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Thank you Chairman Marino, Ranking Member Johnson, and members of the Committee for the opportunity to testify
today. I am vice president for policy research at the Mercatus Center at George Mason University. My three-and-a-half
decades of experience with rulemaking and regulatory analysis includes work at the Food and Drug Administration and
a stint at the Office of Information and Regulatory Affairs (OIRA) in the Office of Budget and Management (OMB)
reviewing rules from other agencies.
Thirty-five years ago, President Jimmy Carter began an experiment to, in his words, “regulate the regulators” to “eliminate unnecessary federal regulations.”1 His experiment was to form, through the Paperwork Reduction Act of 1980, the
Office of Information and Regulatory Affairs within OMB to allow the president to gain control over the regulatory agencies. We have now had 35 years of experience to see if President Carter’s goals have been achieved. They have not. To
be clear, OIRA does excellent work. But even if the office (1) had more than 45 people to control hundreds of thousands
of regulators; (2) wasn’t constrained to stay away from agencies that are political favorites; and (3) covered independent
agencies, it would still be, as some have described it, “a speed bump.”2
OIRA will always serve as only a minor check on the quality of regulations implemented because it is in the same branch
of government as the regulatory agencies, and it often carries less political clout than the agencies whose work it reviews.
1. Jimmy Carter, “Paperwork Reduction Act of 1980 Remarks on Signing H.R. 6410 into Law, December 11, 1980, The American Presidency Project, http://www.presidency.ucsb.edu/ws/?pid=44390. In an adversarial hearing held by Oversight and Government Reform
Committee Chairman John Dingell, there was apparently some confusion over the role of OIRA. The new administrator, Jim Miller,
reports that the OMB Assistant Director Jim Tozzi summed up why it was adversarial: “You are regulating the regulators; that’s what
they think they [Congress] are supposed to do,” in James C. Miller III, “The Early Days of Reagan Regulatory Relief and Suggestions
for OIRA’s Future,” Administrative Law Review 63, Special Edition (2011): 98.
2. OMB, “About OIRA,” accessed July 13, 2015, https://www.whitehouse.gov/omb/oira/about.
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A credible effort by any OIRA administrator to push back on a regulation, therefore, depends on whether the administrator
knows if OIRA can win the political argument that will follow. Having to win a political battle to ensure that analysis is
done well and is considered in rulemaking is never going to provide the kind of quality check that the last six presidents
have called for. The issues for OIRA include:
• There is substantial evidence that President Carter’s experiment has failed. The quality of economic analysis in rulemaking is poor, which leads to poor regulations. More troubling, agencies are seeking
to evade the safeguards of the Administrative Procedure Act through a variety of “stealth” regulations.
• The consequent regulatory accumulation imposes a considerable burden on American households
and a drag on the economy.
• Addressing regulatory accumulation requires comprehensive reform, and staffing up OIRA would
only be a small element of that reform.

THE FAILURE OF OIRA AS FEDERAL WATCHDOG
What is the evidence that this experiment has failed? President Carter wanted to eliminate unnecessary federal
regulations. Today, far too many regulations fail to address a problem, do not solve any problem, or have unintended consequences.3 President Carter also instituted the first major requirement for economic analysis (Executive Order 12844) that OIRA is expected to oversee.
Poor economic analysis: We have observed through years of scholarly research that only a small fraction of rules
have an analysis, the analysis is often poorly done, agencies rarely use the analysis as part of their decision-making,
or analysis is done after decision-making to justify the agency’s position.4

