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The Thirty Years War over Federal Regulation 

FREEDOM TO HARM: THE LASTING LEGACY OF THE LAISSEZ FAIRE 

REVIVAL.  By Thomas O. McGarity.  New Haven, Connecticut: 
Yale University Press, 2013.  408 pages.  $45. 

Reviewed by Daniel A. Farber* 

Freedom to Harm is an impassioned yet meticulous study of the 
conservative backlash against federal regulation.  A coalition of libertarian 
ideologues and business interests, Professor Thomas McGarity1 argues, has 
succeeded in undermining federal regulation, putting at risk public health 
and safety.2  In the course of making this argument, Freedom to Harm 
provides a remarkably detailed account of how federal regulation has 
evolved in the third of a century since Ronald Reagan took the oath of 
office.3  This account extends beyond well-studied areas such as 
environmental law4 to include less studied areas such as worker and 
transportation safety.5 

This Review will use the evidence McGarity assembles as a lens for 
examining regulatory history since Reagan became president.  Although the 
available evidence presented is necessarily incomplete, it suggests strongly 

 

 * Sho Sato Professor of Law, University of California, Berkeley.  I would like to thank Tom 
McGarity and Anne Joseph O’Connell for their helpful comments on earlier drafts. 

1. McGarity holds the Joe R. and Teresa Lozano Long Endowed Chair in Administrative Law 
at The University of Texas at Austin. 

2. THOMAS O. MCGARITY, FREEDOM TO HARM: THE LASTING LEGACY OF THE LAISSEZ 

FAIRE REVIVAL viii (2013) (“[A] bold and sustained attempt to roll back the regulatory programs 
and civil justice reforms of the 1960s and 1970s with the ultimate goal of returning to the laissez 
faire benchmark of the late nineteenth century” has given companies “more freedom to harm 
consumers, workers, and the environment than at any time since the New Deal”).  McGarity 
characterizes the upshot as “a hamstrung federal regulatory regime run by resource-starved 
agencies that were more solicitous of the needs of the business community than they were 
attentive to the risks faced by the citizens that they were created to protect.”  Id. at 231. 

3. In addition to laws relating to public health and safety, McGarity also discusses tort reform, 
id. at 197–214, and the regulation of unfair consumer practices, id. at 183–96, and of the financial 
industry, id. at 164–82.  In the interests of space, this Review will consider only health and safety 
regulations, including those parts of environmental law designed to protect public health. 

4. For a study of the development of environmental law up to the midpoint of the George W. 
Bush presidency, see generally RICHARD J. LAZARUS, THE MAKING OF ENVIRONMENTAL LAW 

(2004). 
5. A sense of the disparity in coverage by legal scholars is provided by a quick Westlaw 

search.  A search of Westlaw’s Law Reviews and Journals database on June 30, 2013, revealed 
over 10,000 articles with “environment” or “environmental” in the title but only 1,827 with 
“safety” in the title.  There were 1,233 articles with “EPA” in the title, but only 150 with “OSHA” 
and 13 with “CPSC.”  There were only 192 that contained the phrases “mining accident” or 
“mining disaster.” 
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that the opponents of regulation have had only mixed success.6  Legislative 
efforts to roll back the regulatory state have given rise to pitched political 
battles but in the end have not infrequently ended in at least small 
expansions of agency authority.  Opponents of regulation have had more 
luck in the rulemaking process, where they have often succeeded in 
delaying or killing regulatory efforts or in weakening the final regulations.  
They have successfully allied with advocates of “smarter regulation” in 
some of these efforts.  Yet, in the end, the body of federal regulation has 
continued to grow almost unabated.7  The biggest success of the opponents 
of regulation has come through budget cuts and policy changes that have 
weakened enforcement, but even there, other factors may have helped 
soften the impact on the beneficiaries of regulation. 

A brief roadmap of what follows: The body of the Review begins with 
an overview of McGarity’s thesis.  The succeeding sections of the Review 
cover his discussion of the legislative battles over the scope of federal 
regulation, followed by evaluations of the evolution of rulemaking and of 
the evidence about declining agency enforcement efforts.  The Review 
closes with some very brief comments about the implications of the 
historical record. 

I. The Origins of the Anti-Regulatory Backlash 

The story McGarity tells is one of decline from the laws of the 1960s 
and 1970s that reformulated the social contract between business and the 
public.  Clearly, the period beginning with the Kennedy Administration and 
ending with the election of Ronald Reagan, which McGarity dubs the 
public interest era,8 was a time of remarkable legislative activity.9  The 
story begins in 1962, when Congress revamped the Food and Drug 
Administration (FDA) in response to the thalidomide tragedy.10  In 1972 
Congress created the Consumer Product Safety Commission11 (although 
legislation significantly weakening the agency was passed in 1976).12  But 
the biggest advances took place in the 1970s, when Congress empowered 

 

6. The evidence does not seem to support the assertion that “[b]y the mid-point of the 
George W. Bush Administration, government interference with economic freedom was at the 
lowest level since the years prior to the New Deal.”  MCGARITY, supra note 2, at 6.  McGarity 
may not actually have meant this statement literally since the following sentence concedes that the 
statutory framework was in place and suggests only that enforcement was “timid”—which is 
hardly the same as returning to the era before the statutes were passed.  Id. 

7. See infra note 137. 
8. See MCGARITY, supra note 2, at 6 (dubbing the period of time between 1965 and 1975 the 

“Public Interest Era”). 
9. See id. at 23 (stating that between 1966 and 1977, Congress passed twenty new statutes that 

created new federal government agencies). 
10. Id.  
11. Id. at 25. 
12. Id. at 187. 
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the Environmental Protection Agency (EPA) and the Occupational Safety 
and Health Administration (OSHA).13  In environmental law, the change in 
the regulatory landscape was particularly dramatic, with major new federal 
legislation dealing with air pollution, water pollution, strip-mining, and 
wetlands,14 as well as offshore oil drilling.15  With considerable 
justification,16 McGarity argues that these programs have been a boon for 
Americans, resulting in “many remarkable improvements in consumer 
welfare, public health and safety, and the environment.”17  In particular, 
“[t]he nation’s air is cleaner, its waters are less polluted, and its workplaces, 
highways, railways, and airways are much safer” than before the wave of 
government regulation that began a century ago.18  Yet, this era of 
enthusiasm for new regulations prompted a backlash that continues today. 

Professor McGarity views the backlash against regulation as going 
beyond the normal resistance that always accompanies new regulatory 
schemes.  The business community “was not content with merely resisting 
the general trend toward increased government intrusions,” he writes, but 
instead “launched a vigorous counter-offensive aimed at changing the 
existing institutional arrangements dramatically in much the same way that 
the reformers of the past had erected the protective governmental 
infrastructure.”19  The goal was to “return to a political economy that more 
closely resembled the laissez-faire benchmark of the Gilded Age.”20  
McGarity concludes that “[t]his remarkably successful [thirty]-year project 
ushered in a Laissez Faire Revival that continues to dominate the American 
political economy.”21 

 

13. See id. at 24. 
14. See id. 
15. See id. at 100. 
16. For instance, Cass Sunstein estimates the net benefits of government regulations for 

January 2009 through September 2011 at $91.3 billion.  CASS R. SUNSTEIN, SIMPLER: THE 

FUTURE OF GOVERNMENT 34 (2013).  (For a contrary view, see Susan E. Dudley, OMB’s 
Reported Benefits of Regulation: Too Good to be True?, REG., Summer 2013, at 26, 26–29, 
arguing that the Office of Management and Budget (OMB) overestimated the health effects of 
reducing small particulates, which are a major part of the estimated benefits.)  Professor Lazarus 
observes that “the quality of the natural environment in the United States is better on an absolute 
scale than it was over three decades ago, notwithstanding the tremendous increases in economic 
activity during the same period,” and he maintains that “[f]ew would dispute the contention that 
our air, water, and land are far cleaner today than they would have been absent such legal reform.”  
LAZARUS, supra note 4, at xiv. 

