litigants favoring certain regulatory outcomes, where 
settlements create nondiscretionary agency duties to initiate new 
rulemakings. This Article illustrates how these four types of 
regulatory and quasi-regulatory activities have had a profound 
effect on important areas of the economy such as coal mining, 
automobile production, and housing construction, and suggests 
that Congress should consider subjecting all or some of these 
regulatory activities to routine OMB and cost-benefit review. 

I. ISSUING INFORMAL QUASI-REGULATORY DOCUMENTS 

Federal regulators often issue informal, quasi-regulatory 
documents such as memoranda of understanding, policy 
statements, and guidance documents. These quasi-regulatory 
documents can create major policy shifts that impose 
significant burdens on industries or compel those industries to 
engage in costly litigation if they intend to protect their rights 
under administrative law. 

A vivid illustration of this phenomenon is the recent use of 
quasi-regulatory documents to institute dramatic policy 
changes in the granting of permits for surface coal mining 
operations in Appalachia. In the mid-1900s, the most prevalent 
form of coal mining in Appalachia was underground mining.6 
But over the past twenty years, the coal industry increasingly 
has engaged in surface mining in Appalachia, even at the tops 

                                                                                                         
 6. E.g., Emily S. Bernhardt et al., How Many Mountains Can We Mine? Assessing 
the Regional Degradation of Central Appalachian Rivers by Surface Coal Mining, 46 
ENVTL. SCI. & TECH. 8115, 8115 (2012). 
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of mountains, a practice called “mountaintop mining.”7 Today, 
surface mining accounts for about thirty-seven percent of the 
coal mined in Appalachia.8 

Proponents of surface and mountaintop mining argue that it is 
safer and more efficient (on a cost-per-ton basis) than 
underground mining.9 Mountaintop mining avoids the 
subsidence issues that periodically have caused environmental 
harm to communities located above abandoned underground 
mines.10 In addition, it is a valuable source of economic activity 
in Appalachia. Mountaintop mining has created about 14,000 
mining jobs with salaries that are high for rural Appalachia, and 
an additional 60,000 jobs that are related to the mining 
industry.11 Those jobs also bring revenues to state and local 
governments. In West Virginia, for example, almost nine percent 
of the state’s tax revenue is linked to mountaintop mining.12 

Critics of mountaintop mining object to its adverse effects on 
the environment.13 Mountaintop mining levels the tops of 
mountains, and the excess dirt and rock are disposed of in the 
valley fills on the mountainsides.14 Entire streams are 
sometimes buried.15 Although mines should be reclaimed and 
the impact on streams should be mitigated under the Surface 
Mining Control and Reclamation Act, reclamation and 
mitigation efforts are not always effective.16 Recent evidence 

                                                                                                         
 7. E.g., James Wickham et al., The Overlooked Terrestrial Impacts of Mountaintop 
Mining, 63 BIOSCIENCE 335, 335 (2013). 
 8. U.S. Coal Production by State, Region and Method of Mining, NAT’L MINING ASS’N 
(2011), http://www.nma.org/pdf/c_production_method.pdf, [http://perma.cc/X8FY-
SR6M]. 
 9. E.g., Neela Banerjee, Taking on a Coal Mining Practice as a Matter of Faith, N.Y. 
TIMES, Oct. 28, 2006, http://www.nytimes.com/2006/10/28/us/28mountains.html?, 
[http://perma.cc/0xCq1JmDffb]. 
 10. NAT’L MINING ASS’N, MOUNTAINTOP MINING FACT BOOK 2 (2009), 
http://www.nma.org/pdf/fact_sheets/mtm.pdf, [http://perma.cc/MCV4-QZ92]. 
 11. Id. 
 12. Id. 
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 14. Id. at 8115. 
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suggests that some reclaimed areas have become significant 
sources of surface water contamination, and the extent of 
contamination has been proportional to the amount of 
mountaintop mining in the area.17 Even with the best of 
reclamation efforts, mountaintop mining creates ecological 
disturbances, at least temporarily.18 

Under the Clean Water Act, the Army Corps of Engineers 
has the authority to issue five-year permits for mountaintop 
mining activities.19 In 1982, the Corps issued Nationwide 
Permit 21, which was most recently renewed in 2007, 
authorizing all mountaintop mining activities that will have a 
minimal impact on the aquatic environment after reclamation 
and mitigation.20 Historically, the determination of whether a 
mountaintop mining project is authorized by Nationwide 
Permit 21 occurred through a project-by-project analysis 
performed at the state level under the guidance of federal 
officials.21 From 2000 to 2008, about 511 mining reclamation 
projects were approved in West Virginia alone under the 
procedures Nationwide Permit 21 spelled out.22 