3. Sherzod Abdukadirov, “Justifying Regulations: Examining the Benefit Side of the Equation,” William and Mary Policy Review 4, no.
2 (Spring 2013); Jerry Ellig and James Broughel, “Regulation: What’s the Problem?” (Mercatus on Policy, Mercatus Center at George
Mason University, Arlington, VA, November 2011), http://mercatus.org/publication/regulation-whats-problem; Sherzod Abdukadirov,
“The Unintended Consequences of Safety Regulation” (Mercatus Research, Mercatus Center at George Mason University, Arlington,
VA, June 2013), http://mercatus.org/publication/unintended-consequences-safety-regulation.
4. See Jerry Ellig, “Regulatory Impact Analysis: Four Decades of Foibles” (Mercatus on Policy, Mercatus Center at George Mason
University, Arlington, VA, January 2015), http://mercatus.org/publication/regulatory-impact-analysis-four-decades-foibles; Jerry Ellig
and Richard Williams, “Reforming Regulatory Analysis, Review, and Oversight: A Guide for the Perplexed” (Mercatus Working Paper,
Mercatus Center at George Mason University, Arlington, VA, August 2014), http://mercatus.org/publication/reforming-regulatory
-analysis-review-and-oversight-guide-perplexed; Richard Williams, “The Influence of Regulatory Economists in Federal Health and
Safety Agencies” (Mercatus Working Paper, Mercatus Center at George Mason University, July 2008), http://mercatus.org/publication
/influence-regulatory-economists-federal-health-and-safety-agencies; Arthur Fraas and Randall Lutter, “The Challenges of Improving
the Economic Analysis of Pending Regulations: The Experience of OMB Circular A-4,” Annual Review of Resource Economics 3 (2011):
71-85; Arthur Fraas and Randall Lutter, “On the Economic Analysis of Regulations at Independent Regulatory Commissions,” Administrative Law Review 63, Special Edition (2011): 213–41; Jerry Ellig and Hester Peirce, “SEC Regulatory Analysis: A Long Way to Go and
a Short Time to Get There,” Brooklyn Journal of Corporate, Financial & Commercial Law 8, no. 2 (Spring 2014): 361–437; Jamie Belcore
and Jerry Ellig, “Homeland Security and Regulatory Analysis: Are We Safe Yet?,” Rutgers Law Journal 40, no. 1 (Fall 2008): 1–96;
Robert W. Hahn, Jason K. Burnett, Yee-Ho I. Chan, Elizabeth A. Mader, and Petrea R. Moyle, “Assessing Regulatory Impact Analyses:
The Failure of Agencies to Comply with Executive Order 12,866.” Harvard Journal of Law and Public Policy 23, no. 3 (2000): 859–71;
Robert W. Hahn and Patrick M. Dudley, “How Well Does the Government Do Benefit–Cost Analysis?,” Review of Environmental Economics and Policy 1, no. 2 (2007): 192–211; Robert W. Hahn, and Robert E. Litan, “Counting Regulatory Benefits and Costs: Lessons for
the US and Europe,” Journal of International Economic Law 8, no. 2 (2005), 473–508; Robert W. Hahn, Randall W. Lutter, and W. Kip
Viscusi, Do Federal Regulations Reduce Mortality? (Washington, DC: AEI-Brookings Joint Center for Regulatory Studies, 2000); Government Accountability Office, Regulatory Reform: Agencies Could Improve Development, Documentation, and Clarity of Regulatory