17. MCGARITY, supra note 2, at 264. 
18. Id. 
19. Id. at 11. 
20. Id. 
21. Id. Lazarus has a less pessimistic perspective than McGarity’s: 

Some conclusions about modern environmental law come easily.  It defied most 
soothsayers of the 1970s, especially in the United States, who predicted that it would 
be a mere “fad” or “flash in the pan.”  The laws were neither systematically gutted by 
subsequent legislation nor were they the object of merely symbolic implementation.  
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McGarity traces this revival to an interlocking coalition of libertarians, 
think tanks, conservative funders, and lobbyists.22  One of the most 
interesting chapters in Freedom to Harm traces the rise of libertarianism as 
a force to be reckoned with in Washington.  The story begins with the 
Austrian libertarian Friedrich von Hayek.23  Rather extraordinarily, a right-
wing, American foundation offered to fund his appointment at any 
university in the country, and the University of Chicago eagerly took the 
bait.24  The same foundation supported the work of Chicago economists 
Milton Friedman and Aaron Director.25  The University of Chicago was to 
become the fountainhead for laissez-faire thought in economics and law.26 

Another key source of academic support was the Olin Foundation, 
established by a prominent gun manufacturer.27  Some readers may know of 
the Olin Foundation’s role in launching the law-and-economics movement 
in American law schools;28 fewer may know that the foundation “quietly 
served as a money-laundering operation for the Central Intelligence Agency 
(CIA), steering almost two million CIA dollars to the Vernon Fund and the 
American Enterprise Institute as part of a covert effort to ‘combat the 
influence of communism upon artists, writers, and intellectuals in the 
western democracies.’”29  Other major libertarian foundations were founded 
by wealthy businessmen such as William Simon, Joseph Coors, and the 
Koch brothers, along with Mellon heir Richard Scaife.30 (Scaife and the 
Koch brothers also provided important financial support to the Tea Party 
movement years later.)31  A more surprising contribution was made by 
Justice Lewis Powell, who has a reputation as a moderate Supreme Court 
Justice.32  Shortly before going on the bench, however, Powell wrote an 

 

Pollution control and natural resource protection laws instead persisted, expanded, 
and settled into the legal landscape, changing legal norms throughout the nation’s 
intersecting laws. 

LAZARUS, supra note 4, at 251. 
22. MCGARITY, supra note 2, at viii, 11.  In the area of environmental law, Lazarus also notes 

the “early efforts of the regulated community in the 1970s to develop an intellectual, scientific, 
and economic counterweight to environmentalism.”  LAZARUS, supra note 4, at 250. 

23. MCGARITY, supra note 2, at 35. 
24. Id. at 36. 
25. Id. at 37–38. 
26. See id. at 44–45 (discussing the reasoning behind the formation of the law-and-economics 

movement and stating that the Olin Foundation’s funding of law-and-economics programs began 
with the University of Chicago). 

27. Id. at 38. 
28. Id. at 45. 
29. Id. at 38 (quoting JOHN J. MILLER, A GIFT OF FREEDOM: HOW THE OLIN FOUNDATION 

CHANGED AMERICA 26 (2006)). 
30. Id. at 38–40. 
31. Id. at 287. 
32. Christina B. Whitman, In Memoriam, Lewis F. Powell, Jr., 112 HARV. L. REV. 607, 607 

(1999). 
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influential memo decrying what he considered an anticapitalist intellectual 
climate and proposing an organized effort by business to exercise more 
influence within universities and in public discourse.33 

The antiregulatory movement also led to the establishment of major 
Washington think tanks.  The American Enterprise Institute was created by 
the chairman of the country’s largest asbestos manufacturer.34  According to 
its website, “AEI’s purposes are to defend the principles and improve the 
institutions of American freedom and democratic capitalism—limited 
government, private enterprise, individual liberty and responsibility, 
vigilant and effective defense and foreign policies, political accountability, 
and open debate.”35  Another key player was the Heritage Foundation,36 
which bills itself as promoting “conservative public policies based on the 
principles of free enterprise, limited government, individual freedom, 
traditional American values, and a strong national defense.”37  These two 
foundations established revolving-door arrangements with Republican 
administrations, providing key staff for the Reagan and, later, the second 
Bush’s Administrations, while also providing homes for conservatives such 
as Robert Bork and Antonin Scalia between stints in government.38  Less 
directly tied with government were the even more ideological Cato and 
Manhattan Institutes.39  On the other hand, the Mercatus Center at George 
Mason University (funded with Koch money) was initially headed by the 
wife of a prominent conservative senator and held regular briefings for 
congressional staff.40  As McGarity observes, the intellectual contribution of 
these various think tanks may have been thin, but they provided a fount of 
easily digestible briefing papers and press interviews to support libertarian 
positions.41 

Progressives also found themselves in frequent opposition to another 
group, which McGarity dubs Mugwumps, after a group of nineteenth-
century reformers.42  This group includes economically minded but centrist 

 

33. MCGARITY, supra note 2, at 41–42. 
34. Id. at 50. 
35. Press Release, Am. Enter. Inst. for Pub. Pol’y Research, Arthur Brooks Selected to Be 

President of AEI (July 14, 2008), available at http://www.aei.org/files/2008/07/14/20080714 
_BrooksPR_g.pdf. 

36. MCGARITY, supra note 2, at 51–52. 
37. About Heritage, HERITAGE FOUNDATION, http://www.heritage.org/about. 
38. MCGARITY, supra note 2, at 50–52. 
39. See id. at 52–53. 
40. Id. at 54. 
41. Id. at 54–55. 
42. See id. at 266–67 (likening President Obama’s approach to that of the post-Civil War 

group that believed careful deliberation among the highly educated could best solve societal 
problems). 
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or liberal advocates of regulatory reform, such as Stephen Breyer,43 Cass 
Sunstein,44 and Richard Revesz.45  Members of this group of policy analysts 
favor cost–benefit analysis but advocate “smarter” regulation rather than 
wanting to eliminate regulation,46 leaving libertarians unsatisfied. 

Libertarian writers and think tanks have certainly provided rhetorical 
support for antiregulatory politicians and business interests.  And it will be 
no surprise to anyone who has followed politics at all that strident 
antiregulatory rhetoric is common among leading Republicans today.47  For 
instance, in the 2012 primaries, some candidates threatened to close EPA, 
others dubbed it the “job killing agency of America,” and the eventual 
Republican nominee called EPA “out of control” and said it was devoted to 
crushing the private sector.48  The “job killing” epithet is also a favorite 
description of EPA by the current Speaker of the House.49 

After examining the alliance between libertarian ideologues and 
business interests, McGarity turns to their joint antiregulatory efforts.  In 
Part Three of the book, entitled “The Laissez Faire Revival,” McGarity 
carefully documents how regulations were delayed, blocked, or watered 
down in a variety of areas from Reagan’s election up to Obama’s, and in 
Part Four he criticizes the Obama Administration’s failure to take bolder 
action.50  The remainder of this Review examines the evidence in an effort 
to determine the success of antiregulatory forces to date. 

 

43. See STEPHEN BREYER, REGULATION AND ITS REFORM 5, 16–35 (1982) (describing his 
objective to set forth a basic model for regulatory reform and providing an economic framework 
to assess government regulation). 

44. See, e.g., SUNSTEIN, supra note 16, at 210 (suggesting the importance of empirical testing 
and stating that we need to proceed on a path of “Regulatory Moneyball” where the before and 
after effects of a regulation are analyzed).   

45. See RICHARD L. REVESZ & MICHAEL A. LIVERMORE, RETAKING RATIONALITY: HOW 

COST-BENEFIT ANALYSIS CAN BETTER PROTECT THE ENVIRONMENT AND OUR HEALTH 4 (2008) 
(“It is time for progressive groups, as well as ordinary citizens, to retake the high ground by 
embracing and reforming cost-benefit analysis.”).  At some points, McGarity seems to blur the 
distinction between Mugwumps and libertarians.  See MCGARITY, supra note 2, at 30–31 
(identifying cost–benefit analysis with libertarianism). 

46. See, e.g., REVESZ & LIVERMORE, supra note 45, at 191 (“Through reform, systematic 
antiregulation biases can be removed, and centralized regulatory review can use cost-benefit 
analysis to prioritize and calibrate regulatory action.”). 

47. See Arthur Pugsley, The Myth of EPA Overregulation, 39 ECOLOGY L.Q. 475, 478–79 
(2012) (providing examples of Republican political candidates’ criticisms of EPA, including 
describing the agency as “out of control” and a tool to “crush” private businesses).  For instance, 
Pugsley found eight post-2008 cases in which federal courts held that EPA had violated the plain 
language of the statute (Chevron Step I rulings), but the only one in which this involved over-
regulation was a Bush-era feedlot regulation; all the others involved under-regulation.  Id. at 483–
84. 

48. Id. at 478–79. 
49. Id. at 479. 
50. MCGARITY, supra note 2, at 67–68, 215–16. In the final chapter of Part Four, McGarity 

puts forth reform proposals, including industry fees to support enforcement programs and greater 
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II. Trench Warfare in Congress 

As McGarity shows, one of the goals of the antiregulatory movement 
was to repeal the regulatory schemes of the 1960s and 1970s.51  As one 
might expect, the battle over this legislation has been fierce.52  After the 
heady decades of the sixties and seventies, there have been no new major 
regulatory breakthroughs.  As with the trench warfare of World War I, there 
have been many loud and hard-fought battles, but the outcome has 
generally been to move the lines only a small distance.  As we will see, to 
the limited extent there has been legislative movement, it has actually been 
mostly in the direction of increased regulation (if only modestly so). 