In June 2009, the Environmental Protection Agency (EPA) 
issued a press release titled “Obama Administration Takes 
Unprecedented Steps to Reduce Environmental Impacts of 
Mountaintop Coal Mining, Announces Interagency Action Plan 
to Implement Reforms.”23 The press release was accompanied 

                                                                                                         
 17. See T. Ty Lindberg et al., Cumulative impacts of mountaintop mining on an 
Appalachian watershed, 108 PROC. NAT’L ACAD. SCI. 20,929, 20,929–30 (2011). 
 18. See id. 
 19. See CLAUDIA COPELAND, CONG. RESEARCH SERV., 97-223, THE ARMY CORPS 
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DEVELOPMENTS 1 (2012). 
 20. Reissuance of Nationwide Permits, 72 Fed. Reg. 11,092, 11,117 (Mar. 12, 2007). 
 21. U.S. GOV’T ACCOUNTABILITY OFFICE, GAO-10-21, SURFACE COAL MINING: 
CHARACTERISTICS OF MINING IN MOUNTAINOUS AREAS OF KENTUCKY AND WEST 

VIRGINIA 7 (2009), http://www.gao.gov/assets/300/299226.pdf, [http://perma.cc/P6MY-
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 22. Id. at 58. 
 23. Press Release, EPA, Obama Administration Takes Unprecedented Steps to 
Reduce Environmental Impacts of Mountaintop Coal Mining, Announces 
Interagency Action Plan to Implement Reforms: Federal agencies take coordinated 
action to strengthen oversight and regulation, minimize adverse environmental 
consequences of mountaintop coal mining (June 11, 2009), available at 
http://yosemite.epa.gov/opa/admpress.nsf/3881d73f4d4aaa0b85257359003f5348/e7d3
e5608bba2651852575d200590f23!OpenDocument, [http://perma.cc/0uEP1xyN5eL]. 
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by a memorandum of understanding signed by the EPA, the 
Army Corps of Engineers, and the Department of the Interior, 
which oversees the Office of Surface Mining Reclamation and 
Enforcement.24 The memo affected a significant shift in 
regulatory policy toward greater restrictions on mountaintop 
mining by allowing the EPA, in addition to the States, to make 
project-by-project determinations about water-quality issues.25 
In effect, it suspended the existing procedures set forth in 
Nationwide Permit 21, a policy shift that occurred without any 
public comment, OMB review, or cost-benefit analysis. 
Although the Corps eventually proposed a formal suspension 
of Nationwide Permit 21 in July 2009,26 that action was not 
finalized until June 2010, months after regulators had already 
changed their approach to issuing permits.27 

The mining industry complained that the EPA’s criteria for 
project-by-project determinations were not clear, and that 
mining developers did not know what was expected of them.28 
After months of uncertainty, on April 1, 2010, the EPA issued a 
thirty-one page guidance document.29 This document stated 
that the EPA did not intend to bring a complete halt to 
mountaintop mining, but that it was forcing the mining 
industry to adopt a practice of minimal or zero filling of valleys 
with mining debris.30 In addition, it set strict limits on water 
conductivity levels that would take effect immediately.31 Again, 
no public comments were solicited, and no cost-benefit analysis 

                                                                                                         
 24. Memorandum of Understanding Among the U.S. Dep’t of the Army, U.S. 
Dep’t of the Interior, and U.S. Envtl. Prot. Agency Implementing the Interagency 
Action Plan on Appalachian Surface Coal Mining (June 11, 2009), available at 
http://water.epa.gov/lawsregs/guidance/wetlands/upload/2009_06_10_wetlands_
pdf_Final_MTM_MOU_6-11-09.pdf, [http://perma.cc/KC69-58LZ]; see also 
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Reg. 34,311 (July 15, 2009). 
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was conducted.32 The mining industry responded that the 
EPA’s new, unprecedented regulatory approach was an 
arbitrary and unlawful expansion of power beyond its 
statutory authority.33 The guidance document is now the 
subject of lawsuits brought by Kentucky and West Virginia, 
which argue that it attempts to write new rules unlawfully by 
not following the notice-and-comment procedure of the 
Administrative Procedure Act.34 The mining industry won a 
federal district court case against the EPA when the EPA 
decided to revoke an existing permit, but the EPA won on 
appeal, and the entire matter has been returned to the federal 
district court to address other issues raised by the industry that 
were not resolved in the original case.35 