Economic Analyses, Report GAO/RCED-98-142 (May 1998); Government Accountability Office, Air Pollution: Information Contained in
EPA’s Regulatory Impact Analyses Can Be Made Clearer, Report GAO/RCED 97-38 (April 1997); Jerry Ellig and Sherzod Abdukadirov,
“Regulatory Analysis and Regulatory Reform: An Update” (Mercatus on Policy, Mercatus Center at George Mason University, Arlington, VA, January 2015), http://mercatus.org/publication/regulatory-analysis-and-regulatory-reform-update.
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Among other research, the Mercatus Center’s Regulatory Report Card confirms these findings. For the period
from 2008 through 2012, the Regulatory Report Card found an average score of 52 percent, or a grade of F for
many schools, for 108 economically significant regulations, using 12 criteria based on Executive Order 12866.5
OIRA is simply too small: How could OIRA possibly address these problems? With a current staff of 45 in fiscal
year 2014,6 OIRA is simply too small to provide effective oversight to the hundreds of thousands of employees at
federal agencies producing regulations—with more than 200,000 employed in rule-writing agencies alone.7 In 1981,
OIRA had a staff of 77, and federal agencies had total staffing of 115,047.8 Over the years, OIRA’s mission has been
cut back from reviewing all regulations to only reviewing economically significant ones. But even that remains
a daunting task when the budget devoted to rulemaking by regulatory agencies outspends the OIRA’s budget for
reviewing regulations by a factor of 7,000 to 1.9
Over the last decade, rulemaking agencies finalized 37,000 regulations, but OIRA reviewed only 3,000. Of these,
only 116 had both benefits and costs appearing in OIRA’s annual report. (See attachment 1.)10 What’s more, OIRA
has evolved from “being a watchdog whose job was to ensure that agencies used economic logic and quality benefitcost analysis when regulating to being a ‘conveyor and convener’ and ‘information aggregator’ for the agencies.”11
“Stealth” regulations: OIRA cannot regulate the regulators effectively because the regulators have numerous ways
of creating “stealth” regulations to avoid OIRA review. Examples include “sue and settle” lawsuits, guidance
documents, and other nonregulatory means of compliance.12 Guidance documents have the same effect, in practice, as regulations—but without notice and comment safeguards. Rule interpretations work in a similar fashion.
For example, between January 2007 and now, there has been exactly one FDA notice reviewed by OIRA. (See
attachment 2.)13 A recent GAO report suggests that the FDA is not an outlier; procedures and oversight for guidance documents are severely lacking.14 Alternatively, to get around OIRA, agencies can collaborate with interest
groups through “sue and settle” lawsuits to get a consent decree, or work with state regulators to establish what
become de facto national standards.15