The election of Ronald Reagan marked the end of the period of 
creative legislative activity of the 1960s and 1970s.  Reagan used his First 
Inaugural Address to reiterate his opposition to regulation, announcing that 
“government is not the solution to our problems; government is the 
problem.”53  Yet, he was able to accomplish little in terms of regulatory 
reform in Congress.54  McGarity notes that during the Reagan years, 
“Congress did not roll back a single substantive statutory protection, and in 
1984 and 1986 it expanded the protections afforded by two hazardous waste 
control and cleanup statutes.”55  Congress also passed the Commercial 
Motor Vehicle Safety Act in 1986 and the Rail Safety Improvement Act in 
1988.56 

Significant new legislation did appear during the administration of the 
first President Bush,57 but it actually expanded regulation.  McGarity 
observes that the Bush Administration “pressed Congress to enact much-
needed amendments” to the Clean Air Act.58  Congress also enacted the Oil 
Pollution Act of 1990.59  In addition, there were important new health and 
safety laws.  Congress passed the Prescription Drug User Fee Act of 1992, 
 

use of emission taxes.  Id. at 269, 272.  Although space precludes discussion of his proposals in 
this Review, many appear to be plausible reforms. 

51. Id. at 67. 
52. See id. at 65 (describing the attack as coming in three waves). 
53. Ronald Reagan, President of the U.S., Inaugural Address (Jan. 20, 1981), (transcript 

available at http://www.reaganfoundation.org/pdf/SQP012081.pdf). 
54. Lazarus notes that “Congress enacted none of the Reagan Administration’s proposals to 

reduce the various federal environmental and natural resource laws.”  LAZARUS, supra note 4, at 
103. 

55. MCGARITY, supra note 2, at 73. 
56. Id. at 150.  In addition, Congress also passed the Emergency Planning and Community 

Right-To-Know Act of 1986, Pub. L. No. 99-499, 100 Stat. 1728 (codified at 42 U.S.C. §§ 11001–
11050 (2006 & Supp. V 2012)), which created a new disclosure system for releases of toxic 
chemicals.  Id. § 302 (codified as amended at 42 U.S.C. § 11004). 

57. To avoid confusion without having to spell out their entire names, I will refer to George 
H.W. Bush as “the first President Bush” and to his son, George W. Bush, as “the second President 
Bush.” 

58. MCGARITY, supra note 2, at 101. 
59. Id. at 104. 
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which set deadlines for review of new drugs and required drug companies 
to pay user fees in order to fund FDA review of new drug applications.60   

Under Clinton, there were fewer new laws, but again the legislation 
that did get enacted had a tendency to favor regulation.61  Congress enacted 
the FDA Modernization Act of 1997, which renewed the user fees for drug 
applicants but in return contained concessions to the drug industry, a 
bargain that antiregulatory advocates considered a “profound dis-
appointment.”62  It also enacted the Federal Motor Carrier Safety 
Amendments of 1999, which strengthened regulation of the trucking 
industry.63  Congress also enacted the Transportation Recall Enhancement, 
Accountability, and Documentation Act of 2000 (TREAD), which called 
for new regulations and increased the agency’s enforcement powers.64  The 
Food Quality Protection Act of 1996, among other things, required stricter 
pesticide safety standards, especially for infants and children.65 

Even under the second President Bush, there was new legislation.  
None of the new legislation was earthshaking, but given Bush’s 
conservative stance and Republican control of Congress during most of his 
term in office, the number of laws expanding regulation is noteworthy.  The 
Safe, Accountable, Flexible, Efficient Transportation Equity Act of 2006 
(SAFE-TEA) “required the agency to promulgate additional protections 
against rollovers, crushed roofs, side-impact collisions, power-window 
injuries to children, and several other matters by specific deadlines.”66  In 
response to a dramatic railroad accident involving toxic gases, Congress 
enacted the Hazardous Materials Transportation Safety and Security 
Reauthorization Act of 2005, which “empowered the agency to issue 
emergency directives to correct unsafe conditions and practices that 
presented an imminent hazard to the public.”67  A provision of the 
Bioterrorism Act of 2002 authorized an electronic tracking system for food 
imports.68  The Mine Improvement and New Emergency Response Act 

 

60. Id. at 121. 
61. Notably, this development took place despite Republican control of the House during 

most of the Clinton years and despite the increasingly sharp polarization of environmental views 
in Congress documented by Richard Lazarus.  See LAZARUS, supra note 4, at 154–55.  Lazarus 
also notes the increasing use of appropriation riders to block or delay executive initiatives.  Id. at 
159. 

62. MCGARITY, supra note 2, at 122 (quoting Henry I. Miller, Failed FDA Reform, 21 REG., 
Summer 1998, at 24, 28). 

63. Id. at 151. 
64. Id.  Another statute during this period was the Child Safety Protection Act, Pub. L. No. 

103-267, 108 Stat. 722 (1994) (codified as amended at 15 U.S.C. § 1278 (2012)). 
65. Patrick J. Paul, Current Developments in U.S. Food Regulation, NAT. RES. & ENV’T, 

Spring 2013, at 52, 52. 
66. MCGARITY, supra note 2, at 151–52. 
67. Id. at 156 (internal quotation marks omitted). 
68. Id. at 141. 
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(MINER) increased enforcement powers of mine safety regulators.69  Bush 
also signed the Consumer Product Safety Improvement Act of 2008.70 

The Obama Administration saw major expansions of regulatory 
authority in the financial and health care sectors but less in health, safety, or 
environment.71  However, the Family Smoking Prevention and Tobacco 
Control Act of 2009 gave FDA jurisdiction over tobacco risks,72 and the 
Food Safety Modernization Act of 2010 strengthened its enforcement 
powers and expanded its regulatory mandate.73  In 2011, Congress amended 
the Consumer Product Safety Improvement Act to clarify that it was not 
retroactive and to give the agency more discretion in prescribing lead 
limits.74  In 2012, the Food and Drug Administration and Safety and 
Innovation Act was enacted with strong bipartisan support, expanding the 
user-fee system that funds FDA’s drug and medical device programs.75 

Antiregulatory forces sought valiantly to roll back the regulatory state 
under Reagan and the second Bush, with support from Republican 
Congresses under the second Bush and Clinton.  Yet, at the end of the day, 
they failed to make headway.  Indeed, in terms of health and safety 
regulation, antiregulatory forces were actually pushed back by a series of 
new laws that modestly expanded regulatory power. 

From the point of view of Progressives, it is deeply disappointing that 
Congress failed to address problems such as climate change and childhood 
obesity.  But from the point of view of the libertarians on the other side, the 
thirty-year history really amounted to a succession of defeats, in which 
“reform” efforts failed, and the regulatory leviathan’s legal powers became 
even stronger. 

 

69. Id. at 89. 
70. Id. at 257.  In addition, Congress also enacted the Children’s Gasoline Burn Prevention 

Act of 2008, Pub. L. No. 110-278, 122 Stat. 2602. 
71. See MCGARITY, supra note 2, at 235 (summarizing the Obama Administration as 

successfully implementing “patch-and-repair” reforms for “sagging protective governmental 
infrastructure” but failing to achieve any new, major, comprehensive reforms “of the sort that 
characterized the Progressive, New Deal, and Public Interest Eras,” such as health, safety, and 
environmental reforms); see also id. at 238 (summarizing the Obama Administration successes, 
although characterized as “modest changes” by McGarity, as focusing on health care and financial 
reform). 

72. Family Smoking Prevention and Tobacco Control Act, Pub. L. No. 111-31, §§ 201–206, 
123 Stat. 1776, 1842–50 (2009) (amending the Federal Cigarette Labeling and Advertising Act, 
15 U.S.C. § 1333 (2006)). 

73. MCGARITY, supra note 2, at 253.  For further discussion of the statute, see generally 
Debra M. Strauss, An Analysis of the FDA Food Safety Modernization Act: Protection for 
Consumers and Boon for Business, 66 FOOD & DRUG L.J. 353 (2011). 

74. MCGARITY, supra note 2, at 258. 
75. Patrick O’Leary, Funding the FDA: Assessing the User Fee Provisions of the FDA Safety 

and Innovation Act of 2012, 50 HARV. J. ON LEGIS. 239, 239–40 (2013).  Remarkably in this era 
of political polarization, the bill passed the Senate on a 92–4 vote.  Id. at 239. 
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III. The Erratic Rulemaking Process 

It’s all well and good that regulatory statutes have been enacted, but 
we must also ask how fully the statutes were implemented.  Attitudes 
toward rulemaking have taken a meandering path during the past several 
decades, with only part of the story explainable by partisan or ideological 
factors.  In his first week in office, President Reagan signed Executive 
Order 12,291.76  Building on initial efforts during the Carter 
Administration,77 the Executive Order required systematic use of cost–
benefit analysis in designing new regulations.78  Section 2 directed that 
“major” regulations be promulgated only if, “taking into account the 
condition of the particular industries affected . . . [and] the condition of the 
national economy,” the potential benefits to society outweigh the potential 
costs and net benefits are maximized.79  Replacing an ad hoc Regulatory 
Analysis Review Group under Carter,80 the Office of Management and 
Budget was given the task of reviewing these analyses within the new 
Office of Information and Regulatory Affairs (OIRA).81  Reagan appointed 
an antiregulatory economist from the American Enterprise Institute to head 
OIRA.82  The new office operated in secrecy, and OIRA sometimes 
operated as a funnel for industry lobbyists to influence the regulatory 
process.83 

OIRA’s attitude toward congressional priorities was reflected in the 
following comment by an OIRA officer: “Congress declared there was a 
risk, so OSHA assumed there would be benefits to taking action;” the 
officer cited this as an example of regulation to address a nonexistent 
problem.84  Whatever its faults, however, OIRA does seem to have been 
effective in carrying out President Reagan’s agenda.85 

 

76. See Exec. Order No. 12,291, 3 C.F.R. 127 (1982) (signed by Reagan on February 17, 
1981). Notably, a year earlier, the Supreme Court’s decision in Industrial Union Department v. 
American Petroleum Institute (The Benzene Case), 448 U.S. 607 (1980), gave a major boost to 
fledgling efforts to implement quantitative risk assessment as a regulatory tool.  See William 
Boyd, Genealogies of Risk: Searching for Safety, 1930s-1970s, 39 ECOLOGY L.Q. 895, 978–79 
(2012) (discussing how quantitative risk assessment, a prerequisite for the use of cost–benefit 
analysis, became the dominant regulatory approach). 