Our point is not that the Obama administration is not entitled 
to initiate changes in federal policy toward mountaintop mining. 
Indeed, both John McCain and Barack Obama indicated during 
the 2008 presidential campaign that they were opposed to 
mountaintop removal mining.36 Rather, if a president or agency 
seeks to change regulatory policy, there are some basic 
administrative procedures that should be followed. 

A change in regulatory policy accomplished through a 
memorandum of understanding, policy statement, or guidance 
document can have the same costly (or beneficial) impacts, at 
least in the short run, as an official rulemaking under the 
Administrative Procedure Act. When agencies use such quasi-
regulatory documents to make major shifts in regulatory 
policy, these shifts should be subjected to routine OMB review 
and a cost-benefit analysis that is informed by a public 
comment process. In other words, what is currently required 
for informal rulemakings should also apply to policy shifts 
initiated through memoranda of understanding, policy 
statements, and guidance documents. 

                                                                                                         
 32. Id. at 13. 
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II. FEDERAL AGENCY COLLABORATION WITH STATE AGENCIES IN 

THE PROMULGATION OF STATE REGULATIONS USING A 

WAIVER OF PREEMPTION 

Under the principle of federalism, there is often a strong case 
for allowing each state to develop its own public policies. Local 
conditions in the States will vary, the preferences of their 
citizens may vary, and state policy is seen as a source of 
innovation and learning that is lost with uniform federal 
action. Even if the federal government develops policy on an 
issue, allowing each state to consider policy innovations that go 
beyond the federal policy may make sense, assuming federal 
policy is not contradicted or frustrated. 

An exception to the preference for states’ rights may occur in 
settings where regulated businesses produce products in one 
state but sell them in many other states. If businesses engaged in 
interstate commerce face a proliferation of different state 
regulations, their costs of operation may rise significantly.37 
Moreover, if a significant number of states join together, they 
can issue a regulation that impacts an entire industry or the 
national economy, possibly placing U.S. businesses at a 
competitive disadvantage relative to businesses in other 
countries. In recognition of these concerns, Congress sometimes 
preempts state and local regulatory action, or at least requires 
federal approval of state and local regulatory initiatives in 
arenas where federal regulatory authority has been established.38 

Our concern is that federal regulators are collaborating with 
state agencies to promulgate regulations with a national 
economic impact that are not subject to OMB review or cost-
benefit analysis under OMB guidelines. Of particular concern 
are arbitrary inconsistencies in state regulations that have a 
nationwide impact on key industries and the national economy. 
In some cases, federal agencies give states official permission to 
enact inconsistent state regulations without any OMB or cost-
benefit review of the federal decision to grant such permission. 

                                                                                                         
 37. See, e.g., Joseph R. Mason et al., The Economic Impact of Eliminating Preemption 
of State Consumer Protection Laws, 12 U. PA. J. BUS. L. 781, 782–83, 788 (discussing 
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A sobering example of this phenomenon is the recent 
decision of federal officials to allow California39 to require that 
automakers produce an increasing number of zero-emission 
vehicles (ZEV) from 2018 to 2025.40 Before enacting such a 
requirement, California needed explicit permission from the 
federal government.41 

Under the Clean Air Act, the EPA’s emission standards for 
new motor vehicles preempt all state and local standards.42 
California, however, has special regulatory privileges and 
applied for a waiver of preemption from the EPA.43 Other 
states must choose between following the federal emission 
standards or enacting their own standards that are identical to 
California’s standards.44 In 2005, California proposed emission 
standards requiring that, by 2025, each major automaker doing 
business in California sell enough ZEVs to comprise at least 
fifteen percent of its new-vehicle sales in California.45 The 
regulation’s original purpose was to control smog, but the 
rationale has shifted to include the control of greenhouse gases 
linked to global climate change.46 

The EPA is authorized to grant a waiver under section 209(b)(1) 
of the Clean Air Act unless it finds that California’s health and 
welfare rationale is arbitrary and capricious, California does not 
need its own standards to meet compelling and extraordinary 
conditions, or California standards (and accompanying 