5. Jerry Ellig, Patrick A. McLaughlin, and John F. Morrall III, “Continuity, Change, and Priorities: The Quality and Use of Regulatory
Analysis Across US Administrations,” Regulation and Governance 7, no. 2 (June 2013).
6. Executive Office of the President, Office of Management and Budget, “Fiscal Year 2016 Budget,” OMB-11, https://www.whitehouse
.gov/sites/default/files/omb/assets/organization/fy2016_omb_budget.pdf.
7. OMB, “About OIRA.”
8. Curtis W. Copeland, “Federal Rulemaking: The Role of the Office of Information and Regulatory Affairs,” Congressional Research
Service, June 9, 2009.
9. Jerry Ellig and James Broughel, “OIRA Spending Falls as Agency Spending Swells,” Mercatus Center at George Mason University,
Arlington, VA, October 17, 2013, http://mercatus.org/publication/oira-spending-falls-agency-spending-swells.
10. Richard Williams and James Broughel, “OIRA Quality Control Is Missing for Most Regulations,” Mercatus Center at George Mason
University, Arlington, VA, October 1, 2014, http://mercatus.org/publication/oira-quality-control-missing-most-regulations.
11. John F Morrall III, “Reinvigorating, Strengthening, and Extending OIRA’s Powers” (Testimony before the House Committee on the
Judiciary, Subcommittee on Regulatory Reform, Commercial, and Antitrust Law, Mercatus Center at George Mason University, Arlington, VA, September 30, 2013), http://mercatus.org/publication/reinvigorating-strengthening-and-extending-oiras-powers.
12. See John D. Graham and James Broughel, “Stealth Regulation: Addressing Agency Evasion of OIRA and the Administrative
Procedure Act,” Harvard Journal of Law and Public Policy, Federalist Edition 1, no. 1 (2014); Nina Mendelson and Jonathan Wiener,
“Responding to Agency Avoidance of OIRA,” Harvard Journal of Law and Public Policy 37, no. 2 (2014); Henry N. Butler and Nathaniel
J. Harris, “Sue, Settle, and Shut Out the States: Destroying the Environmental Benefits of Cooperative Federalism,” Harvard Journal of
Law and Public Policy 37, no. 2 (2014); Jerry Brito, “‘Agency Threats’ and the Rule of Law: An Offer You Can’t Refuse,” Harvard Journal
of Law and Public Policy 37, no. 2 (2014); Stuart Shapiro, “Agency Oversight as ‘Whac-a-Mole’: The Challenge of Restricting Agency
Use of Nonlegislative Rules,” Harvard Journal of Law and Public Policy 37, no. 2 (2014).
13. Richard Williams, James Broughel, “Where Is the OIRA Oversight of FDA Guidance Documents?,” Mercatus Center at George Mason University, Arlington, VA, June 9, 2015, http://mercatus.org/publication/where-oira-oversight-fda-guidance-documents.
14. General Accounting Office, “Regulatory Guidance Processes: Selected Departments Could Strengthen Internal Control and Dissemination Practices,” GAO-15-368, April 2015.
15. Graham and Broughel, “Stealth Regulation” (2015). See also Mendelson and Wiener, “Responding to Agency Avoidance of OIRA.”
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THE COST OF REGULATORY ACCUMULATION
When President Carter took office in 1977, there were 84,729 pages in the Code of Federal Regulations. By 2014, there
were 175,268 pages, an increase of 107 percent.16 These pages contain over 1 million requirements that would take an
average person three years to read, although many more to comprehend.17 While the number and scope of regulations has
continued to grow, agencies have largely failed to follow the rulemaking standards laid out in the executive orders.18 This
growth has not been costless; one estimate shows that without those additional regulations, American families would be
richer by an average of $277,100 per household.19