77. See MCGARITY, supra note 2, at 70 (discussing how Carter signed an Executive Order 
requiring agencies for the first time to repeal regulations that were not cost beneficial). 

78. Id. at 72–73. 
79. Exec. Order No. 12,291, 3 C.F.R. 127 (1982). 
80. MCGARITY, supra note 2, at 69–70. 
81. For an extensive discussion of OIRA’s role and possible agency response, see Jennifer 

Nou, Agency Self-Insulation Under Presidential Review, 126 HARV. L. REV. 1755, 1767–70 
(2013). 

82. REVESZ & LIVERMORE, supra note 45, at 23, 25. 
83. Id. at 25, 27–28. 
84. BARRY D. FRIEDMAN, REGULATION IN THE REAGAN-BUSH ERA: THE ERUPTION OF 

PRESIDENTIAL INFLUENCE 101 (1995).  Another OIRA officer remarked that agencies were 
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Reagan’s administrative appointments were a very mixed lot.  His first 
appointment to head EPA was an antiregulatory ideologue who was forced 
out after a couple of years.86  She was replaced by William Ruckelshaus, an 
experienced hand who restored agency credibility; he was replaced in turn 
by “a career civil servant who was careful to maintain the agency on the 
even keel that Ruckelshaus had set.”87  Reagan appointed a former building 
contractor to head OSHA.88  He was replaced by an industrial hygienist who 
unsuccessfully attempted to promulgate an update on standards for 
chemicals in the workplace, only to be rebuffed by the court of appeals.89  
Reagan chose a public relations consultant with no government experience 
to head the Consumer Product Safety Commission (CPSC), but she turned 
out to be proconsumer and resigned when she learned that she would not be 
reappointed.90  The CPSC failed to issue any product safety standards in the 
final five years of the Reagan Administration.91 

The first President Bush’s Administration had a decidedly ambivalent 
attitude toward regulation.  Bush created the Council on Competitiveness 
headed by Vice President Dan Quayle,92 and the Council became much 
more aggressive in the buildup to the 1992 presidential election.93  The 
Council was “sharply critical of any regulation and deeply solicitous of 
business interests.”94  The Council operated in secrecy so as to “leave no 
fingerprints,”95 and Quayle and the Council’s executive director held secret 
meetings with business leaders who made sizable political contributions.96 

 

responsive to the President, interest groups, and Congress, whereas OIRA was responsive only to 
the President.  Id. 

85. See id. (“Whereas previous presidents and their advisers experienced frustration in their 
attempts to exact compliance from the bureaucracy, President Reagan and his OMB directors 
extracted an unprecedented degree of accommodation from the regulatory agencies.”). 

86. MCGARITY, supra note 2, at 103. 
87. Id. 
88. Id. at 87. 
89. Id. at 87–88. 
90. Id. at 188. 
91. Id. 
92. REVESZ & LIVERMORE, supra note 45, at 29–30. 
93. MCGARITY, supra note 2, at 75. 
94. REVESZ & LIVERMORE, supra note 45, at 30. 
95. MCGARITY, supra note 2, at 75 (internal quotation marks omitted). 
96. REVESZ & LIVERMORE, supra note 45, at 30.  This secrecy resulted in political resistance: 

The council invited anger by refusing to provide information about its activities 
requested by several congressional committees. . . .  The Bush administration 
exacerbated the tension between itself and Congress by repudiating most of the 
procedural compromises governing OIRA operations that were hammered out in 
negotiations between OMB and Congress, most of them in 1986.  By returning to the 
secrecy and mystery for which OIRA officials showed preference in the early 1980s, 
the administration unnecessarily provoked angry reaction from Congress. 

FRIEDMAN, supra note 84, at 171 (footnote omitted). 
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Despite this late-term effort to disarm regulators, the first President 
Bush’s Administration had a mixed record on regulation.  Worker safety 
efforts went dormant,97 but transportation safety agencies “picked up a bit 
during the first two years . . . before declining once again under the 
watchful eye of Vice-President Quayle’s Competitiveness Council.”98  The 
heads of the transportation safety agencies were “undistinguished” and 
unwilling to stand up to the Competitiveness Council.99  On the other hand, 
McGarity observes, EPA “wrote dozens of stringent regulations” to 
implement amendments to the Clean Air Act.100  It was headed by a 
competent, dedicated Administrator.101  Bush appointed a highly qualified 
physician to head FDA, who turned out to be an aggressive regulator and 
was reappointed by Clinton.102 

In 1993, President Clinton issued an Executive Order continuing the 
use of OIRA to review regulatory cost–benefit analyses but attempting to 
streamline the process of OMB review.103  The Executive Order was 
intended to reduce the number of regulations sent to OMB for approval and 
to make OMB’s review more flexible.104  Clinton increased the openness of 
the review process and required discussion of distributive impacts and 
equity as well as economic efficiency.105  Cost–benefit reviews became less 
intrusive106 as well as less frequent,107 and the Administration did not 
appear to give heavy weight to cost–benefit analysis.108  McGarity notes 
that OIRA reviewed far fewer rules (down to under 750 annually from 

 

97. MCGARITY, supra note 2, at 88. 
98. Id. at 150. 
99. Id. 
100. Id. at 101. 
101. Id. at 103–04.  That Administrator, William Reilly, apparently mastered the art of 

gaining concessions from OIRA: 
The Reilly style is to fight for every inch of environmental progress, then retreat at 
the last minute when he calculates he has extracted the most he can get from the 
administration.  His style rankles some Bush domestic-policy advisers, who question 
whether he is a team player.  Reilly expressed his resolve this way: “They have no 
authority to direct me in how I’ll administer the law.” 

FRIEDMAN, supra note 84, at 169 (footnote omitted) (internal quotation marks omitted). 
102. MCGARITY, supra note 2, at 121. 
103. Exec. Order No. 12,866, 3 C.F.R. 638 (1994), reprinted as amended in 5 U.S.C. § 601 

(2012). 
104. See Ellen Siegler, Executive Order 12866: An Analysis of the New Executive Order on 

Regulatory Planning and Review, 24 ENVTL. L. REP. 10,070, 10,071–72 (1994) (discussing 
language in Executive Order 12,866 that would reduce the number of regulations subject to review 
as well as OIRA’s ability to determine which regulations are “significant” and require OIRA’s 
attention). 

105. REVESZ & LIVERMORE, supra note 45, at 31–32. 
106. MCGARITY, supra note 2, at 75. 
107. Id. at 76. 
108. See REVESZ & LIVERMORE, supra note 45, at 42 (“President Clinton did little to warm 

the attitude of proregulatory interests toward cost-benefit analysis.”). 
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2,200 under Reagan) and suggested revisions in only about one-fifth of 
them.109  In response to a furious assault on EPA and other regulations by 
the Gingrich Congress, Clinton’s Administration stressed collaborative 
approaches with industry.110 

There was a sharp change of direction in OIRA’s role when the second 
President Bush replaced Bill Clinton.111  In his first term, the second Bush 
pursued cost–benefit analysis with renewed fervor.  As McGarity said in an 
earlier work: 

[T]he battle continued to rage when President George W. Bush 
appointed John D. Graham, a strong proponent of cost-benefit 
analysis from the Harvard Center for Risk Analysis, to head the 
Office of Information and Regulatory Affairs (OIRA) in the Office 
of Management and Budget. . .  To the chagrin of public interest 
groups and the joy of industry-funded think tanks, OIRA greatly 
stemmed the flow of health, safety and environmental regulation 
during the Bush Administration.  Although EPA promulgated several 
important regulations, most of which were required by statute, 
OSHA did not promulgate a single significant health standard during 
the entire four years.112 

In an effort to embed the antiregulatory agenda within agencies such as 
EPA, Bush announced a new Executive Order placing political appointees 
as Regulatory Review Officers within the agencies.113  Libertarians were 
pleased by OIRA’s greater aggressiveness but disappointed that for much of 
Bush’s term, its goal was only to improve the economic efficiency of 
regulation rather than to pursue other libertarian values.114 

 

109. MCGARITY, supra note 2, at 76. 
110. Id. at 105. 
111. For a defense of OIRA under the Bush Administration stressing improvements in 

transparency, see John D. Graham, Saving Lives Through Administrative Law and Economics, 157 

U. PA. L. REV. 395, 456–80 (2008).  In other respects, however, such as the amount of time taken 
to complete rulemakings, the Clinton and Bush Administrations were “remarkably similar.”  
Stuart Shapiro, Presidents and Process: A Comparison of the Regulatory Process Under the 
Clinton and Bush (43) Administrations, 23 J.L. & POL. 393, 393–94 (2007). 

