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“Whenever competition is feasible, it is,  
for all its imperfections, superior to regulation 

as a means of serving the public interest.”

—Alfred Kahn
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1
what is regulation?

Regulations, also called administrative laws or 
rules, are the primary vehicles by which the federal 
government implements laws and agency objectives. 

They are specific standards or instructions concerning what 
individuals, businesses, and other organizations can or can-
not do.

Market economies need clear rules to function efficiently. 
Without a legal framework establishing and enforcing prop-
erty rights and the “rules of the game,” our free enterprise 
system could not exist. Regulations issued by the executive 
branch affect every aspect of our lives. From the moment you 
wake up until the time you go to sleep, regulations influence 
what you do. Yet most people know very little about the impact 
of regulations or the process by which they are produced.

This primer provides an overview of federal regulation, cov-
ering theory, policy, analysis, and practice. We begin with a 
look at a day in the life of a regulated American family. Then, 
this first chapter presents statistics on the size and scope of 
regulation and classifies regulations into basic categories 
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for subsequent discussion. Chapter 2 explores theories of 
 regulation, while chapter 3 reviews the constitutional under-
pinnings of executive branch regulation. Chapter 4 describes 
the process by which the federal government develops regula-
tions, and chapter 5 examines who the regulators are and what 
incentives they face. Chapters 6 and 7 delve into the nature 
of regulations, particularly those addressing health, safety, the 
environment, and the specific industries. In chapter 8, we roll 
up our sleeves and analyze regulations to understand what 
makes for good policy. Chapter 9 concludes with a brief look 
at future trends in regulation.

A DAy in the Life of A ReguLAteD AmeRicAn fAmiLy

What do you think of when you think of regulations? 
You may think of rules like the Federal Trade Commission’s 

Do Not Call regulations requiring telemarketers to honor peo-
ple’s preferences about receiving marketing phone calls in the 
middle of dinner, or perhaps you think of environmental regu-
lations restricting emissions from power plants. You might be 
surprised to learn just how many regulations you encounter in 
an average day.

Perhaps your day starts when your clock radio goes off in the 
morning. The Federal Communications Commission (FCC) regu-
lates not only the airwaves used by your favorite radio station, but 
also the programming content. Electricity regulated by the Federal 
Energy Regulatory Commission (FERC) and by state regulatory 
agencies powers your radio. The U.S. Department of Energy 
(DOE) regulates the type of light bulb you can use in your lamp.

The Consumer Product Safety Commission regulates the 
label on your mattress. The Food and Drug Administration 
(FDA) regulates the content of your toothpaste, soap, shampoo, 
and other grooming products. The Environmental Protection 
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Agency (EPA) regulates the quality of the water coming out of 
your showerhead. On your way out of the bathroom, you may 
have to flush your low-flow toilet twice, a result of mandates 
imposed by the DOE’s appliance efficiency rules.

As you prepare your breakfast, you might check your cere-
al’s FDA-regulated label for nutritional information. The FDA 
also regulates what companies may say about the health bene-
fits of foods and what adjectives they may use to describe those 
health benefits. The FDA and U.S. Department of Agriculture 
(USDA) have a hand in regulating your coffee and sugar. Also 
joining you for your cup of java is the Commodity Futures 
Trading Commission, which regulates the hedging of invest-
ments in coffee beans, sugar, and other commodities. 

The EPA, FDA, and USDA Animal and Plant Health 
Inspection Service regulate the fruit you serve for breakfast. 
The USDA’s Agricultural Marketing Service also plays a role in 
your breakfast. It sets grade standards and purchases fruits and 
vegetables “to correct supply and demand imbalances,” which 
keeps prices higher than they otherwise would be. The USDA 
even regulates the size of the holes in the Swiss cheese you 
grate into your omelet.

As you head off to school and work, you might put your chil-
dren in the back seat because the passenger air bags required by 
the National Highway Traffic Safety Administration (NHTSA) 
have killed children and small adults riding in the front. Your 
car is also subject to the NHTSA’s and EPA’s fuel economy 
standard and the EPA’s emission standards. If you do not have 
a carpool, you may have to take a roundabout way to your office 
because the most direct route is reserved for “high occupancy 
vehicles” during the morning rush hour. The EPA’s air quality 
state implementation plans, or SIPs, mandate that states set 
aside roads for carpools or forfeit federal highway funds. If 
your day involves air travel, you will be subjected to passenger 
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screening and other Department of Homeland Security (DHS) 
requirements at the airport.

At work, regulations issued by the Department of Labor 
(DOL) may keep your workplace safer, but they may also limit 
the arrangements you can agree upon with your employer. 
Mandated employee benefits standards may prevent employees 
from negotiating the benefit packages that best suit their indi-
vidual needs and preferences, so you may be unwittingly forced 
to accept lower wages in exchange for benefits you do not want. 
Regulations guarantee you a minimum wage for your work, but 
they discourage employers from hiring younger or less-expe-
rienced workers. The health care plans you can choose from 
and their terms are regulated by the Department of Health and 
Human Services or your state government, while the retire-
ment savings plan options available to you are governed by DOL 
and Securities and Exchange Commission (SEC) rules. 

When you stop by the store on your way home from work, 
regulations covering product safety, food, pharmaceuticals, 
and the environment affect the character, availability, and 
price of the products you buy. These rules may keep some 
unsafe products off the market, but they also raise prices and 
may prevent valuable and potentially life-saving new products 
from becoming available to Americans. 

Back at home in the evening, you might unwind in front of 
the television with a glass of wine. The local news program you 
watch exists in part to comply with public interest obligations 
the FCC imposes as a condition of licensing stations. There 
are health benefits to moderate alcohol consumption, but you 
won’t find that information on the label because the Alcohol 
and Tobacco Tax and Trade Bureau prohibits winemakers 
from telling you so. Later, you might help your children study 
for a standardized test that–under Department of Education 
regulations—will affect local school funding.
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Regulation touches our everyday lives in thousands of ways 
that we may never imagine. These rules have both benefits and 
costs, but most people are unaware of their reach and influ-
ence. This primer aims to make the complicated and arcane 
world of regulation more understandable to interested people 
outside the Washington, DC, beltway. 

estimAting the scope of feDeRAL ReguLAtion

Taxing and spending is one way the federal government 
diverts resources from the private sector to accomplish public 
goals. Regulation of private entities—businesses, workers, and 
consumers—is another.

Over 70 federal departments, agencies, and commissions 
employ a combined staff of almost 300,000 full-time employ-
ees to write and enforce federal regulations. Together they 
issue thousands of new rules each year. The desired benefits 
of regulation are the force behind the legislative initiatives that 
create them, and discussions tend to focus on these goals rather 
than on the costs of achieving them. 

Unlike the fiscal budget, which tracks direct government 
spending supported by taxes, there is no mechanism for keep-
ing track of the spending by individuals and businesses that 
results from regulatory compliance. Thus, efforts to track 
changes in regulatory activity over time often depend on prox-
ies such as the number of pages printed in the Federal Register 
or the size of regulatory agencies’ budgets. 

The Code of Federal Regulations is the compilation of all 
rules and regulations enacted by federal agencies. Its size 
(which has grown from under 25,000 pages to over 165,000 
pages over the last 50 years) provides a sense of the scope of 
existing regulations with which American businesses, work-
ers, and consumers must comply. 
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The number of pages in the Federal Register—the daily jour-
nal of the federal government in which all newly proposed rules 
are published, along with final rules, executive orders, and 
other agency notices—provides a sense of the flow of new regu-
lations issued during a given period and suggests how the regu-
latory burden will grow as Americans try to comply with the 
new mandates. In 2011, the federal government printed 82,129 
pages of rules and announcements in the Federal Register. At 
a reading rate of 4 minutes per page, 2.6 people would have to 
read for 40 hours per week for a year just to keep up with the 
new rules and pronouncements. Figure 1.1 shows the growth in 
the number of pages in the Federal Register over time.

Figure 1.1: AnnuAl PAges Published in the FederAl register

Source: Office of the Federal Register.