                                                                                                         
 39. Fourteen states have chosen to align with California’s standards, but we 
simplify the presentation by referring to compliance in California. 
 40. As a practical matter, a ZEV under California criteria is likely to be a plug-in 
vehicle that is powered entirely or partly by electricity, though some hydrogen-
powered vehicles also qualify. 
 41. See California State Motor Vehicle Pollution Control Standards; Notice of 
Decision Granting a Waiver of Clean Air Act Preemption for California’s 2009 and 
Subsequent Model Year Greenhouse Gas Emission Standards for New Motor 
Vehicles, 74 Fed. Reg. 32,744 (July 8, 2009) (granting waiver of Clean Air Act) 
[hereinafter California 2009 Waiver]. 
 42. Id. at 32,745. 
 43. Id.  
 44. Id. at 32,781. 
 45. AIR RES. BD., CAL. ENVTL. PROT. AGENCY, STAFF REPORT: INITIAL STATEMENT OF 

REASONS: ADVANCED CLEAN CARS: 2012 PROPOSED AMENDMENTS TO THE CALIFORNIA 

ZERO EMISSION VEHICLE PROGRAM REGULATIONS ES-2 (2011), 
http://www.arb.ca.gov/regact/2012/zev2012/zevisor.pdf, [http://perma.cc/7TH4-64RT]. 
 46. Id. at ES-1. 
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enforcement procedures) are not consistent with section 202(a) of 
the Act.47 The third criterion encompasses consideration of the 
cost of the California standards, the lead time afforded the 
industry, and the certification issues that arise when the same 
vehicle cannot meet both California and national standards.48 

California’s ZEV program has a weak environmental-
effectiveness rationale, yet it may impose significant costs on the 
auto industry and the national economy. First, the program 
would not slow climate change by any meaningful degree, 
because global climate change is caused by worldwide 
concentrations of greenhouse gases and cannot be solved by 
small regional policies.49 Second, the Obama administration, 
through a joint rulemaking of the EPA and the Department of 
Transportation (DOT), is already mandating a sharp reduction 
in greenhouse gases from new cars and light trucks for model 
years 2017 to 2025 through a performance standard, a numeric 
standard based on carbon emissions that allows automakers to 
undertake some averaging of low-emitting and high-emitting 
vehicles.50 Third, the joint EPA-DOT rule already provides 
generous compliance incentives to manufacturers who offer 
ZEVs. For example, a ZEV’s “upstream” emissions at the electric 
power plant are ignored, and each ZEV may be counted more 
than once in the compliance process.51 The federal government is 
also offering up to a $7,500 income tax credit to purchasers of 
qualified plug-in vehicles.52 Fourth, the California ZEV program 
may not accomplish additional greenhouse gas control beyond 
that achieved by the EPA-DOT rule because any extra ZEVs 
produced and sold due to California’s rule may be offset by 
extra sales of more high-emitting vehicles in other states. This 

                                                                                                         
 47. California 2009 Waiver, supra note 41, at 32,745. 
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outcome is a form of “leakage” that has already been 
demonstrated in the context of other California vehicle 
regulations.53 Fifth, by forcing automakers to sell more expensive 
vehicles that are cheaper to operate on a per-mile basis, the 
California ZEV program may actually exacerbate greenhouse 
gas emissions due to two perverse behavioral responses: some 
consumers will hold on to their old, high-emitting vehicles 
longer than they would have otherwise,54 and those consumers 
who do purchase an expensive ZEV will drive it more miles 
each year because electricity is much cheaper than gasoline.55 

Even if these policy arguments are untrue or overstated and 
the ZEV program is necessary and appropriate for greenhouse 
gas reduction or smog control in California, it is highly unlikely 
that the program would receive a favorable cost-benefit analysis 
under the official technical guidance in OMB Circular A-4, 
which governs regulatory analysis in the federal government.56 
In December 2011, the staff of the California Air Resources 
Board (CARB) released a rudimentary analysis seeking to justify 
the tighter ZEV requirements for model years 2018 to 2025. The 
basic result of CARB’s analysis was that the energy savings 
provided by a ZEV over the vehicle’s lifetime are about equal to 
the additional $10,000 cost of producing a ZEV.57 

The OMB did not review CARB’s analysis. Upon 
examination, we found that the CARB analysis is based on 
several analytical assumptions that would be unlikely to 
survive a careful review under OMB Circular A-4. 