112. Thomas O. McGarity, The Story of the Benzene Case: Judicially Imposed Regulatory 
Reform Through Risk Assessment, in ENVIRONMENTAL LAW STORIES 141, 169 (Richard J. 
Lazarus & Oliver A. Houck eds., 2005). 

113. REVESZ & LIVERMORE, supra note 45, at 42.  This proposal attracted hostile 
commentary at the time and may not have had significant effects on agencies.  See Jerry L. 
Mashaw, Soft Law Reform or Executive Branch Hardball: The Ambiguous Message of Executive 
Order 13,422, 25 YALE J. ON REG. 97, 97–100 (2008) (criticizing Bush’s Executive Order); Cary 
Coglianese, The Rhetoric and Reality of Regulatory Reform, 25 YALE J. ON REG. 85, 85 (2008) 
(noting that the impact of Bush’s Executive Order may have been “largely symbolic”). 

114. Consider the views of Susan Dudley, who was given a recess appointment to head OIRA 
at the end of Bush’s term but apparently did not approve of its earlier behavior: 

However, OIRA’s paradigm seems to be that smarter regulators can devise solutions 
to perceived problems.  The office emphasizes benefit-cost and cost-effectiveness 
analysis, and advancing public health.  While this strategy holds the potential for 
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Bush’s policies were initially shaped by a secret energy task force 
created at the beginning of his Administration.115  His first appointment to 
head EPA, a centrist, “spent most of her time in conflicts” with OIRA and 
White House advisors and left in frustration.116  Her successors, a former 
western governor and a career EPA staffer, were more sympathetic with the 
Bush agenda.117  However, “EPA lost a surprising number of judicial 
challenges brought by environmental groups in which the courts held that 
its deregulatory actions were prohibited by the plain language of the 
relevant statutes.”118  Meanwhile, the Bush FDA prioritized an effort to 
reduce the time required for new drug reviews, resulting in a number of 
instances where drugs were approved but later turned out to be dangerous 
and had to be withdrawn from the market.119  Bush’s appointee to head the 
United States Department of Agriculture (USDA) Food Safety Inspection 
Service turned out to be energetic, but FDA’s food safety efforts 
languished.120 

Bush’s Democratic successor, Barack Obama, turned out to be 
unexpectedly supportive of OIRA and cost–benefit analysis, perhaps in part 
because of his longtime connection with Cass Sunstein, whom he appointed 
to head OIRA.121  “A surprisingly aggressive OIRA changed 76 percent of 
the rules submitted to it for review during the Obama Administration 
compared to only 64 percent during the George W. Bush Administration 
and 20 percent during the Clinton Administration.”122  OIRA torpedoed a 
revision to the ozone-air-quality standard that had been in the works for 
years.123  The White House also intervened repeatedly in FDA rulemaking 
on matters as minor as the labeling of sunscreens, and it overruled FDA’s 
approval of over-the-counter sales of the “morning after” pill.124  One 

 

making large improvements in regulatory effectiveness, there is little evidence that 
OIRA advocates for market solutions, property rights, individual choice and 
responsibility, or federalism. 

Susan E. Dudley, The Bush Administration Regulatory Record, 27 REG., Winter 2004-2005, at 4, 
4; see Susan E. Dudley, Administrator, Office of Information and Regulatory Affairs, OFFICE OF 

MGMT. & BUDGET, http://georgewbush-whitehouse.archives.gov/omb/inforeg/bio-oira.html. 
115. See MCGARITY, supra note 2, at 106. 
116. Id. at 106–07. 
117. Id. at 107. 
118. Id. 
119. Id. at 122–25, 128–30. 
120. See id. at 137, 144. 
121. See SUNSTEIN, supra note 16, at 2–8 (giving a personal history of his relationship with 

Barack Obama and describing the President’s attention to cost–benefit analyses in making 
regulatory decisions). 

122. See MCGARITY, supra note 2, at 236. 
123. Id. at 237. 
124. Gardiner Harris, White House and the F.D.A. Often at Odds, N.Y. TIMES, Apr. 2, 2012, 

www.nytimes.com/2012/04/03/health/policy/white-house-and-fda-at-odds-on-regulatory-
issues.html. 
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observer described OIRA during this period as “ad hoc and chaotic rather 
than predictable and ordered” as well as “utterly opaque.”125  Sunstein 
himself presents a very different picture of OIRA’s operation,126 and 
because of the opacity of OIRA’s activities, it is difficult to assess the true 
situation.  One thing that does seem clear is that OIRA has introduced 
substantial delays into the regulatory process.127 

“More than any president since Jimmy Carter,” McGarity writes, 
“President Obama reached beyond the regulated industries for qualified 
professionals to head the regulatory agencies.”128  With a sharp prod from 
the Supreme Court near the end of the second Bush’s presidency, the 
Obama EPA began the process of regulating greenhouse gases under the 
Clean Air Act.129  EPA also issued limits on mercury emissions from power 
plants after many years of delay under earlier Administrations.130  The 
worker safety agencies remained largely stymied in terms of rulemaking.131  
Transportation agencies had some success, banning handheld cell phones 
by commercial drivers,132 issuing regulations requiring improved train 
control systems on tracks used for transporting passengers and toxic 
chemicals,133 and limiting working hours for truck drivers and airline 
pilots.134 

OIRA has unquestionably impacted the rulemaking process.  A study 
of the experience of appointed EPA officials (including those from 
Republican Administrations) found that, regardless of the presidential 
administration, OIRA mainly functioned to weaken regulations.135  The 

 

125. Lisa Heinzerling, Inside EPA: A Former Insider’s Reflections on the Relationship 
Between the Obama EPA and the Obama White House, 31 PACE ENVTL. L. REV. (forthcoming 
2014) (manuscript at 1), available at http://ssrn.com/abstract=2262337. 

126. See Cass R. Sunstein, Commentary, The Office of Information and Regulatory Affairs: 
Myths and Realities, 126 HARV. L. REV. 1838, 1843 (2013) (describing OIRA as “highly 
technical”). 

127. The New York Times reported: 
Recently, 136 draft rules from executive agencies were under review at the White 
House’s Office of Information and Regulatory Affairs, or OIRA, a branch of the 
Office of Management and Budget.  Of them, 72 have been held up for longer than 
the 90-day limit set by executive order, and of those, 38 have languished for more 
than a year, including 24 from 2011 and three from 2010. 

Editorial, Stuck in Purgatory, N.Y. TIMES, June 30, 2013, http://www.nytimes.com/2013/07/ 
01/opinion/stuck-in-purgatory.html?hp. 

128. MCGARITY, supra note 2, at 235. 
129. See id. at 248. 
130. Id. at 248–49. 
131. Id. at 250–51. 
132. Id. at 254–55. 
133. Id. at 255–56. 
134. Id. at 256. 
135. Lisa Schultz Bressman & Michael P. Vandenbergh, Inside the Administrative State: A 

Critical Look at the Practice of Presidential Control, 105 MICH. L. REV. 47, 72–73 (2006).  
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OIRA process has also undoubtedly slowed the regulatory process.  But 
McGarity’s account suggests that OIRA is only one of the brakes on 
regulation, and not necessarily the most important one.  OIRA’s role has 
also fluctuated depending on presidential priorities.  Overall, McGarity’s 
account gives the impression that presidential selection of agency heads has 
been a more important factor along with influence by higher-level White 
House staff. 

We saw in Part II that antiregulatory forces have been largely 
unsuccessful in efforts to roll back the legislative basis for agency 
regulations—in fact, if anything, there has been slow movement in the other 
direction.  Efforts to stall or block rulemaking entirely have been more 
successful.  McGarity is certainly right to say that the regulatory statutes 
have never been fully implemented, particularly in terms of worker and 
consumer safety.136  Yet from the libertarian point of view, the story has not 
been a happy one either.  Over time, the body of regulations has 
accumulated because, despite resistance, new regulations are enacted more 
often than old ones are repealed.137  Thus, the regulatory footprint of the 
government has grown rather than shrunk over the three decades since 
Ronald Reagan took office.  Of course, the practical significance of 
regulation depends on the strength of enforcement, the topic of the next 
Part. 