Another proxy for the scope of regulatory activity is the 
direct fiscal budget expenditures devoted to regulatory 
 agencies. By analyzing the federal personnel and expenses 
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necessary to develop and enforce regulations, we can track 
regulatory trends over time. These data provide insight into 
the composition and evolution of regulation. Figure 1.2 shows 
the growth from 1960 to 2013 in the portion of the federal bud-
get devoted to writing and enforcing regulations.1

Figure 1.2: budgetAry Costs oF FederAl regulAtion,  
Adjusted For inFlAtion

Source: Susan Dudley and Melinda Warren, Growth in Regulators’ Budget Slowed by Fiscal Stalemate: 
An Analysis of the U.S. Budget for Fiscal Years 2012 and 2013, Regulators’ Budget Report 34 (St. Louis and 
Washington, DC: Weidenbaum Center at Washington University and George Washington University Regulatory 
Studies Center, July 2012), http://regulatorystudies.gwu.edu/images/commentary/regulators_budget_2012.pdf. 
Derived from the Budget of the United States Government and related documents, various fiscal years.

Regulations provide social benefits and impose social costs 
on individuals and businesses beyond the direct tax dollars 
expended to write and enforce them. Federal Register pages, 

1. These data focus on regulations that affect private sector activity and 
exclude the regulation of taxation, entitlement, procurement, subsidy, and 
credit functions. Figures for 2012 and 2013 are estimates based on the presi-
dent’s budget request to Congress.
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agency staffing, and on-budget costs are merely proxies of these 
effects. The social costs of federal regulations are enormously 
difficult to measure. A 2010 Small Business Administration 
study was one of the few efforts to develop a comprehensive 
estimate, but its methodology has been questioned. It put total 
regulatory costs at $1.75 trillion per year and average house-
hold regulatory expenditures at $15,500 per year.2

The Office of Information and Regulatory Affairs (OIRA) in 
the Office of Management and Budget (OMB) has kept a run-
ning total of the benefits, as well as the costs, of the major regu-
lations issued during the previous 10 years. In its draft 2012 
report, OIRA estimates the cost of major regulations issued 
from 2001 to 2011 at $43 to $67 billion per year and the ben-
efits at $141 to $700 billion per year. The OMB recognizes that 
its estimates likely understate regulatory impacts for a couple 
of reasons. First, they exclude certain costs, deemed transfers 
(discussed more in chapter 6). Second, they cover only execu-
tive branch agency regulations with annual impacts of $100 
million or more issued over the last decade and for which agen-
cies estimated both costs and benefits. For example, the OMB 
bases benefits and costs for fiscal year 2011 on agency estimates 
for only 13 regulations, or 0.5 percent of the final rules pub-
lished in the Federal Register during that year. 

cAtegoRies of ReguLAtion

We often divide regulations into two main categories: 
social regulations and economic regulations. Social regula-
tions address issues related to health, safety, security, and 
the environment. The EPA, Occupational Safety and Health 
Administation (OSHA), the FDA, and the DHS are examples 

2. Nicole V. Crain and W. Mark Crain, The Impact of Regulatory Costs on Small 
Firms (Washington, DC: SBA Office of Advocacy, September 2010), http://
archive.sba.gov/advo/research/rs371tot.pdf.
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of agencies that administer social regulations. Their activities 
are generally limited to a specific issue, but they also have the 
power to regulate across industry boundaries. For example, 
OSHA regulates worker safety across industries. Chapter 7 
discusses social regulations. 

Economic regulations are often industry-specific. The SEC, 
the FCC, FERC, and the new Consumer Financial Protection 
Bureau (CFPB) are examples of agencies that administer eco-
nomic regulations. Economic regulation usually governs a broad 
base of activities in particular industries, using economic con-
trols such as price ceilings or floors, production quantity restric-
tions, and service parameters. For example, FERC employs 
these tools to regulate the wholesale electricity markets, where 
many local electric companies buy at least some of their power. 
Chapter 6 addresses economic regulations in more detail. 
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2 
theories of regulation: 

why Do we regulate? 

In a free-market economy like that of the United States, 
why does the government regulate the behavior of firms 
and individuals? What factors affect the number and 

extent of regulations, and what motivates individual regula-
tions? The answers to these questions come from theories, or 
models, of how institutions, businesses, and individuals behave 
and from empirical analyses and observations. 

Before we delve into the different theories, we must dis-
tinguish between normative and positive analysis. Normative 
analysis examines what should be. In the case of regulation, it 
asks when the government should intervene in private markets. 
Positive analysis, on the other hand, examines what is. Positive 
theories try to explain when regulation will occur and why we 
see certain types of regulations in some industries and not oth-
ers. This chapter will focus on positive theories of regulation. 
We address normative analysis in chapter 8.
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pubLic inteRest theoRy

Our understanding of why we have regulation has evolved 
over time and has incorporated economics and theories of 
human behavior. The “public interest” theory of regulation 
recognizes that markets are very efficient at allocating scarce 
resources to their best uses. It is based on a normative notion 
that government intervention may be appropriate, however, 
in cases when competitive conditions are not met and markets 
fail to allocate resources efficiently. The theory holds that poli-
ticians seeking to serve the public interest will regulate only to 
correct those market failures. 

The concept of market failure comes from the economic 
paradigm of a perfectly competitive market, characterized by 
(1) private decisions, such that individual choices do not affect 
the welfare of others; (2) private goods; (3) market participants 
who are price takers; and (4) perfect information about price 
and quality. Welfare economists, led by British economist A. C. 
Pigou early in the 20th century, focused on the need for gov-
ernment intervention when markets deviate from these perfect 
market conditions. 

Market failures generally fall into one of four categories. 

•	 Externalities	occur when one party’s actions impose 
uncompensated costs or benefits on another party 
(violating the “private decisions” condition). If those 
actions affect the other party’s welfare enough that 
the party would be willing to pay to alter them, then 
resources are not allocated the way they would be if all 
costs and benefits were “internalized” by some actor in 
the marketplace. Pollution is the classic example of an 
externality (as discussed in chapter 7).

• 
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•	 Public	goods are those for which the cost of provid-
ing an additional unit is negligible and excluding users 
is costly (violating the “private goods” condition). 
National defense is the classic example of a pure pub-
lic good: the cost of provision does not increase with 
an additional citizen, and once provided, it cannot be 
withheld from citizens who do not contribute to its 
cost. A related concept, common pool resources, shares 
the characteristic that exclusion is costly, though the 
marginal cost of production is not negligible. Common 
pool resources tend to be overused (as in overfishing) or 
underprovided (as in new medical discoveries, which 
might not be made if not for patents granting the discov-
erer rights to profit).

• The presence of monopoly	power in a market allows a 
firm to control prices, violating the perfect market con-
dition that all participants are “price takers.” “Natural 
monopolies” exist when long-run declining costs make 
economies of scale so great that a market can be served 
at lowest cost only if production is limited to a single 
producer. Because the supplier doesn’t face competi-
tion, however, without some form of intervention, 
prices would be higher and quantity produced lower 
than in a competitive market. 

• Finally, when market participants have  asymmetric	
information, markets may not allocate resources effi-
ciently. The classic illustration is when a seller has 
information on a flaw in her product that she doesn’t 
share with a buyer, leading the buyer to pay more (and 
purchase more) than he would if fully informed. The 
absence of perfect information in a transaction does not 
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in itself necessitate government intervention. Not only 
is perfect information impossible, it is not required for 
a well-functioning market. 

When one of these market failures exists, a normative 
approach might argue that public-minded politicians should 
intervene to correct the market by either internalizing exter-
nalities, clarifying property rights, regulating monopolists, or 
providing information. Positive theory suggests that we should 
expect to see regulations enacted to address perceived or real 
market failures and thereby serve the public interest.

There are several problems with this public interest theory 
of regulation, however. 

• As a positive theory, it hypothesizes that regulation will 
occur when it should because the net social gains will 
be greater with than without regulation, but it does not 
explain the mechanism by which such a solution would 
occur. In other words, it does not tell us how or why peo-
ple, in their roles as government officials, businessmen, 
consumers, and so on, will produce the desired outcome.