                                                                                                         
 53. Lawrence H. Goulder et al., Unintended Consequences from Nested State & 
Federal Regulations: The Case of the Pavley Greenhouse-Gas-per-Mile Limits (Nat’l 
Bureau of Econ. Research, Working Paper No. 15337, 2009), available at 
http://www.nber.org/papers/w15337, [http://perma.cc/0Pcrujx8Z2e]. 
 54. Howard Gruenspecht, Zero Emissions Vehicles: A Dirty Little Secret, 
RESOURCES, Winter 2001, at 8. 
 55. See Carl Bialik, To Gauge Oil Savings, Economists Road Test the ‘Rebound Effect,’ 
WALL ST. J., May 27, 2009, http://online.wsj.com/article/ 
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Energy Efficiency Sullies the Environment, N.Y. TIMES, Mar. 7, 2011, 
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[http://perma.cc/HY8D-9DEB]. 
 57. AIR RES. BD., CAL. ENVTL. PROT. AGENCY, supra note 45, at 65. 
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First, CARB assumes that the cost of producing ZEVs will 
decline by about forty percent between now and 2025 due to 
learning-by-doing and economies of scale in the manufacturing 
process.58 The forty percent figure, however, is at the top of the 
range of estimates in the literature.59 Furthermore, the battery 
advances necessary to satisfy consumer demand for a greater 
driving range are not meeting cost objectives and may cause the 
cost of future ZEVs to increase, not decline.60 The CARB analysis 
also ignores the possibility of an increase in the prices of rare 
earth elements and lithium that may result from Chinese actions 
once the U.S. transport sector becomes significantly dependent 
on ZEVs. Rare earths and lithium currently account for a small 
percentage of the cost of producing a ZEV, but that percentage 
could rise significantly in ways that are difficult for the United 
States to control.61 Most recently, the Obama administration has 
joined with the E.U. and Japan in a World Trade Organization 
action against China to end China’s rare earth export 

                                                                                                         
 58. Id. at 30–32. 
 59. DAVID A. BESANKO & RONALD R. BRAEUTIGAM, MICROECONOMICS: AN 

INTEGRATED APPROACH 334–37 (2002). 
 60. NAT’L RESEARCH COUNCIL, REVIEW OF THE RESEARCH PROGRAM OF THE U.S. 
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ENGINEERING NEWS 28 (2013) (noting that Department of Energy studies project 
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$120 million over five years to Iowa’s Ames Laboratory to search for possible 
solutions); Mark Rechtin, Material costs threaten affordable green cars, AUTOWEEK, 
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Supplies Squeezed, Rare Earth Prices Surge, N.Y. TIMES, May 2, 2011, at B1, B7, 
available at http://www.nytimes.com/2011/05/03/business/03rare.html, 
[http://perma.cc/WDA-8DUH] (“China, which controls more than 95 percent of 
the market, has further restricted exports so as to conserve supplies for its own 
high-tech and green energy industries.”); Clifford Krauss, The Lithium Chase, 
N.Y. TIMES, Mar. 9, 2010, at B1, available at http://www.nytimes.com/ 
2010/03/10/business/energy-environment/10lithium.html?_r=0, [http://perma.cc/ 
6TS8-MRNZ] (reporting that lithium demand will dramatically rise). 
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restrictions, alleging that the restrictions have artificially 
increased prices and pressured businesses to move to China.62 

Second, CARB assumes that ZEVs will last for an average of 
fourteen years and be driven for 186,000 miles.63 These figures 
are on the high end of the range of estimates for average light-
duty vehicle lifetime and mileage.64 

Third, CARB assumes that a five percent real discount rate is 
applied to future fuel savings to express them in present 
value.65 A seven percent discount rate, however, is typically 
applied to future fuel savings under OMB guidance.66 
Changing this assumption alone is likely to reverse the 
conclusion of CARB’s analysis.67 