IV. Enforcement: Regulation’s Achilles’ Heel 

Because enforcement takes different forms and has different histories 
in various agencies, it is more convenient to consider the enforcement 
picture agency by agency, rather than proceeding chronologically as in the 
past two Parts.  Below, the agencies are clustered by subject areas. 

 

Notably, OIRA’s permanent staff were considered more conservative and antiregulatory than the 
political appointees.  Id. at 74. 

136. In the environmental sphere, evidence to this effect is also presented in Pugsley, supra 
note 47, at 505, which concludes that, in spite of political rhetoric to the contrary, EPA 
consistently errs on the side of caution and under-regulation. 

137. For instance, the number of pages in the Code of Federal Regulations (CFR) rose from 
about 100,000 in 1980 to over 120,000 in 1990 (under Reagan and the first Bush) and then to 
almost 140,000 in 1995 (under Clinton).  See J.B. Ruhl & James Salzman, Mozart and the Red 
Queen: The Problem of Regulatory Accretion in the Administrative State, 91 GEO. L.J. 757, 775 
chart 5 (2003).  According to Ruhl and Salzman, “regulatory accretion is happening, and 
furthermore, as an empirical matter, it seems to operate as a one-way ratchet, increasing over time 
rather than decreasing or remaining in the same position.”  Id. at 775.  Notably, the number of 
final rules promulgated by EPA has shown no major trend over time, fluctuating between about 50 
and about 70 per year.  See Anne Joseph O’Connell, Agency Rulemaking and Political 
Transitions, 105 NW. U. L. REV. 471, 502 fig.7 (2011). 
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A. Transportation Safety 

We begin with highway safety.  The National Highway Traffic Safety 
Administration (NHTSA) ran into judicial resistance in its rulemaking 
efforts and shifted to an emphasis on recalls as a regulatory tool.138  One 
significant recall effort under Reagan involved 1.1 million GM X-cars, 
which was blocked by the D.C. Circuit.139  A Clinton Administration major 
recall effort (for GM pickup trucks) was also frustrated, this time by the fact 
that NHTSA’s regulatory standard was so outdated.140  Many recalls were 
incomplete because of company recalcitrance or consumer ignorance.141  By 
2008, NHTSA had about 20% fewer staff than it had twenty years earlier.142  
Also during Bush’s second term, NHTSA had “stopped assessing fines 
altogether against companies that failed to undertake timely recalls of 
defective tires, vehicles, and vehicle parts.”143  The size of NHTSA’s 
enforcement staff continued to drop through 2010,144 when, for example, 
NHTSA had fewer than sixty staff members to enforce recalls.145  Not 
surprisingly, the “57-person Office of Defects Investigation was incapable 
of managing the huge amount of information that flowed into its early 
warning system from auto manufacturers, insurance companies, state 
agencies, and other sources.”146 

Airline safety is the responsibility of another agency, the Federal 
Aviation Administration (FAA).147  The FAA lost 23% of its inspectors 
under Reagan and did not get them back under Clinton or the first Bush.148  
According to McGarity, weakened enforcement resulted in accidents from 
causes that could have been identified through inspections.149  As airlines 
increasingly outsourced airplane repair and maintenance, often outside the 
United States entirely, FAA lacked the ability to conduct effective 
inspections.150  It was increasingly forced to rely on private inspectors hired 
by the airlines themselves.151  “When FAA’s inspectors cited airlines for 
violations of safety regulations,” according to McGarity, “upper-level 

 

138. MCGARITY, supra note 2, at 156. 
139. Id. at 157. 
140. Id. 
141. See id. 
142. See id. at 219. 
143. Id. at 159. 
144. Id. 
145. Id. at 225. 
146. Id. at 223. 
147. 49 U.S.C. § 106(g) (2006). 
148. MCGARITY, supra note 2, at 157. 
149. Id. 
150. Id. at 158. 
151. Id. 
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officials frequently settled for a fraction of the amounts originally 
assessed.”152 

Railroads are under the jurisdiction of another agency.153  Like the 
FAA, the Federal Railroad Administration (FRA) has also been seriously 
understaffed.  As of 2006, it had one inspector for approximately every six 
hundred miles of track and every four thousand locomotives and railcars.154  
The FRA investigated less than 15% of serious grade crossing accidents.155  
The Federal Motor Carrier Safety Administration (FMCSA) was equally 
challenged.  Fewer than one hundred inspectors were charged with 
overseeing seven hundred thousand carriers and conducting roadside 
checks.156 

Despite the shortcomings, McGarity believes that “transportation 
agencies have unquestionably rendered the forms of transportation that they 
regulate much safer than they would have been in the absence of federal 
regulation.”157  In 2010, highway traffic deaths were the lowest since 1950, 
and the mandate to use airbags “saved over 15,000 lives in 2009 alone.”158  
Still, McGarity considers the current accident rates much too high, with 
thirty or forty thousand fatalities per year (about 10% caused by trucks).159  
Despite the burden on the agency, highway safety (measured in fatalities 
per 100 million miles traveled) fell by half between 1985 and 2007, and by 
2011 the fatality rate was at “an all-time low of 1.10 per 100 million vehicle 
miles” (though 2012 may have been slightly higher).160  Between 1980 and 
2005 (before the Great Recession), the fatality rate had dropped from above 
3.0 to around 1.5 per 100 million vehicle miles.161 

 

152. Id. at 226. 
153. 49 U.S.C. § 103(b)–(c) (Supp. V 2012). 
154. See MCGARITY, supra note 2, at 158–59. 
155. Id. at 159. 
156. Id. 
157. Id. at 148. 
158. Id. 
159. See id. at 161. 
160. DAVID RANDALL PETERMAN, CONG. RESEARCH SERV., R43026, FEDERAL TRAFFIC 

SAFETY PROGRAMS: AN OVERVIEW 1–2 (2013).  The report also contends that part of the latest 
change may have been due to a significant drop in the number of licensed drivers under age 18 
during 2007–2011.  Id. at 2–3. 

161. Id. at 2 fig.1.  Over half of the fatalities in 2011 were people not wearing seatbelts.  Id. at 
3 n.15.  The report also notes that “[i]mproved design and safety features have contributed to a 
decline in the percentage of crashes in which people are killed or injured, from 33% (during the 
1990s) to 28% (2007-2010).”  Id. at 5. A decrease of 5% may not seem significant, but given the 
number of car crashes annually, this is a significant number of people who have avoided death or 
injury. 
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B. Occupational Safety 

In 2009, private sector employers reported over 3 million workplace 
injuries and over 160,000 illnesses, with an overall fatality rate of about 3.5 
per 100,000 workers.162  The key agencies here are the Occupational Health 
and Safety Administration and the Mine Safety and Health Administration 
(MSHA).  The MSHA was very active in its early years, issuing 700,000 
notices of violation between 1970 and 1977, but with penalties set low 
(averaging $100) so as to diminish the incentive for companies to utilize the 
cumbersome appeals process.163  Under Reagan, the agency was told to 
change from “tough cop” to “trusted advisor,” the number of inspections 
and fines dropped precipitously, and inspectors who tried to impose tough 
sanctions were overruled by supervisors.164  The second Bush cut the 
agency’s budget by about a quarter and vetoed a bill to increase the budget 
even though the agency was no longer able to conduct the minimum 
number of inspections required by law.165  But following a 2006 mining 
disaster, an emergency appropriation allowed MSHA to add 170 inspectors, 
increasing the number of citations slightly but the assessed fines more 
dramatically.166  After another mine disaster in 2010, President Obama 
ordered intensive inspections for selected repeat violators, resulting in large 
numbers of citations.167  The total number of inspections continued to 
decline, however, to less than half the number during the Clinton 
Administration.168 

OSHA has focused on enforcement rather than rulemaking.  With ups 
and downs during various presidential administrations, OSHA has suffered 
from serious budget cuts.169  From 1975 to 2005, OSHA’s staff shrunk by 
about 10%, while the number of workers to protect and the number of 
workplaces doubled.170  As a result, while OSHA had “one inspector per 

 

162. MCGARITY, supra note 2, at 84.  These figures are considerably higher than comparable 
figures for Germany (.59) and Britain (.66) that year.  HEALTH AND SAFETY EXECUTIVE, 
EUROPEAN COMPARISONS 2 (2013) (U.K.), available at www.hse.gov.uk/statistics/european/ 
european-comparisons.pdf.  That difference may be partly due to the effect of the Great Recession 
in Europe, but in 2005, even before the financial crisis, the average EU (approximately 2.5) and 
British (approximately 1.5) figures were lower than the 2009 U.S. figure.  See id.  There may be 
distinctions in the way the figures are calculated or in the composition of the workforce that help 
explain these differences, but on their face the numbers do not speak well for U.S. workplace 
safety. 