• More importantly, public interest theory does not do 
a good job of predicting when we will see regulation. 
Many regulations do not correspond to market failures 
such as natural monopoly or externalities. For example, 
economic regulations are not well correlated with iden-
tifiable market failures, and they often seem to benefit 
the regulated industries by enforcing cartels rather than 
benefiting consumers by preventing monopoly. The 
now-abolished Interstate Commerce Commission, for 
example, enforced a cartel among railroads that kept 
prices above competitive levels.
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This is not to say that regulations are never motivated by 
public interest goals, but rather to say the public interest the-
ory fails to explain observed forms of regulation. 

cAptuRe theoRy

Observing that laws and regulations do not necessarily cor-
respond to industries characterized by market failures, and 
that many regulations seem to serve private interests, political 
scientists and economists offered an alternative hypothesis. 
They suggested that politicians and regulators end up being 
“captured” by special interests, usually the producers they are 
intended to regulate. As a result, laws and regulations serve not 
the public interest, but those special interests.

While the capture theory better explains the occurrence 
of regulation than the public interest theory, it is incomplete. 
Many regulations do not appear to serve the industry being 
regulated. The capture theory fails to explain why regulators 
would get captured and by whom. 

Two Nobel Prize-winning economists, George Stigler and 
James Buchanan (who collaborated with Gordon Tullock), as 
well as economist Mancur Olson, developed related theories 
that address these weaknesses in the capture theory: the theory 
of economic regulation and public choice theory. 

the economic theoRy of ReguLAtion

George Stigler’s 1971 article “The Theory of Economic 
Regulation” offered a clear, testable theory that explained the 
presence of regulation in different industries. It also raised 
awareness of the incentives and wealth-redistribution conse-
quences of economic regulation. Stigler started with the fol-
lowing premises:
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1. Government’s basic resource is the power to coerce.

2. An interest group that can convince the government 
to use its coercive power to the group’s benefit can 
improve its well-being at the expense of others.

3. Agents (firms, individuals, government officials, and 
interest groups) are rational and try to maximize their 
own utility (well-being).

With this foundation, he hypothesized that regulation is 
supplied in response to the demands of interest groups acting 
to maximize their own well-being. He observed that legisla-
tors’ behavior is driven by their desire to stay in office, which 
requires that they maximize political support. Regulation is 
one way to redistribute wealth, and interest groups compete 
for that wealth by offering political support in exchange for 
favorable legislation.

This theory implies that regulation is likely to be biased 
toward benefiting interest groups that are well organized and 
that stand to gain from the wealth redistribution. Hence, regu-
lation is likely to benefit small interest groups with strongly felt 
preferences at the expense of large interest groups with weakly 
felt preferences. 

Because there often are competing interests in a particu-
lar issue, the economic theory of regulation suggests that 
 regulation will reflect a balance of political forces rather than 
always serving the regulated industry, as the capture theory 
suggests. Indeed, if special interests coincide with the public 
interest, or if citizens are concerned enough about a particular 
issue for it to affect their voting behavior, regulation may serve 
the public interest.
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pubLic choice

Public choice is not a theory of regulation per se, but an eco-
nomic analysis of government behavior that recognizes that 
(1) individuals in government (politicians, regulators, voters, 
etc.) are driven by self-interest, just as individuals in other cir-
cumstances are, and (2) they are not omniscient. Public choice 
analysis posits that government officials are not systematically 
engaged in maximizing the public interest, but are attempting 
to maximize their own private interests. It thus reaches con-
clusions similar to those drawn from Stigler’s economic theory 
of regulation. In particular, public choice is concerned with the 
economic waste inherent in efforts to change laws or regula-
tions in order to privilege one group over another. Such activity 
is called rent-seeking.3 

For example, consider a domestic steel producer facing com-
petition from cheaper foreign steel. Suppose there are two ways 
the domestic manufacturer could respond to the losses. First, it 
could innovate and invest in modernizing its plant to compete 
more successfully. Alternatively, it could pursue a rent-seeking 
strategy by making campaign contributions to politicians and 
hiring lobbyists to try to convince legislators to ban or restrict 
steel imports. The manufacturer may well choose the rent-
seeking strategy if it is cheaper to implement than the modern-
ization strategy. If the steel company—or, more likely, the trade 
association that represents the steel industry—is successful, 
society will be worse off for two reasons. First, the price of steel 
will increase, and since the gains to the steel producers will 
be less than the losses to consumers, there is economic waste. 
Second, resources that would otherwise be put to productive 
uses such as plant modernization or research and development 
are spent on lobbying, creating another net societal loss.

3. Gordon Tullock, The Economics of Special Privilege and Rent Seeking 
(Norwell, MA: Kluwer Academic Publishers, 1989), 55–56.



18

Public choice also recognizes that policymakers cannot 
always predict the consequences of different policy choices, 
so market interventions may produce “government failures.” 
That is, even when a market failure is observed, a particular 
government intervention may produce even more inefficiency 
than the status quo as a result of the rent-seeking problem, 
unintended consequences, or both. For example, federal regu-
lations on pharmaceuticals are intended to protect the  public 
by ensuring that the drugs sold are not just safe but also effec-
tive for their particular uses. However, this intervention causes 
new drugs, ultimately shown to be safe and effective, to be 
introduced in the market years later than they otherwise would 
have been. As a result, many people die or suffer  unnecessarily.

Two questions might arise about the conclusions of the eco-
nomic and public choice models. First, why do politicians and 
interest groups resort to regulation to transfer wealth from the 
general public to private interests when direct cash transfers 
would be less costly to all concerned? Second, why do poli-
ticians often rely on public interest rhetoric when imposing 
regulations that transfer wealth to a small group? The public 
choice response is that special interests are disinclined to seek 
direct wealth transfers because their machinations would be 
too obvious. Instead, regulatory approaches that purport to 
provide public benefits confuse the public and reduce voter 
opposition to transfers of wealth to special interests. 

bootLeggeRs AnD bAptists

Bruce Yandle colorfully dubbed a special case of the eco-
nomic theory of regulation the “bootleggers and Baptists” 
phenomenon. Yandle observed that unvarnished special 
interest groups cannot expect politicians to push through 
legislation that simply raises prices on a few products so that 
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the protected group can get rich at the expense of consum-
ers. Like the bootleggers in the early-20th-century South, 
who benefited from laws that banned the sale of liquor on 
Sundays, special interests need to justify their efforts to 
obtain special favors with public interest stories. In the 
case of Sunday liquor sales, the Baptists, who supported the 
Sunday ban on moral grounds, provided that public inter-
est support. While the Baptists vocally endorsed the ban 
on Sunday sales, the bootleggers worked behind the scenes 
and quietly rewarded the politicians with a portion of their 
Sunday liquor sale profits.

Modern-day stories of bootleggers and Baptists abound. 
Large biotechnology companies join with food safety activists 
to encourage stricter regulation of new foods involving genetic 
engineering, thus putting smaller competitors who cannot 
afford the regulatory compliance costs at a disadvantage. 
Tobacco companies supported legislation that would have 
required cigarettes to receive FDA premarketing approval, 
which would make it harder for new brands to enter the 
market. Solar power manufacturers support regulation that 
 inhibits the production of conventional, competing sources 
of power (oil, coal, and gas). Food and toy companies lobby 
for more regulation to ensure their products’ safety, thereby 
keeping out foreign competitors that may not be able to dem-
onstrate that their products meet the same standards. U.S. 
testing laboratories argue on safety grounds against European 
requests to permit manufacturers of low-risk workplace elec-
trical products to self-certify compliance with regulations 
rather than subject them to third-party testing. Big box retail-
ers with vast resources are the largest supporters of minimum 
wage laws that raise the costs of doing business for their mom-
and-pop competitors.
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insights fRom ReguLAtoRy theoRy

This discussion is not meant to suggest that people never 
behave altruistically, or that regulations are never motivated 
by public interest goals. Rather, the school of public choice and 
the economic theory of regulation have shed light on when we 
are likely to observe regulation and what forms it will tend to 
take. These theories have generally proven useful in explain-
ing regulatory activity. They also tell us that, regardless of 
ideals and intentions, politicians have the same incentives as 
other people to maximize their own well-being. Thus, small, 
organized interest groups can sway the political will to gain 
specialized benefits while spreading the costs to all citizens. 
This phenomenon may explain why all modern presidents 
have endorsed nonpartisan principles for examining the likely 
effects of individual regulations before they are implemented. 
It may also explain why they all have deviated from these prin-
ciples at one time or another.
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3 
regulation anD the 
Constitution: what 

woulD the founDers say?