Overall, based on the implausibility of CARB’s multiple, 
optimistic assumptions, it is unlikely that a ZEV mandate 
would pass a cost-benefit analysis, at least not for ZEVs 
produced in the pre-2025 period. Consumers may be further 
disinclined to purchase ZEVs if federal and state tax incentives 
are reduced. California has already reduced its ZEV rebate 
from $5,000 to $2,500,68 and Congress has reduced the tax credit 
for the costs of installing a charging system in one’s home.69 
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If ZEVs prove to be losers in the eyes of consumers, automakers 
and dealers will have a difficult time selling them. The early 
commercial experiences with the Nissan Leaf and the Chevrolet 
Volt suggest that the commercialization of ZEVs will not be 
easy.70 Moreover, surveys of consumers indicate that they are not 
willing to pay a large premium to obtain the advantages of a 
plug-in vehicle.71 Automakers are now slashing the list prices of 
plug-in vehicles in an effort to overcome consumer resistance, but 
progress is limited.72 Under these circumstances, either the ZEV 
mandate will have to be relaxed, as has occurred in the past, or 
automakers and dealers will have to cut ZEV prices, thereby 
incurring substantial losses on each ZEV that is sold, and then 
raise prices on non-ZEV products to cover the losses. In effect, the 
ZEV mandate would become a price increase on all new vehicles 
sold in the United States, a troubling scenario that is 
acknowledged but not fully analyzed in the CARB document.73 

If this perverse outcome occurs, the result could be fewer 
new vehicle sales throughout the United States, fewer jobs at 
plants where non-ZEV vehicles are produced, and fewer jobs at 
plants that supply materials and parts for non-ZEV vehicles. 
The job losses from the ZEV mandate are unlikely to occur in 
California because very few automotive suppliers and vehicle 
assembly plants are located there.74 The mandate could, 
however, adversely impact plants throughout North America. 
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Here are the busiest North American plants that assemble non-
ZEV vehicles, measured by 2011 production levels, that may be 
adversely impacted by the mandate:75 

 

Production Facility Production 

VW: Puebla, Mexico  514,910 

Ford: Kansas City, Missouri  460,338 

Nissan: Aguascalientes, Mexico  410,693 

GM: Oshawa, Ontario  380,149 

Ford: Dearborn, Michigan 343,888 

Hyundai: Montgomery, Alabama 342,162 

Nissan: Smyrna, Tennessee  333,392 

Ford: Hermosillo, Mexico 328,599 

Toyota: Georgetown, Kentucky  315,889 

Ford: Louisville, Kentucky  310,270 

 
The CARB analysis does not make employment forecasts 

outside California with and without the ZEV regulation.76 CARB 
does, however, forecast positive job impacts in California because 
many of the companies currently making recharging equipment 
for electric vehicles are located there.77 If the employment analysis 
of the California ZEV mandate had been conducted under OMB 
review, however, it would have looked at other regions of the 
United States. California’s ZEV program might have failed a cost-
benefit analysis that considered the program’s nationwide impact, 
rather than its impact on California alone. 

In summary, the EPA, through its power to grant waivers 
under the Clean Air Act, has enabled California to promulgate 
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a costly ZEV mandate that may do little or nothing to prevent 
climate change. At the same time, the economic impacts of the 
California program are likely to be national in scope. A 
comprehensive cost-benefit analysis of the ZEV program has 
not been performed, yet the program is already on a clear path 
toward implementation. 

Congress has the power to solve this problem in the future. 
When a federal agency allows state regulators to issue rules 
with national economic ramifications, the agency should be 
required to justify the decision with a cost-benefit analysis 
under OMB Circular A-4, and the waiver decision should be 
covered by routine OMB review procedures. 

III. ISSUING HAZARD DETERMINATIONS WITHOUT SUFFICIENT 

SCIENTIFIC EVIDENCE 

A federal agency determination that a chemical is hazardous 
can result in significant economic consequences for many 
industries and should only be made on the basis of adequate 
scientific evidence. Yet federal regulators often issue hazard 
determinations that are in tension with the scientific findings 
reported by committees of the U.S. National Research Council 
(NRC) of the National Academy of Sciences. Because hazard 
determinations are quasi-regulatory actions that trigger 
litigation, state regulation, and market distortions, a case can be 
made that they should be subject to OMB review. The review 
would ensure that basic sound-science and administrative 
procedures have been followed, but it would not be as 
extensive as a cost-benefit analysis. 