163. MCGARITY, supra note 2, at 92.  For a survey of legal tools relating to workplace health 
and safety, see Michelle Gorton, Intentional Disregard: Remedies for the Toxic Workplace, 30 
ENVTL. L. 811, 813–14 (2000). 

164. MCGARITY, supra note 2, at 92–93. 
165. Id. at 93. 
166. Id. at 259. 
167. Id. 
168. See id. 
169. Id. at 92–93. 
170. See id. at 219. 
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30,000 workplaces in the late 1970s,” there was only “one per 60,000 
workplaces in 2010.”171  According to McGarity, “OSHA frequently 
reduced penalties for companies that had a history of serious violations and 
had shown little evidence of improvement.”172 

Under Obama, OSHA has continued to encounter problems with 
rulemaking, increasing its reliance on enforcement of existing standards.173  
In 2010, OSHA had 2,200 inspectors (including state inspectors on 
contract), conducting an average of about sixty thousand inspections 
annually (including multiple inspections at the same site).174  Congress paid 
over $100 million to help support inspection programs in the twenty-seven 
states with approved occupational safety programs.175  The total number of 
inspections and initial penalty assessments (in constant dollars) remained 
roughly constant from 1996 through 2009.176  In fiscal year 2012, state and 
federal OSHA inspectors177 conducted 93,000 inspections.178  They assessed 
close to $250 million in penalties.179 

McGarity credits the two agencies with significant impacts, with 
workplace fatalities declining through the late 2000s, hitting all-time lows 

 

171. Id. at 225. 
172. Id. at 226. 
173. According to the New York Times, as of June 30, 2013, a regulation imposing new 

standards for exposure to carcinogenic silica dust at construction sites had been stuck in OIRA 
since February 2011.  See Stuck in Purgatory, supra note 127. 

174. Juergan Jung & Michael D. Makowsky, The Determinants of Federal and State 
Enforcement of Workplace Safety Regulations: OSHA Inspections 1990-2010 (Apr. 25, 2013) 
(unpublished manuscript), available at www.ssrn.com/abstract=2001203. 

175. U.S. GOV’T ACCOUNTABILITY OFFICE, GAO-13-16, WORKPLACE SAFETY AND 

HEALTH: FURTHER STEPS BY OSHA WOULD ENHANCE MONITORING OF ENFORCEMENT AND 

EFFECTIVENESS 4–5 (2013). 
176. See Jung & Makowsky, supra note 174. 
177. There is some evidence that state-administered OSHA programs have lower workplace 

fatalities than federal-administered OSHA programs.  Id. at 3.  This might suggest that OSHA 
does not have as effective an enforcement program as some states.  In general, inspectors are more 
likely to find violations during Republican Administrations but less likely to issue a fine.  Id. at 3, 
12–13.  The results of an econometric study suggest that “the true impact of political conditions is 
only felt in the negotiating of the largest reductions in the fines assessed by OSHA agents.”  Id. at 
17.  State inspectors were more likely to “issue smaller fines up front, but also reduce them less 
later on.”  Id. at 18.  This finding may suggest that federal inspectors are more often held in check 
by their superiors.  Finally, the researchers found “state agencies making considerable efforts to 
enforce OSHA laws, but doing so in a way that perhaps minimizes the impact on the local 
economy,” as seen in “their reduced propensity to find violations during inspections when 
unemployment is higher, while issuing larger fines to firms whose violations merited sanctions, 
even during tougher economic times.”  Id.  However, an earlier study suggested doubts about the 
effectiveness of state regulatory programs.  Alison D. Morantz, Has Devolution Injured American 
Workers? State and Federal Enforcement of Construction Safety, 25 J.L. ECON. & ORG. 183, 183 
(2009). 

178. GOV’T ACCOUNTABILITY OFFICE, supra note 175, at 7. 
179. See id. at 11 fig.4 (adding state and OSHA penalty figures). 
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in the aftermath of the financial crisis.180  Still, he says, “an average of 15 
workers die each day from work-related injuries, and an unknown number 
suffer from work-related diseases, some of which may not manifest 
themselves for 20–40 years.”181  In his view, more effective regulation 
“would not have reduced those numbers to zero, but it would have avoided 
many needless tragedies.”182 

C. Consumer Goods, Food, and Drugs 

Consumer products cause a surprisingly high number of injuries, 
almost comparable to deaths from highway accidents.  McGarity reports 
that “[e]very year around 33 million Americans are injured by consumer 
products and approximately 27,000 people die from those injuries.”183  The 
number of injuries from toys is large and apparently increasing rapidly 
(from 130,000 in 1996 to 220,000 ten years later).184  The federal regulatory 
presence was weak even before Reagan, and the CPSC took a heavy hit 
under the Reagan Administration.  By 1983, “CPSC inspections dropped by 
45 percent, recalls declined by 66 percent, and injury investigations fell by 
28 percent.”185  The number of recalls increased under Clinton but dropped 
again under the second Bush, with nearly all being voluntary “because the 
agency lacked the staff to support mandatory recalls.”186  In 2006, the CPSC 
had less than half the number of staff it had three decades earlier.187 

Food safety is divided between the Food and Drug Administration and 
the United States Department of Agriculture (for meats and poultry).188  The 
USDA maintains an inspector at every slaughterhouse and poultry 
processing plant.189  But the number of inspectors per billion pounds of 
meat has fallen by half.190  USDA’s ability to monitor imports, however, is 
even more limited.191  According to McGarity, “USDA’s meat sanitation 
 

180. MCGARITY, supra note 2, at 98.  Department of Labor statistics show a more or less 
steady decline in the injury rate from 2003 through 2011 (from 5 reportable injuries per 100 
workers down to 3.5), with no discernible impact from the financial crisis.  News Release, Bureau 
of Labor Statistics, Workplace Injuries and Illnesses—2011, at 4 chart 1 (Oct. 25, 2012).  The 
most dramatic decreases were for midsized firms (50–249 employees).  See id. chart 2. 

181. MCGARITY, supra note 2, at 98. 
182. Id. 
183. Id. at 195. 
184. Id. 
185. Id. at 193. 
186. Id. 
187. See id. at 219. 
188. See 9 C.F.R. § 300.2(b) (2013) (listing the Federal Meat Inspection Act and the Poultry 

Products Inspection Act as among the statutes implemented by the Food Safety and Inspection 
Service, an agency of the Department of Agriculture). 

189. MCGARITY, supra note 2, at 133. 
190. See id. at 225. 
191. See id. at 141 (highlighting that “only 10–15% of imported containers are opened for 

further inspection”). 
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regulations were so rarely enforced that they were essentially voluntary 
standards.”192 

FDA’s food-related enforcement actions dropped by more than 60% 
early in the Reagan Administration, but the FDA Commissioner appointed 
by the first Bush (and reappointed by Clinton) was more aggressive.193  The 
second President Bush again slashed enforcement.  FDA lost more than 400 
inspectors, and food safety inspections dropped 20% below 1972 levels, 
while the number of enforcement actions dropped by over half in Bush’s 
second term.194  In terms of imports, FDA checked less than 1% of 
shipments and tested only a small fraction of those for pathogens.195  
Overall, whereas “FDA inspected about half of the country’s food 
manufacturing facilities every year” in the late 1970s, “by 2008 it inspected 
only about 5 percent of them.”196  Despite FDA’s difficulties, the rate of 
foodborne illness seems to have remained constant since the mid-
nineties.197 

Like other agencies, FDA suffered from deep cuts in its inspection and 
enforcement staff.  The number of FDA drug inspections dropped by 40% 
under Reagan.198  Although the situation may have improved under the first 
Bush and during the early Clinton Administration, enforcement began to 
suffer later in the Clinton Administration, with inspections of medical 
device companies dropping by half in the last five years of the 
Administration.199  Under the second Bush, the situation deteriorated 
again.200 

By 2010, nearly 40% of the drugs consumed in the United States were 
imported, and 80% at least contained active ingredients produced abroad.201  
FDA was hopelessly outmatched by the problem: “FDA’s tiny force of 
fewer than 500 inspectors was responsible for spot-checking about 18 
million shipments through 300 U.S. ports of entry and inspecting hundreds 
 

192. Id. at 226. 
193. Id. at 142. 
194. Id. at 143. 
195. See id. at 141. 
196. Id. at 225. 
197. See Trends in Foodborne Illness in the United States, 2012, CTRS. FOR DISEASE 

CONTROL, fig.2, http://www.cdc.gov/features/dsfoodnet2012/index.html (last updated Apr. 18, 
2013) (showing that, generally, the rates of foodborne illness have remained constant).  The one 
exception is vibrio infection, which has risen rapidly.  Id.  Fortunately, because the baseline was 
very low, the number of infections remains low (0.41 cases reported per 100,000 population).  Id.  
Vibrio is often contracted by eating raw oysters.  Id.  Tort suits may provide another incentive for 
food safety.  See Alexia Brunet Marks, Check Please: Using Legal Liability to Inform Food Safety 
Regulations, 50 HOUS. L. REV. 723, 732–45 (2013) (positing that civil liability deters production 
of unsafe food due to litigation costs, public exposure to litigation, and settlement costs). 