America’s Founding Fathers did not design our 
Constitution so that the legislature would be effi-
cient at passing laws. Rather, based on their expe-

rience, the framers felt it important to design a government 
that would not allow the majority to rule with an iron fist. 
To avoid giving government officials too much power, they 
based our government on the notion known as the separation 
of powers, wherein power is divided among three branches of 
government: the legislative branch, the executive branch, and 
the judicial branch. The Constitution also includes checks and 
balances through which one branch can challenge the powers 
or decisions of another branch. 

As the Supreme Court has explained, the Constitution 
“divides power among sovereigns and among branches of 
government precisely so that we may resist the temptation to 
concentrate power in one location as an expedient solution to 
the crisis of the day.”4 James Buchanan and Gordon Tullock 

4.  New York v. United States, 505 U.S. 144, 187 (1992).
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demonstrated in The Calculus of Consent that requiring con-
sent from multiple branches of government chosen in diverse 
ways leads to decisions that are more likely to reflect a soci-
ety-wide consensus while avoiding some of the obvious costs 
of requiring that government decisions have the unanimous 
consent of everyone in society.

The Constitution grants the legislative branch the power to 
pass laws. It tasks the executive branch with the administration 
and enforcement of those laws and makes the judicial branch 
responsible for settling conflicts arising from those laws. 
This chapter examines how these three branches’ roles have 
evolved over time with respect to regulation.

LegisLAtive bRAnch – ARticLe i

Article I of the Constitution establishes the Senate and 
House of Representatives and vests all legislative powers in 
these bodies. Section 8 of Article I lists the powers of Congress, 
which include the following:

To lay and collect Taxes, Duties, Imposts and 
Excises, to pay the Debts and provide for the com-
mon Defence and general Welfare of the United 
States; but all Duties, Imposts and Excises shall be 
uniform throughout the United States;

To regulate Commerce with foreign Nations, and 
among the several States, and with the Indian Tribes;
To establish an uniform Rule of Naturalization, 
and uniform Laws on the subject of Bankruptcies 
throughout the United States;
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To make all Laws which shall be necessary and 
proper for carrying into Execution the forego-
ing Powers, and all other Powers vested by this 
Constitution in the Government of the United States, 
or in any Department or Officer thereof.

executive bRAnch – ARticLe ii

Article II vests all executive power in the president. Section 
3 of Article II specifies that the president “shall take Care that 
the Laws be faithfully executed.”

JuDiciAL bRAnch – ARticLe iii

Article III states that the “judicial Power of the United States 
shall be vested in one supreme Court, and in such inferior Courts 
as the Congress may from time to time ordain and establish.”  

the biLL of Rights

The first ten amendments to the Constitution further clarify 
the roles of the different branches and protect the freedoms of 
religion, speech, the press, security in people’s homes, weap-
ons ownership, and the process of law. Of particular note with 
respect to federal regulation is the Tenth Amendment, which 
states, “The powers not delegated to the United States by the 
Constitution, nor prohibited by it to the States, are reserved to 
the States respectively, or to the people.”

execution vs. LAwmAking 

What is “executive power” as it is used in Article II of the 
Constitution? It means to carry into effect (execute) the laws of 
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the nation, laws that are written by Congress. Thus, it is the power 
to administer and enforce laws, but not to make or enact them.

In some statutes, Congress states goals that an agency is 
mandated to meet. For example, the Clean Water Act man-
dates reductions in well-defined waterborne contaminants. In 
other statutes, Congress grants broad powers to an agency to 
determine within a certain field what is to be regulated and 
how to accomplish it. For example, the Occupational Safety 
and Health Act directs OSHA to issue “occupational safety 
and health standards.” A brief review of the history of juris-
prudence reveals how such broad delegation of powers, once 
thought to be legislative in nature, came to pass.

A bRief histoRy of the nonDeLegAtion DoctRine 

Until the early part of the  20th century, courts interpreted 
the separation of powers implicit in Articles I through III of 
the Constitution as prohibiting the delegation of legislative 
powers to the executive. This is known as the nondelegation 
doctrine. It states, “That Congress cannot delegate legislative 
power to the President is a principle universally recognized as 
vital to the integrity and maintenance of the system of govern-
ment ordained by the Constitution.”5

Over the last century, however, this separation of powers 
has blurred, and Congress now frequently grants executive 
branch agencies the authority to write as well as administer 
and enforce regulations, which are sometimes referred to as 
administrative laws. As statutes have increasingly delegated 
legislative power to executive agencies, courts have struggled 
with the constitutionality of executive branch rulemaking. 

In 1928, the Supreme Court moved away from a strict inter-
pretation of the nondelegation doctrine by introducing the 

5. Field v. Clark, 143 U.S. 649 (1892).
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notion of an “intelligible principle.” In J. W. Hampton, Jr. & 
Company v. United States, it found that a congressional delega-
tion of power was constitutional because the statute included 
an intelligible principle to guide executive action.6 That is, as 
long as Congress provides executive agencies with an unam-
biguous standard to guide rulemaking, it may delegate its law-
making authority. However, an “intelligible principle” may be 
as broad as a mandate to regulate “in the public interest.” 

In 1935, the Supreme Court returned to the question of 
the constitutionality of congressional delegation, but this 
time, in Schechter Poultry Corp. v. United States, it ruled that 
the National Industrial Recovery Act was unconstitutional 
because it provided the president (and private industry asso-
ciations) with “virtually unfettered” decision-making power.7 

While the nondelegation doctrine has been mentioned occa-
sionally in individual justices’ opinions over the last 70 years, 
the Schechter decision in 1935 was the last time the Supreme 
Court found a statute unconstitutional on nondelegation 
grounds. 

In 1946, Congress attempted to delineate the procedures by 
which executive agencies could write administrative law. The 
Administrative Procedure Act (APA) established procedures 
for executive rulemaking and continues to guide rulemaking 
today. It is described below. 

the nonDeLegAtion DoctRine toDAy

Some constitutional scholars argue that granting 
unelected executive branch agencies the power to write, 
administer, and even enforce regulations is contrary to the 
Constitution and distinctly a second-best option to legislation 

6. J. W. Hampton, Jr. & Co. v. United States, 276 U.S. 394 (1928).

7. A. L. A. Schecher Poultry Corp. v. United States, 295 U.S. 495 (1935).
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by the people’s elected representatives in Congress. Other 
scholars respond that experts in the executive branch are bet-
ter able to make decisions on technical issues or to resolve 
controversial issues in a less political manner. In 1989, the 
Supreme Court came down clearly on the side of delegation, 
stating, “In our increasingly complex society, replete with ever 
changing and more technical problems, Congress simply can-
not do its job absent an ability to delegate power under broad 
general directives.”8

The nondelegation doctrine was revived temporarily by a 
1999 District of Columbia circuit court decision in American 
Trucking Associations, Inc., v. EPA. The court ruled that because 
the EPA had failed to articulate an intelligible principle con-
straining its regulation setting ambient air quality standards, its 
interpretation of the Clean Air Act was equivalent to an uncon-
stitutional delegation of legislative authority. In 2001, however, 
the Supreme Court overturned the circuit court’s decision, 
opining that the constitutional question was whether the stat-
ute improperly delegated legislative power to the agency and 
that an agency’s interpretation of a statute could not determine 
whether the underlying statute was constitutional.9

The accepted role of the executive branch in issuing regula-
tion has thus evolved to include a broad measure of discretion 
and interpretive freedom. Congress must set forth basic policy 
and it cannot delegate rulemaking authority to the executive 
without specifying an intelligible principle for agencies to fol-
low. In practice, however, this standard has not proven to be 
constraining. Indeed, the Supreme Court observed in 2001 
that courts have “almost never felt qualified to second-guess  
 
 

8. Mistretta v. United States, 488 U.S. 361 (1989).

9. Whitman v. Am. Trucking Ass’n, 531 U.S. 472 (2001).
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Congress regarding the permissible degree of policy judgment 
that can be left to those executing or applying the law.”10

inDepenDent ReguLAtoRy Agencies

In addition to executive branch agencies, some regulations 
are carried out by independent regulatory agencies or com-
missions (often abbreviated IRCs). IRCs, such as the Federal 
Communications Commission and the Commodity Futures 
Trading Commission, do not fall clearly into the realm of 
any of the three branches of government. Members of these 
commissions must reflect a balance of political parties, are 
appointed to specific terms by the president, and are confirmed 
by Congress. As we will see in the next chapter, IRCs are not 
subject to regulatory review by the executive.