The federal government’s recent handling of a formaldehyde 
safety issue illustrates this problem: The EPA and the National 
Toxicology Program are moving forward with a declaration that 
formaldehyde causes leukemia, even though the scientific 
rationale for this position has been sharply criticized by the 
NRC. Formaldehyde is an industrial chemical that is widely 
used in activities ranging from housing construction to health 
care services.78 Each year, sales of formaldehyde are worth about 
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$1.5 billion, and products that use formaldehyde are linked to 
about four million jobs and $145 billion in economic activity.79 It 
is estimated that if formaldehyde had to be substituted in the 
U.S. economy, consumers would incur additional costs of about 
$17 billion per year.80 

Multiple federal agencies already heavily regulate human 
formaldehyde exposure because high doses of formaldehyde 
are known to cause irritation of the respiratory system and a 
rare form of nasal cancer.81 In 2010, spurred by a provocative 
report from an international organization in Lyon, France,82 the 
EPA—through the Integrated Risk Information System (IRIS)—
made a preliminary determination that formaldehyde exposure 
is known to cause leukemia as well as nasal cancer.83 

An official determination that formaldehyde exposure causes 
leukemia could result in a variety of adverse effects on industry, 
such as lawsuits and voluntary product withdrawals, even before 
any new federal regulation is adopted. State regulations and 
market distortions also result from the hazard determination.84 
Furthermore, the stigma of a hazard determination, once 
imposed, is difficult to erase, even if the technology or substance 
is completely exonerated through additional scientific research.85 
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In this case, industrial scientists were skeptical of the EPA’s 
preliminary determination because the epidemiological literature 
on formaldehyde is difficult to interpret with confidence and the 
biological mechanism for how formaldehyde causes leukemia is 
not clear.86 They persuaded Congress to compel the EPA to 
subject its scientific evidence and reasoning to independent 
review by a panel of the NRC, which is an official scientific 
advisory group to the federal government.87 In a critical report, 
the NRC panel raised serious questions about the EPA’s theory 
that formaldehyde exposure causes leukemia while reaffirming 
the known link between formaldehyde exposure and respiratory 
cancer.88 The NRC also raised broader questions about the 
credibility of the EPA’s IRIS process methodology, as there is a 
pattern of deficiencies in the EPA’s hazard determinations (for 
example, in the cases of dioxin and tetrachloroethylene).89 

Before the EPA could respond to the NRC report, an entirely 
different federal agency—the Department of Health and 
Human Services’ National Toxicology Program (NTP)—
included in its annual report to Congress an addendum on 
formaldehyde. The addendum made a strong claim about the 
formaldehyde-leukemia link, similar to the preliminary EPA 
claim.90 The NTP made a limited effort to reconcile its view 
with the NRC’s view, but ultimately acknowledged that it 
agreed with the NRC’s view that it is not known—from a 
biological mode-of-action perspective—how formaldehyde 
causes leukemia.91 Nevertheless, the NTP took the position that 
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a substance can be known to cause cancer even if the biological 
mode of action is unknown.92 

This situation raises a key question: Who in the federal 
government should be in charge of managing and resolving 
these issues? The actions of the EPA and the NTP may not 
appear to be “regulations,” but they are “science-policy 
determinations” that can have the same practical economic 
burdens as regulations by triggering costly litigation. 

Before making hazard determinations, agencies should 
assess whether a significant economic impact may result. The 
impact determination should not be a cost-benefit analysis, but 
should be similar to the significance determinations that OMB 
and federal agencies already make under Executive Order 
12,866 to determine whether OMB review is necessary.93 If the 
impact is likely to be significant, the next step would be 
independent scientific review by an organization such as the 
NRC. Federal agency compliance with the NRC panel’s 
findings would be overseen by OMB or the White House Office 
of Science and Technology Policy (OSTP), in consultation with 
other interested federal agencies. 

Congress should require OMB or OSTP to resolve disputes 
about hazard determinations, at least in cases where the NRC 
has made clear determinations. To play this role effectively, 
OMB and OSTP might need a modest increase in scientific 
staffing above their current levels. It is important, however, to 
recognize that the roles of OMB and OSTP are not to redo the 
agency’s hazard determination. Instead, the OMB and OSTP 
role is limited to deciding whether a hazard determination 
should be referred to the NRC and, if so, whether the agency 
has adhered to the NRC’s determinations in the agency’s final 
determination. OMB and OSTP should also supervise 
interagency discussions of these matters, as multiple federal 
agencies may have an interest. OMB and OSTP already play 
this role on a wide range of scientific and policy matters.94 
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IV. ENTERING INTO BINDING AGREEMENTS WITH LITIGANTS THAT 

CALL FOR NEW RULEMAKINGS 

Federal regulators, after being sued by pro- or anti-
regulation activist groups, are entering into binding 
agreements with litigants that call for new rulemakings within 
specified deadlines. The rulemaking commitments are being 
made before any cost-benefit analysis or public comment and 
without OMB review. Sometimes the deadlines are set in a 
manner that ensures that cost-benefit analysis and OMB review 
will be compromised. 