THE NEED FOR A COMPREHENSIVE SOLUTION
With the massive growth in federal regulations during the last 35 years, every American president since President
Carter has embraced the idea of economic analysis to try to ensure that only necessary regulations are passed.20
For nearly 70 years, presidents have complained about their inability to manage the regulatory agencies. Jimmy
Carter said that although he knew that “dealing with the federal bureaucracy would be one of the worst problems
[he] would have to face,” the reality had been even “worse than [he] had anticipated.”21 Even President Obama
noted in 2011 that sometimes the rules get out of balance, “placing unreasonable burdens on business—burdens
that have stifled innovation and have had a chilling effect on growth and jobs.”22
Evidence of each president’s failure to control the regulatory agencies is surely illustrated by “midnight rules.”23
In general, these rules are rushed and contain worse analysis than rules usually do. They are enacted after a new
president is elected and before the new president is inaugurated. Given the surge that we are observing in rules
lately, there may be a new category of midnight rules. The Congressional Review Act allows Congress to overturn

16. Office of the Federal Register, “Code of Federal Regulations: Total Pages 1938–1949, Total Volumes and Pages 1950–2014,” accessed July 13, 2015, https://www.federalregister.gov/uploads/2015/05/Code-of-Federal-Regulations-Total-Pages-and-Volumes
-1938-2014.pdf.
17. See Omar Ahmad Al-Ubaydii and Patrick A. McLaughlin, “RegData: A Numerical Database on Industry-Specific Regulations for All
US Industries and Federal Regulations, 1997–2012” (Mercatus Working Paper, Mercatus Center at George Mason University, Arlington, VA, November 2014), http://mercatus.org/publication/regdata-numerical-database-industry-specific-regulations; Patrick A.
McLaughlin, “The Code of Federal Regulations: The Ultimate Longread,” Mercatus Center at George Mason University, Arlington, VA,
April 2015, http://mercatus.org/publication/code-federal-regulations-ultimate-longread-game-thrones-hunger-games; and Patrick
A. McLaughlin and Richard Williams, “The Consequences of Regulatory Accumulation and a Proposed Solution,” (Mercatus Working
Paper, Mercatus Center at George Mason University, Arlington, VA, February 2014), http://mercatus.org/publication/consequences
-regulatory-accumulation-and-proposed-solution.
18. Ellig, “Regulatory Impact Analysis: Four Decades of Foibles”; Ellig and Williams, “Reforming Regulatory Analysis, Review, and
Oversight.”
19. Patrick A. McLaughlin, “On the Human Costs of the US Regulatory System: Should Congress Pressure Agencies to Make Rules
Faster?” (Testimony before the Senate Committee on the Judiciary, Subcommittee on Oversight, Federal Rights, and Agency Action,
Mercatus Center at George Mason University, Arlington, VA, August 1, 2013), http://mercatus.org/publication/human-costs-us
-regulatory-system-should-congress-pressure-agencies-make-rules-faster.
20. John W. Dawson and John J. Seater, “Federal Regulation and Aggregate Economic Growth,” Journal of Economic Growth (2010):
1–41.
21. Elena Kagan, “Presidential Administration,” Harvard Law Review 114, no. 8 (2001): 2272–73.
22. Barack Obama, “Toward a 21st-Century Regulatory System,” Wall Street Journal, January 18, 2011, http://www.wsj.com/articles/SB1
0001424052748703396604576088272112103698.
23. See Sherzod Abdukadirov, “Regulating in the Dark: Examining Bush Midnight Regulations” (Mercatus Working Paper, Mercatus
Center at George Mason University, Arlington, VA, November 2012), http://mercatus.org/publication/regulating-dark-examining
-bush-midnight-regulations; Jerry Ellig, “Midnight Regulation: Decisions in the Dark?” (Mercatus on Policy, Mercatus Center at George Mason University, Arlington, VA, August 2012), http://mercatus.org/publication/midnight-regulation-decisions-dark; Patrick A.
McLaughlin, “The Consequences of Midnight Regulations and Other Surges in Regulatory Activity,” Public Choice 147, no. 3–4, (June
2011); Veronique de Rugy, “The Midnight Regulation Phenomenon” (Mercatus on Policy, Mercatus Center at George Mason University,
Arlington, VA, November 2008), http://mercatus.org/sites/default/files/publication/MOP31_RSP_Web_The_Midnight_Regulation
_Phenomenon.pdf.
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rules (with presidential signature) within 60 days of passage. It appears to be the case that agencies are trying to
finalize big rules prior to two months before inauguration to ensure that a new administration cannot overturn
them.24
After 35 years of research showing—along with presidential statements conceding—that the system is not working,
it is time to admit that Congress must address these problems. While staffing up OIRA will be helpful, it will not
solve the problems that President Carter and every president since has identified. Just as the problem is systemic
and nonpartisan, so must the solution be.
Comprehensive reform is required to ensure that Congress has the necessary economic (and risk) information
to effectively exercise oversight over regulations prior to their being issued. This information must also inform
Congress as to when regulations or regulatory programs need to be enhanced, modified, or eliminated. Congress
cannot do this alone—rather, stakeholders must be allowed access to judicial remedy when agencies fail to do the
required analysis or do so badly. Without these kinds of remedies, we will continue to experience the same failures
as we have observed over the last 35 years.

24. Congressional Review of Agency Rulemaking §801–808, 5 U.S.C. 8.
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Attachment 1. OIRA Quality Control Is Missing for Most Regulations
Richard Williams, James Broughel | Oct 01, 2014
Over the last decade, federal regulatory agencies finalized more than 37,000 regulations, yet 92
percent of rules escaped review by the Office of Information and Regulatory Affairs (OIRA), a
small office tasked with reviewing significant regulatory actions promulgated by such agencies.
Of the roughly 3,000 rules OIRA did review, only 116 have estimates of both benefits and costs
appearing in OIRA’s annual report. Relative to the cost of many of these regulations, expecting
agencies to analyze benefits and costs before issuing a rule is a fairly low bar to set.