ADministRAtive pRoceDuRe Act of 1946

The APA established procedures an agency must follow to 
promulgate binding rules and regulations within the area del-
egated to it by statute. As long as an agency acts within the rule-
making authority delegated to it by Congress and follows the 
procedures in the APA, courts have ruled that an agency is enti-
tled to write and enforce regulations (subject to judicial checks).

The APA constrains executive rulemaking in three main ways:

1. The agency can only act within the limits set by statute.

2. The agency actions must meet the following tests:

a. be reasonable (i.e., have sufficient factual 
 support in the record)

10.  Ibid., 474–75.
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b. not be arbitrary or capricious

c. not be an abuse of discretion

3. The agency must follow specified procedures. In partic-
ular, it must notify the public of the proposed action and 
consider public comments before issuing a final rule. 

The next chapter provides more detail on the procedures 
specified by the APA. 

feDeRALism AnD the commeRce cLAuse

The Founders drafted the Constitution to limit the power 
of the national government through the separation of pow-
ers, checks and balances, and the amendments. The Tenth 
Amendment states that powers not specifically delegated by 
the Constitution to the national government “are reserved to 
the States respectively, or to the people.” The appeal of this 
concept, known as federalism, is that it encourages diversity 
in laws among states seeking to serve the different needs of 
citizens and firms. It also forces states to compete for residents 
(taxpayers, entrepreneurs, etc.). Moreover, as James Madison 
explained in The Federalist, federalism provides a “double 
security” from usurpations of individual liberties by federal 
and state governments.11

If the federal government only has power over national mat-
ters and local matters are left to the states, how is it that the 
FCC regulates radio stations transmitting inside a single state? 
How is it that EPA rules govern a city’s water system? The 
answer is that while states are better suited to serve citizens’ 

11. James Madison, “The Federalist No. 51,” Independent Journal, 1788, http://
www.constitution.org/fed/federa51.htm.
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needs and experiment with different approaches to governing 
(through taxes, laws and regulations, etc.), the Constitution 
does reserve for the legislative branch of the federal govern-
ment the power to regulate commerce among the states. This 
power is supposed to prevent the significant burdens on inter-
state commerce that might occur if individual states taxed or 
prohibited products from other states. 

In the 1942 case of Wickard v. Filburn, the Supreme Court 
found that even the most local of activities may have an effect 
on interstate commerce and be subject to federal regulation.12 
The case involved Roscoe Filburn, a farmer who grew wheat on 
his property in Ohio for his family’s own on-farm consumption. 
At the time, the federal government limited how much wheat 
individual farmers could grow as a way to boost wheat prices 
during the Great Depression. Filburn was fined and ordered to 
destroy his crops. He then challenged the constitutionality of 
the federal wheat quotas. The Court ruled that because Filburn 
was growing wheat for himself, it meant he was buying less 
on the open market than he would otherwise, and because the 
wheat market is national, his activity was affecting interstate 
commerce.

Since then, it has become widely accepted that there are 
few local activities that do not have a nexus with interstate 
commerce allowing the federal government to regulate. In 
1990, the Supreme Court embarked on a limited revival of 
federalism in U.S. v. Lopez.13 In that case the Court found 
that possession of a firearm near a school, which was pro-
hibited by federal law, did not constitute an economic activ-
ity having an effect on interstate commerce. By rejecting 
the argument that gun possession has a nexus to interstate 
commerce, the case signaled that the Supreme Court still 

12. Wickard v. Filburn, 317 U.S. 111 (1942).

13. U.S. v. Lopez, 514 U.S. 549 (1995). 
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believed that there are limits to congressional power under the  
Commerce Clause.

Most recently, the Supreme Court found the Patient 
Protection and Affordable Care Act unconstitutional under 
the Commerce Clause (PPACA).14 Although the Court ulti-
mately upheld the Act under the Constitution’s Taxing 
Clause, the majority’s opinion continued to identify the lim-
its of congressional power under the Commerce Clause. It 
found that Congress’s power to regulate activities that have 
a nexus with interstate commerce cannot be used to require 
individuals to purchase health insurance. Failure to pur-
chase insurance may affect interstate commerce, the Court 
reasoned, but it is not an economic activity that can be regu-
lated. “Construing the Commerce Clause to permit Congress 
to regulate individuals precisely because they are doing noth-
ing would open a new and potentially vast domain to congres-
sional authority,” the Court explained. 

AppLying feDeRALism

When analyzing a proposed rule, it is important to under-
stand the constitutional limits to federal regulation. Yet even 
when it is clear that the federal government has the power to 
regulate, there are many reasons why it may be best to for-
bear and allow a more local level of government to develop its 
own policies.

Localities will tend to have better information about how a 
problem affects citizens, allowing them to tailor better solu-
tions. Also, different competing approaches to a problem 
will drive innovation. As Louis Brandeis said, “It is one of the 
happy incidents of the federal system that a single courageous 

14. National Federation of Independent Business v Sebelius 393 S. Ct. 567 
(2012). 
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state may, if its citizens choose, serve as a laboratory; and try 
novel social and economic experiments without risk to the rest 
of the country.” Finally, local governments are more respon-
sive to their constituencies and, therefore, more accountable 
for their decisions. 

In addition to examining costs and benefits when consid-
ering regulatory alternatives, it is also important to consider 
which level of government is best suited to address a prob-
lem. Not only does the federal government sometimes lack 
the power to regulate, it is often not positioned to produce the 
best outcome.

fuRtheR ReADing
James M. Buchanan and Gordon Tullock. The Calculus of Consent. 
University Park, IL: Liberty Fund, 2004.

U.S. House of Representatives.“The Legislative Process.” http://www.
house.gov/content/learn/legislative_process/. 

James Madison. “The Federalist No. 51.” Independent Journal, 1788. 
http://www.constitution.org/fed/federa51.htm.

Morton Rosenberg and Jack H. Maskell. Congressional Intervention 
in the Administrative Process: Legal and Ethical Considerations. 
Washington, DC: Congressional Research Service, 2003. http://assets.
opencrs.com/rpts/RL32113_20030925.pdf.

David Schoenbrod. Power Without Responsibility: How Congress 
Abuses the People through Delegation. New Haven, CT: Yale University 
Press, 1993.

John W. Sullivan. How Our Laws Are Made. Washington, DC: GPO, 
2007. http://www.gpo.gov/fdsys/pkg/CDOC-110hdoc49/pdf/CDOC-
110hdoc49.pdf. 





35

4
the regulatory ProCess: 

how is the sausage maDe? 

I have come to the conclusion that the making of laws 
is like the making of sausages—the less you know about 
the process the more you respect the result.

—Anonymous15 

This chapter explores how regulations are made. 
After briefly reviewing the procedures for developing 
regulations under the APA, we examine the roles the 

public, executive branch agencies, and Congress play in devel-
oping regulations.