198. MCGARITY, supra note 2, at 128. 
199. See id. 
200. Id. at 128–29. 
201. Id. at 127. 
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of overseas manufacturing facilities for compliance with the agency’s good 
manufacturing practices regulations.”202  A Government Accountability 
Office report advised giving FDA at least another $70 million for this 
function, but the second Bush’s Administration rejected a more modest 
increase proposed in Congress.203  Following a scandal involving imported 
Chinese drugs during the Obama Administration, however, “FDA forced 
several manufacturers to pay fines in excess of $100 million apiece for 
violations of its good manufacturing standards.”204  FDA’s effort to address 
the problem more systematically became bogged down in OIRA, however, 
along with other important regulations.205 

D. Environment 

In Reagan’s first term, EPA’s enforcement budget declined by over a 
third, the EPA Administrator preferred to settle civil cases for modest 
penalties, and referrals of enforcement cases dropped precipitously, 
although this situation was ameliorated when Reagan was forced to bring in 
a more responsible Administrator.206  During the first two years of the 
Clinton Administration, enforcement actions soared, only to drop by half 
again during 1995 and 1996.207  Enforcement declined even more during the 
second Bush’s presidency: 

 

202. Id.  It should be noted, however, that FDA also contracts with state governments to 
inspect food processors, which makes the number of federal inspectors less relevant.  See State 
Contracts, FOOD & DRUG ADMIN., http://www.fda.gov/ForFederalStateandLocalOfficials/ 
PartnershipsContracts/StateContracts/default.htm (last updated June 19, 2012) (detailing existing 
contract programs by which states work alongside FDA to enforce consumer laws).  FDA has 
relied increasingly on state inspectors (almost two-thirds of the inspections in 2009 were by state 
inspectors), but FDA oversight has been criticized as lax.  See OFFICE OF INSPECTOR GEN., DEP’T 

OF HEALTH & HUMAN SERVS., OEI-02-09-00430, VULNERABILITIES IN FDA’S OVERSIGHT OF 

STATE FOOD FACILITY INSPECTIONS 10–14 (2011), available at https://oig.hhs.gov/oei/reports/ 
oei-02-09-00430.pdf (providing data on the percentage of inspections performed by state 
inspectors and highlighting the poor outcomes that have resulted from this regime). 

203. MCGARITY, supra note 2, at 129. 
204. Id. at 129, 259. 
205. See Stuck in Purgatory, supra note 127.  Referencing a major food-safety law, the New 

York Times reported that as of June 30, 2013: 
But three rules to implement the law, submitted to OIRA by the Food and Drug 
Administration in November 2011, are still not completed.  Two of them, on produce 
safety and food-related illness prevention, got preliminary clearance from OIRA in 
January, which allows the F.D.A. to resume work on them before resubmitting them 
to OIRA for final review.  A third rule, to enhance the safety of imported food, has 
not budged. 

Id. 
206. MCGARITY, supra note 2, at 113. 
207. See id.  For a Clinton-era argument in favor of a more cooperative relationship between 

the agency and regulated entities by a former EPA enforcement officer, see Bruce M. Diamond, 
Confessions of an Environmental Enforcer, 26 ENVTL. L. REP. 10,252, 10,254–55 (1996); for the 
contrary view, see Joel A. Mintz, Rebuttal: EPA Enforcement and the Challenge of Change, 26 
ENVTL. L. REP. 10,538, 10,538 (1996). 
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The Justice Department filed only 93 civil enforcement actions 
during the first six years of the Bush Administration compared to 157 
during the last three years of the Clinton Administration.  At the 
same time, judicial and administrative penalties declined almost 25 
percent from Clinton Administration levels. . . .  Criminal 
enforcement investigations dropped by 50 percent and criminal 
penalties declined 38 percent.208 

Enforcement did pick up, however, when a Democratic Congress was 
elected in the last two years of the second Bush’s Administration.209 

In a thorough study of EPA enforcement, Joel Mintz found that 
“pervasive resource shortages have continuously overtaxed EPA 
enforcement employees, many of whom have had to log numerous hours of 
unpaid overtime to complete their demanding work assignments.”210  
Nevertheless, Mintz concluded, “[a]lthough significantly flawed in a 
number of respects, the Agency’s enforcement programs have also enjoyed 
some notable successes.”211  Despite budget problems, “[o]ver time, the 
Agency has gradually increased both the volume of its enforcement 
casework and the total amount of the penalties it has assessed against 
environmental violators.”212 

Overall, McGarity’s evidence demonstrates that agency enforcement 
budgets have not kept up with the scope of their responsibilities and that 
presidents unfavorable to regulation have used enforcement budgets as one 
way to deregulate without attracting public notice.  Standing alone, this 
evidence cannot tell us the seriousness of the effects.  Agencies are often 
able to turn to state governments for additional enforcement assistance.213  
Violation of agency regulations could also be a basis for tort liability under 
the negligence per se doctrine.214  In the environmental arena, citizen suits 
are also an available enforcement mechanism.215  Finally, there are nonlegal 
reasons for compliance, including the desire to obey the law, pressure from 
local communities, and market forces.  What we really need to know is not 
the input (enforcement effort) but the output (better health and safety).  
There is certainly a common sense (and economically rational) connection 

 

208. MCGARITY, supra note 2, at 114. 
209. Id. 
210. JOEL A. MINTZ, ENFORCEMENT AT THE EPA 202 (rev. ed. 2012). 
211. Id. at 190. 
212. Id. 
213. See LAZARUS, supra note 4, at 142–43 (describing the advantages and growth of state 

enforcement programs); see supra note 202 and accompanying text. 
214. See, e.g., Myers v. United States, 17 F.3d 890, 900 (6th Cir. 1994) (“[T]he doctrine of 

negligence per se provides that the violation of a statute, regulation or ordinance will give rise to a 
conclusive presumption of negligence . . . .”). 

215. See, e.g., Friends of the Earth, Inc. v. Laidlaw Envtl. Servs. (TOC), Inc., 528 U.S. 167, 
173 (2000) (discussing a citizen suit brought for alleged environmental violations). 
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between the two, but knowing the strength of the relationship is more 
difficult.216 

V. Conclusion 

Freedom to Harm is an important addition to the literature on 
administrative law.  It provides a broad picture of how regulatory statutes 
have actually been implemented.  Administrative law scholars tend to focus 
on rulemaking, but McGarity’s exhaustive account shows that for many 
agencies, enforcement of existing rules is at least as big an issue.  He also 
shows that some agencies such as the Consumer Product Safety 
Commission have been largely deactivated much of the time.  This point is 
easily overlooked because controversy and, thus, litigation and scholarly 
attention, tend to be triggered by agency activity, not by agency passivity. 

Freedom to Harm persuasively shows that the major regulatory 
statutes have never been fully implemented due to a combination of factors: 
appointment of some agency heads unsympathetic to statutory missions, 
political interference from the White House, OIRA oversight, and low 
enforcement budgets.  This is bad news for those of us who share 
McGarity’s belief in the original missions that Congress gave those 
agencies.  Yet libertarians may also be dismayed by the facts that, despite 
everything, the statutes are still there and the body of regulations 
implementing them seems to get larger every year. 

Economically oriented policy analysts will have more mixed feelings.  
Some of the deviations from statutory mandates may have been 
improvements in economic terms.  These policy analysts should be 
concerned, however, by other aspects of McGarity’s account.  The 
regulatory process has been slow and erratic even for regulations that are 
economically justified, and those regulations may not be effectively 
implemented given all of the constraints on agencies’ enforcement 
activities. 

The last three decades have also strained some constitutional ideals.  
Whether or not the regulatory statutes of the 1960s and 1970s were wise, 
they do remain part of the “supreme Law of the Land,”217 and the 
Constitution gives the President the duty to “take Care that the Laws be 
faithfully executed.”218  Thus, the rule of law has taken something of a 

 

216. For instance, a recent empirical study of the chemical industry found that compliance 
with emission limits was high although enforcement was weak as was the deterrent effect.  
DIETRICH H. EARNHART & ROBERT L. GLICKSMAN, POLLUTION LIMITS AND POLLUTERS’ 

EFFORTS TO COMPLY: THE ROLE OF GOVERNMENT MONITORING AND ENFORCEMENT 284–87 
(2011). 

217. U.S. CONST. art. VI. 
218. Id. art. II, § 3. 
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battering, given the efforts of a series of presidents to avoid enforcing the 
laws as written. 

Some readers will be outraged by the events described in Professor 
McGarity’s history of modern regulation.  But even those who view 
developments with more equanimity will find much to learn about the 
evolution of the regulatory state.  Freedom to Harm assembles a remarkable 
amount of evidence that will inform readers of all persuasions about the 
current state of regulation in America and about how we got here.  It will 
benefit students of the regulatory state, whatever their normative 
perspectives. 