One of the co-authors (John D. Graham) experienced the 
consequences of “regulation by consent decree” on several 
occasions during his tenure at the OMB (2001–2006). For 
example, during the Clinton administration, the EPA entered 
into a litigation settlement that committed the agency to an 
expensive rulemaking aimed at reducing mercury emissions 
from coal-fired power plants.95 When, during the George W. 
Bush administration, EPA staff briefed the author on the cost-
benefit basis for the mercury rule, it became clear that many of 
the emissions reductions expected from the mercury rule were 
already to be accomplished by another rule aimed at reducing 
nitrogen dioxide emissions from coal plants.96 According to 
EPA staff, the residual benefits of reducing elemental mercury 
were not sufficient to justify the entire cost of the mercury rule. 
Yet, the agency was legally committed to issuing a rule by a 
fixed deadline, and expectations for a rule had been established 
in the environmental advocacy community.97 

The EPA crafted a different rationale for the mercury rule 
based on the “co-benefits” resulting from simultaneous control 
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of a different pollutant, particulate matter.98 The obvious 
counterargument to this position is that direct regulation of 
particulate matter from many sources (not just coal plants) 
might be a more cost-effective method of capturing those 
benefits, and that the EPA was already promulgating a suite of 
rules to reduce particle emissions from different sources, 
including electric utility plants. With a judicial deadline forcing 
its hand, OMB worked with the EPA to issue a mercury rule, 
but it had a weak cost-benefit justification. The rule was 
ultimately overturned by the D.C. Circuit for reasons unrelated 
to the cost-benefit issue.99 

The lesson from this example is that regulators may be 
tempted, during settlement negotiations, to commit themselves 
to rulemakings that have not yet been analyzed from a cost-
benefit perspective. If policymakers are serious about evidence-
based regulatory reform, this practice needs to be restrained. 
Congress should consider new legislation that constrains 
agency powers to enter into such settlements without first 
conducting appropriate analysis to determine whether a rule is 
necessary and desirable. A public comment process is also 
needed before the agency makes the commitment. Congress 
should require that ample time be made available for public 
comments as well as for routine OMB review of the matter. 

V. CONCLUSION 

OMB and cost-benefit review of significant regulatory activity 
by federal agencies began in the Ford, Nixon, and Carter 
administrations, was buttressed and codified during the Reagan 
and Bush administrations, and was retained and refined during 
the Clinton, George W. Bush, and Obama administrations.100 
From a political perspective, Presidents are accountable for the 
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economy’s performance, and thus the White House expects an 
opportunity to review regulatory proposals that will have a 
significant impact on vital sectors of the economy or the 
economy as a whole. It is difficult to envision how a President 
can have a coherent national economic policy without having 
control over the federal regulatory system. 

In this paper, we have argued that Presidents often have less 
control than is commonly thought because a substantial 
amount of regulatory and quasi-regulatory activity occurs 
outside OMB and cost-benefit review. We have highlighted 
four types of activities that evade OMB review: (1) agency 
issuance of informal documents such as memoranda, policy 
statements, and guidance; (2) agency approval of costly state 
regulatory policies under federal laws that authorize selective 
waiver of federal preemption of state regulation; (3) agency 
issuance of hazard determinations that shape the regulatory 
environment for technologies, substances, and market 
practices; and (4) agency decisions to enter into settlement 
agreements that create duties to regulate. 

For each of these types of regulatory and quasi-regulatory 
activity, federal agencies exert a significant economic impact on 
key industries (such as energy, housing, and automobiles) and, 
in some cases, on the national economy. These 
underappreciated powers allow agencies to act without the 
discipline of routine OMB review and cost-benefit oversight. 

We are not arguing that federal agencies should be 
prohibited from issuing informal guidance, approving state 
regulations, issuing hazard determinations, or entering into 
settlement agreements with pro-regulation groups. Our claim 
is more modest. We are arguing that when these actions are 
likely to have a significant economic impact, they should be 
subject to routine OMB review and cost-benefit requirements. 
Congress can readily make this happen through targeted 
language in regulatory reform legislation. 