As discussed in the previous chapter, Congress must grant 
an agency legal authority to issue regulations. To become law, a 
statute must pass both houses of Congress and be signed by the 
president. Some statutes, like the Hazardous and Solid Waste 
Amendments, prescribe in detail how regulatory standards 
should be designed. Others provide executive agencies with 

15. This oft-quoted (and sometimes misquoted) remark was made by an 
unknown member of Congress in the 1870s. Frank W. Tracy, “The Report 
of the Committee on Uniform Laws, of the American Bankers’ Association,” 
Banking Law Journal 542, no. 15 (1898).
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more general guidance; for example, section 109 of the Clean 
Air Act directs the EPA to set standards that “protect the public 
health . . . [with] an adequate margin of safety.”16

When writing regulations, agencies are constrained by the 
APA and by enabling legislation.

ApA pRoceDuRes

The APA, introduced in the previous chapter, describes two 
types of rulemaking—formal and informal. 

Formal Rulemaking

Formal rulemaking has mainly been used by agencies 
responsible for economic regulation of industries and is only 
required when a statute other than the APA specifically states 
that rulemaking is to be done “on the record.”17 Formal rule-
making involves hearings and the presentation of formal 
documentation to support the rule in front of a commission or 
administrative law judge, and parties may “conduct such cross-
examination as may be required for a full and true disclosure of 
the facts.”18 In subsequent judicial review, the agency propos-
ing the rule has the burden of proof, and the rule must be based 
“on consideration of the whole record . . . and supported by . . . 
substantial evidence.”19 Generally speaking, formal regulation 
is rare except in cases of “ratemaking” by a regulatory commis-
sion (such as when the Federal Energy Regulatory Commission 
determines acceptable rates that electric transmission compa-
nies may charge for transporting power). 

16. Clean Air Act, sec. 109.

17. U.S. Code 5, § 556.

18. U.S. Code 5, § 556(d).

19. Ibid.
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Informal Rulemaking

Informal rulemaking, or notice and comment rulemak-
ing, is the most common process used by agencies for writing, 
or “promulgating,” regulations.20 The agency or department 
first proposes a rule or standard and invites public comment 
through a Notice of Proposed Rulemaking (NPRM, some-
times also abbreviated as NOPR). Though not required by the 
APA, in some cases the agency will issue an Advance Notice of 
Proposed Rulemaking to gather information from the public 
before issuing a prospective rule. After reviewing public com-
ments on a proposed rule, the agency may issue a final rule.

Occasionally, agencies will engage in negotiated rulemaking 
to bring different stakeholders to the table jointly to draft a 
proposed regulation. The resulting draft must still comply with 
the APA’s informal rulemaking requirements and go through 
public notice and comment, and the final rule must be based on 
the rulemaking record. 

Hybrid Rulemaking

Some statutes (notably the Occupational Safety and Health 
Act, the Toxic Substances Control Act, and sections of the 
Clean Air Act) call for opportunities for public involvement 
that are a combination of those required by the formal and 
informal rulemaking procedures laid out in the APA. Under 
hybrid rulemaking, agencies generally publish an NPRM for 
public comment and also provide opportunities for public 
hearings on the record. As a result, hybrid rulemakings main-
tain some of the flexibility of informal rulemakings while pro-
viding greater opportunities for public engagement.

20. U.S. Code 5, § 553.
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exemptions to ApA pRoceDuRes

The APA provides “good cause” exemptions to the informal 
rulemaking notice-and-comment requirements if the regula-
tory agency can show that traditional procedures are “imprac-
ticable, unnecessary, or contrary to the public interest.” 
Agencies sometimes issue Interim Final Rules (IFRs) relying 
on the “good cause” justification. For instance, in the aftermath 
of a disaster such as a hurricane or terrorist attack, agencies 
may issue emergency regulatory waivers via IFRs. IFRs can 
become effective without going through public notice and 
comment. Agencies are expected to consider public comment 
after issuing the IFR, however, and eventually issue a perma-
nent final regulation. 

Agencies will also sometimes use Direct Final Rules (DFRs) 
to issue regulations considered “routine or noncontroversial,” 
relying on the “unnecessary” component of the “good cause” 
exception. For example, the EPA routinely issues DFRs to 
approve revisions to state implementation plans under the 
Clean Air Act, and these generate little or no public comment. 
DFRs become effective on a certain date unless the agency 
receives adverse public comment. If it does, it must withdraw 
the rule, but it may commence regular informal notice-and-
comment rulemaking to promulgate the regulation. 

The APA also exempts from all procedural requirements 
rules pertaining to (1) “a military or foreign affairs function of 
the United States,” (2) “a matter relating to agency manage-
ment or personnel,” or (3) a matter relating to “public property, 
loans, grants, benefits, or contracts.” 

“Nonlegislative” Rules

The APA exempts from its notice and comment procedures 
“interpretive rules” and “policy statements.” While these 
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“nonlegislative” rules and “guidance documents” do not carry 
the force of law and are not legally binding, they are often 
binding in practical effect. Standards may be set through poli-
cies, guidelines, executive orders, and enforcement cases. For 
example, businesses are guided by the kinds of cases that an 
agency brings. Similarly to the way that existing case law func-
tions in the legal realm, enforcement cases help define what 
the Federal Trade Commission, for example, may view as 
deceptive advertising. Standards might be applied as fixed cri-
teria in enforcement or approval proceedings. Agencies might 
also guarantee approval for practices or freedom from enforce-
ment action under “safe harbor” provisions as long as certain 
guidance is followed.

In an effort to increase the quality and transparency of non-
legislative rules, recent executive directives have established 
policies and procedures for the development, issuance, and use 
of significant guidance documents by executive branch depart-
ments and agencies.

pubLic invoLvement

While interested parties (e.g., lobbying organizations 
and those affected by the rule) are often aware of an agency’s 
regulatory plans and communicate with the agency during the 
development of a proposed rule, the informal rulemaking pro-
cess articulated in the APA requires agencies to provide broad 
public notice of their intended actions by publishing a pro-
posed rule (i.e., an NPRM) in the Federal Register. The Federal 
Register notice specifies a period for public comment that can 
range from 30 to 120 days or more depending on the complex-
ity of, and interest in, the proposal. The public is invited to 
submit comments on the rule during this period, and agencies 
collect these comments in the rulemaking record. 
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After the comment period closes, the agency reviews 
the comments and decides whether to publish a final rule. 
According to the APA, the final rule must be based on this 
rulemaking record. Otherwise, the agency could be sued by an 
affected party and the regulation overturned for being “arbi-
trary and capricious.” 

In addition to providing notice in the Federal Register, agen-
cies now post regulations open for comment on their individ-
ual websites and on the government-wide portal, http://www.
regulations.gov. Visitors can view and comment electronically 
on regulations proposed by different agencies. The promise of 
“e-rulemaking” has been greater citizen participation and col-
laboration in the rulemaking process. 

Not only does the Internet dramatically reduce the cost of citi-
zens’ access to regulatory information and the cost of submitting 
comments, but it could also make possible collaborative experi-
ences not previously feasible. For example, social media could 
be used to spread the word on an agency proposal and facilitate 
a discussion about it, and wiki technology could allow dozens, if 
not hundreds, of individuals to collaborate on regulatory filings. 
E-rulemaking’s full potential has yet to be realized, however.

executive office Review 

Over the last 30 years, Congress and presidents have added 
steps to the procedures for issuing and reviewing regulation. This 
section looks at the role of executive branch agencies other than 
the issuing agency in developing and reviewing new regulations.

Office of Management and Budget

The president, as chief executive, is responsible for execu-
tive branch agency actions. Every president since Nixon has 
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established procedures for executive review of agency regula-
tion. 

Executive Order 12866 (E.O. 12866), issued by President 
Clinton in 1993, continues to guide the development and 
review of regulations today. E.O. 12866, like its predecessor, 
E.O. 12291, expresses the philosophy that regulations should 
(1) address a “compelling public need, such as material failures 
of private markets”; (2) be based on an assessment of “all costs 
and benefits of available regulatory alternatives, including the 
alternative of not regulating”; and (3) “maximize net benefits” 
to society unless otherwise constrained by law. 