The numbers suggest that the analysis of rules reviewed by OIRA is severely lacking in most
cases. Of roughly 3,600 rules finalized last fiscal year, only seven had estimates of both benefits
and costs appearing in OIRA’s report.
By confirming that agency actions are consistent with executive orders that set standards for
regulatory analysis, OIRA is charged with ensuring that analysis meets minimal levels of quality
and that agency rules are informed by those analyses. Each year OIRA puts out a report with
details on the costs and benefits of the US regulatory system, but the report provides little insight
because so many regulations escape review by OIRA. These missing rules also lack OIRA’s
critical quality control check.
Most rules that avoid OIRA review are not deemed “significant,” meaning they aren’t expected
to have large economic impacts, raise novel legal issues, or meet certain other criteria signifying
the importance of a regulation. Yet, even if any of these rules by themselves might be small,

cumulatively their effects can be large. Even worse, the rules that have estimates of both benefits
and costs in OIRA’s report are not necessarily the ones that are most important to the American
public. Of fiscal year 2013 rules, OIRA reports benefits and costs for a rule that defined “glutenfree” for the purposes of labeling foods that are gluten-free, but four major regulations emanating
from the Affordable Care Act do not have any benefit or cost information, and none of the
regulations implementing the Dodd-Frank Act have estimates of both benefits and costs. This
last point is not surprising, as independent agencies (including most financial regulators) do not
have to comply with executive orders setting regulatory analysis standards. Still, these examples
suggest the true costs to the public are simply not captured in OIRA’s report.
OIRA performs an important role, but its staff is too small (45 in fiscal year 2014) relative to the
hundreds of thousands of employees working in regulatory agencies to provide effective
oversight. This means that there is no effective check on the vast majority of regulations, where
there is often a total absence of analysis, analysis is ignored in the decision-making, or analysis is
made to conform with a predetermined decision.

Attachment 2: Where Is the OIRA Oversight of FDA Guidance Documents?
Richard Williams, James Broughel | Jun 09, 2015
Federal agencies issue guidance documents that typically consist of sets of instructions or
announcements written to inform regulated parties how to stay in compliance with the law.
Owing to a confusing set of events, it is unclear whether these documents are receiving executive
branch oversight from the Office of Information and Regulatory Affairs (OIRA). In the case of
the Food and Drug Administration (FDA), hundreds of guidance documents appear on its
website, yet there is almost no evidence of oversight from OIRA.

On January 23, 2007, then-President George W. Bush issued Executive Order 13422, requiring
executive branch regulatory agencies to submit their significant guidance documents for review
by OIRA. OIRA, an office located within the Office of Management and Budget, was already
tasked with reviewing other significant regulatory actions to ensure that such actions are
supported by strong technical evidence. As such, it was natural for the same office to review
guidance documents likely to have significant impacts. Upon entering office, President Obama
repealed President Bush’s executive order.
The Office of Management and Budget, however, still maintains the right to review significant
guidance, as it did even before the Bush executive order. The question that remains is the extent
to which OIRA is reviewing these documents. One source that allows analysis of this activity is
the FDA’s new guidance document database. According to this database, the FDA has issued
444 final guidance documents since President Bush issued his executive order in 2007. The pace

of guidance issuance has remained steady over time, with the FDA finalizing on average four
documents a month under both the Bush and Obama administrations. This figure is likely an
underestimate since many documents in the FDA database are not even dated or are not labeled
as draft or final. These documents were excluded from our analysis.
Meanwhile, the OIRA website lists only one FDA “notice” as having been reviewed during this
period. The OIRA website is vague as to what documents are included in its “notice” category,
saying only that these are documents that announce new programs or agency policies, which
presumably includes guidance documents. Alternatively, it is also possible that informal review
of FDA guidance is taking place that is not tracked on the OIRA website. If this is the case, this
suggests a serious transparency problem exists. Regardless, the statistics available to the public
suggest that there is little OIRA oversight of FDA activities when it comes to guidance.
The FDA is just one of dozens of executive branch and independent agencies that have the
ability to issue guidance. If the FDA experience is representative of oversight at these other
federal agencies, this is reason for concern since the effects of agency guidance often mirror
those of regulations. In fact, a recent report by the Government Accountability Office chastised
several agencies for a lack of compliance with agency good guidance practices. This suggests
that both procedures and oversight are lacking with respect to guidance and need improvement.