E.O. 12866 requires, among other things, that a regulatory 
analysis be performed on all rules deemed to be of significant 
economic impact (i.e., that have an effect of $100 million or 
more in a year).21 The regulatory analysis must include a state-
ment of need for the regulation, an assessment of alternative 
regulatory approaches, and a benefit–cost analysis.

E.O. 12866 also requires that agencies submit significant 
regulations for review by  OIRA before publication in the 
Federal Register in proposed or final form (see figure 4, page 
54). OIRA policy analysts evaluate draft regulations and their 
accompanying analysis against the requirements of presiden-
tial executive orders and coordinate interagency review when 
appropriate. Other  officials within the executive branch, 
including those representing White House policy councils and 

21. E.O. 12866 defines a “significant regulation” as one that may “create a seri-
ous inconsistency or otherwise interfere with an action taken or planned by 
another agency; materially alter the budgetary impact of entitlements, grants, 
user fees, or loan programs or the rights and obligations of recipients thereof; 
raise novel legal or policy issues” or “have an annual effect on the economy of 
$100 million or more or adversely affect in a material way the economy, a sec-
tor of the economy, productivity, competition, jobs, the environment, public 
health or safety, or State, local, or tribal governments or communities.” The 
subset of significant regulations that are expected to “have an annual effect on 
the economy of $100 million or more” are classified as “economically signifi-
cant.” Executive Order no. 12,866, Federal Register 58, no. 190 (September 30, 
1993), http://www.plainlanguage.gov/populartopics/regulations/eo12866.pdf.
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other agencies with an interest in the regulation, are invited to 
participate in this interagency review, which can last 90 days 
or longer if extended. (The average review time is under 60 
days.) 

OIRA posts on its website a list of rules under review at any 
given time. Members of the public may request a meeting with 
OIRA while a regulation is under review. These meetings serve 
as listening sessions, where OIRA staff, issuing agency repre-
sentatives, and interested White House staff hear from parties 
interested in the rule. OIRA posts on its website all meeting 
participants and any materials presented by outside parties. 

OIRA usually concludes a review by declaring that the 
draft regulation is (1) consistent with E.O. 12866 as originally 
drafted, or (2) consistent as changed during the review pro-
cess. Sometimes, review is concluded when (3) an agency 
withdraws the regulation or (4) OIRA returns the regulation 
for the agency’s consideration with a letter identifying the ele-
ments of E.O. 12866 with which the draft was not consistent. 
Finally, judicial or statutory deadlines may truncate inter-
agency review, in which case OIRA concludes review to meet 
the deadline without opining on whether it is consistent with 
the executive order. Once OIRA has completed its review of a 
rule, the agency may publish it in the Federal Register, either 
for public comment, in the case of proposed rules, or as a final 
regulation with the force of law. 

OIRA is also responsible for reviewing and approving agen-
cies’ requests for information from the public. Under the 
Paperwork Reduction Act (see below), agencies must obtain 
an OMB control number before collecting information from 
10 or more members of the public. Members of the public may 
refuse to respond to any request for information that does not 
have an OMB control number.
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The Small Business Administration’s Office of Advocacy

The Office of Advocacy in the Small Business Administration 
(SBA) has emerged in recent years as a significant player in 
the regulatory development and oversight process. In 1976, 
Congress created the office to provide an independent voice 
within the federal government for small businesses. The pas-
sage of the Regulatory Flexibility Act of 1980 (RFA) gave the 
office more clout.22 The RFA requires agencies to consider 
the effects of their regulatory actions on small businesses and 
other small entities23 and to consider less burdensome alterna-
tives. It puts the Office of Advocacy in charge of monitoring 
agency compliance with the act and submitting annual reports 
to Congress. 

The Small Business Regulatory Enforcement Fairness Act 
(SBREFA), passed by Congress in 1996, reflected concerns 
that agencies were not always following the RFA and that the 
lack of an enforcement mechanism left small businesses little 
recourse in the courts. SBREFA amended the RFA by specify-
ing the steps an agency must take to minimize a regulation’s 
economic impact on small businesses and by permitting judi-
cial review of agencies’ compliance. In 2003, the SBA pub-
lished the Guide for Government Agencies on How to Comply 
with the Regulatory Flexibility Act.

SBREFA also required that two agencies—the EPA and 
OSHA—receive input from affected small businesses through 
the SBA’s Office of Advocacy before publishing a proposed 
rule. The Dodd–Frank Wall Street Reform and Consumer 
Protection Act of 2010 added the new CFPB to the agencies 
subject to these Small Business Advocacy Reviews (SBARs).

When a new proposal is expected to have a “significant 

22. U.S. Code 5, § 601–12.

23. Small entities include small non-business groups such as non-profits and 
government jurisdictions.
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economic impact on a substantial number of small entities,”24  
SBREFA requires the EPA, OSHA, and the CFPB to convene 
an SBAR panel. The panel consists of representatives from the 
agency, the Office of Advocacy, and OIRA who review the draft 
proposed rule and related agency analyses under the RFA. The 
panel also solicits advice from small business representatives 
and prepares a report to the regulating agency, which must 
consider the report in developing the proposal and include it 
in the public record of the rulemaking.

Other Agencies

When federal agencies’ regulatory jurisdictions or authori-
ties overlap or when one rulemaking affects another agency’s 
areas of interest and expertise, the agencies often share infor-
mation and resolve disagreements during the OIRA review pro-
cess. For example, the USDA may provide information on the 
effects of a proposal on agricultural markets, or the Department 
of Energy might raise issues related to the energy impacts of 
another agency’s proposal. For some types of regulation, legisla-
tion requires the issuing agency to consult with another agency. 
For example, the DOE must submit all energy efficiency regu-
lations to the Department of Justice’s Antitrust Division for an 
assessment of how the regulations will affect competition. 

congRess’s RoLe 

Executive agencies exert their regulatory authority under 
delegation from Congress. Congress monitors agencies’ activi-
ties through oversight committees, each of which is desig-
nated to a specific agency. Through oversight hearings, over-
sight committee members can hear the testimony of agency 

24. U.S. Code 5, § 605(b). 
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representatives concerning the regulatory actions of their 
respective agencies. If Congress is displeased with an agency’s 
implementation of its mandates, it can attempt to guide the 
process through regulatory oversight, or it can pass another 
law with new directives. Through its appropriations commit-
tees, Congress can also reduce the agency’s budget or forbid 
agencies to use money in certain ways. 

These mechanisms can be cumbersome and time consum-
ing, however. To gain more control over the regulatory process, 
Congress has passed a number of legal requirements in recent 
years governing factors the executive branch must evaluate, 
information it must provide, and procedures for third-party 
review of regulations. 

The following are some of the most important regulatory 
review laws:

• the Regulatory Flexibility Act of 1980, which requires 
agencies to assess the impact of a regulation on small 
businesses and provides for review by the SBA

• the Paperwork Reduction Act (PRA) of 1980 (amended 
in 1995), which established OIRA within the OMB to 
review the paperwork and information-collection bur-
dens imposed by the federal government

• the Unfunded Mandates Reform Act (UMRA) of 1995, 
which requires regulatory agencies to consider burdens 
on state, local, and tribal governments

• the Small Business Regulatory Enforcement Fairness Act 
of 1996, which enforces requirements for small business 
impact analyses under the RFA 
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• the Congressional Review Act (CRA) of 1996, contained 
in SBREFA, which requires rule-issuing agencies to send 
all mandated documentation that is submitted to the 
OMB to both houses of Congress as well. It also allows 
Congress to overturn regulations within a specified time 
with a congressional resolution of disapproval25

• the Omnibus Consolidated and Emergency 
Supplemental Appropriations Act of 1999 (section 
638(a)), which requires the OMB to report to Congress 
yearly on the costs and benefits of regulations and to 
provide recommendations for reform

• the Truth in Regulating Act of 2000, which gives 
Congress the authority to request that the U.S. 
Government Accountability Office (GAO) conduct an 
independent evaluation of economically significant 
rules at the proposed or final stages

• the Information Quality Act of 2000, which required 
the OMB to develop government-wide standards for 
ensuring and maximizing the quality of information 
disseminated by federal agencies. Under the guide-
lines, agencies must follow procedures for ensuring the 
utility, integrity, and objectivity of information used 
in rulemaking and elsewhere. They also must offer an 

25. While several resolutions of disapproval have passed one chamber of 
Congress, only one joint resolution of disapproval has passed both. It over-
turned an OSHA regulation addressing ergonomics in the workplace. Though 
resolutions of disapproval require only a simple majority in Congress, they 
face the threat of presidential veto, which would require a two-thirds majority 
to override. The conditions surrounding the ergonomics regulation were likely 
key to its disapproval. It was a “midnight regulation” issued amid much con-
troversy at the end of the Clinton administration. The resolution disapproving 
the rule came at the beginning of the Bush administration (which did not sup-
port the rule), eliminating the veto threat.
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administrative mechanism for responding to public 
requests to correct poor-quality information that has 
been or is being disseminated.

A note About inDepenDent ReguLAtoRy 
commissions

While nominally part of the executive branch, IRCs operate 
more independently than executive agencies. They are typi-
cally composed of five or more members (“ commissioners”) 
who are appointed for fixed terms by the president and con-
firmed by the Senate. Presidents exercise less control over 
IRCs than they do over executive-branch agencies, in part 
because unlike executive agency appointees, who serve “at the 
pleasure of the president” and can be fired for any reason, IRC 
commissioners can only be dismissed “for good cause.”

Whether IRCs can be made subject to an executive order 
mandating regulatory review remains a controversial question. 
It is clear that the president could fire and replace an execu-
tive department head who refused to abide by an executive 
order. However, whether ignoring an executive order man-
dating regulatory review would be sufficient “good cause” to 
dismiss an independent commissioner is unclear, especially 
since Congress created IRCs precisely so that the executive 
would not control them. As a result, no president has pressed 
the matter and IRCs are exempt from review under Executive 
Order 12866. President Obama’s Executive Order 13579, how-
ever, did encourage IRCs to conduct retrospective review of 
the  effectiveness of existing regulations.26 

Some statutory requirements for regulatory procedure and 
analysis do apply to IRCs, however. These include the APA, 

26. Executive Order no. 13,579, Federal Register 76, no. 14 (January 21, 2011), 
http://www.gpo.gov/fdsys/pkg/FR-2011-01-21/pdf/2011-1385.pdf.
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PRA, RFA, UMRA, and CRA. Under the PRA, IRCs must sub-
mit information collection requests to OIRA for approval, 
but can override disapprovals through a vote of the commis-
sion. Additionally, the organic statutes of some IRCs include 
agency-specific statutory requirements for regulatory analysis. 
For example, the SEC, an independent commission that is not 
subject to E.O. 12866, is charged by its enabling statute to con-
sider whether a proposed regulation “will promote efficiency, 
competition, and capital formation.” This mandate has been 
interpreted as a requirement to conduct benefit-cost analyses. 
Nevertheless, IRCs generally provide less rigorous analysis of 
the likely impact of their regulations than do agencies subject 
to presidential oversight.

the JuDiciARy’s RoLe

After a regulatory agency promulgates a final rule, an 
affected party may challenge it in court. Following judicial 
review, the court may reverse the rule or remand it to the 
agency for reconsideration. 

There are several grounds on which a rule may be reversed. 
The first is constitutional.27 If a court finds an agency action 
to violate some constitutional protection, it will reverse the 
rule just as it would strike down an unconstitutional statute. 
The second ground for reversal is procedural.28 If an agency 
does not comply with the APA’s rulemaking procedures—for 
example, by providing less time for public comment than the 
APA requires—a court could reverse the rule.

The next set of grounds for reversal deals with agency deter-
minations. When an agency develops a rule, it interprets the 
law that delegates its authority to act, it finds facts about the 

27. U.S. Code 5, § 706(2)(B).

28. U.S. Code 5, § 706(2)(D).
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matter at hand, and it employs its discretion in applying its legal 
interpretation to the facts. As a result, a rule may be reversed if 
the agency made improper determinations of law or fact or if 
it abused its discretion.29 In reviewing a rule, a court will first 
look at whether an agency exceeded the statutory authority 
granted to it by Congress. If not, it will then look with more 
deference at the agency’s factual determinations and exercise 
of discretion.

In the case of formal rulemaking, the APA requires a trial-
type hearing at which a “party is entitled to present his case or 
defense or oral or documentary evidence, to submit rebuttal 
evidence, and to conduct such cross-examination as may be 
required for a full and true disclosure of the facts.”30 Judicial 
review of formal rulemaking requires courts to overturn a rule 
that is “unsupported by substantial evidence” on the record.31 
Formal rulemaking, however, is very rare. The more common 
way agencies promulgate regulations is through informal rule-
making. In assessing an informal rulemaking, a court will look 
with more deference at the agency’s factual determinations 
and exercise of discretion to judge whether they are “arbitrary,  
capricious, an abuse of discretion, or otherwise not in accor-
dance with law.”32

A court looking at a rule promulgated through the infor-
mal rulemaking process will first look at whether the agency 
has the authority to do what it did. The court determines 
whether “Congress addressed the precise question at issue,” 
and if so, it will “give effect to the unambiguously expressed 
intent of Congress.”33 If the statute clearly prohibits the agency 

29. U.S. Code 5, § 706(2)(C); U.S. Code 5, § 706(2)(E); U.S. Code 5, § 706(2)(A).

30. U.S. Code 5, § 553(d).

31. U.S. Code 5, § 706(2)(E).

32. U.S. Code 5, § 706(2)(A).

33. Chevron U.S.A., Inc., v. NRDC, 467 U.S. 837 (1984).
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from taking the action it did, then the rule will be reversed. 
However, if the statute is “silent or ambiguous with respect 
to the specific issue,” then the court must decide whether the 
agency’s interpretation of the statute is reasonable. In doing 
so, the court will defer to the agency’s interpretation under the 
assumption that if Congress left the statute ambiguous, then 
it meant for the agency to fill the gap in a reasonable manner.

Next, a court will look at whether the agency’s determina-
tions pertain to the facts. It will look at whether the record 
shows that the agency has taken a “hard look” at the important 
factual issues and at whether there is a rational connection 
between the facts and the agency’s decision. In an informal 
rulemaking, the record is composed of the notice of proposed 
rulemaking, comments from the public, the final rule, and any 
technical support documents prepared by agency staff. A regu-
lation will survive challenge if the record contains evidence 
that would allow a reasonable person to accept the factual 
premises of the final rule.

Finally, a court will look at whether an agency exercised 
its discretion in an “arbitrary and capricious” manner. In this 
inquiry a court will look for a plausible analysis based on the 
record that would allow the agency to reach the conclusions it 
did. If none exists, the rule will be reversed.

summARy of the ReguLAtoRy  
DeveLopment pRocess

Figure 4 illustrates the development process for signifi-
cant regulations issued by executive branch agencies under the 
informal rulemaking procedures.34 Constitutionally, all regula-
tions must be authorized by Congress through legislative stat-

34. As noted, IRCs are not subject to interagency review requirements, nor are 
regulations that agencies and OIRA do not designate as “significant.”
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ute, but a particular regulation may be triggered by different 
actions. A statute may direct an agency to conduct rulemak-
ing by assigning deadlines for regulatory actions or updates. 
Alternatively, the executive branch may identify the need for a 
regulation that is consistent with the broad authority delegated 
to it by statute. Sometimes, nongovernmental parties will peti-
tion for a new regulation or sue an agency to regulate pursuant 
to its statutory authority.

Agencies announce the initiation of a rulemaking through 
the semiannual Unified Agenda of Federal Regulatory and 
Deregulatory Actions, an online list of all forthcoming and 
ongoing regulatory actions that is coordinated by OIRA. Both 
executive branch agencies and IRCs list their regulations in 
the agenda. Agencies often spend years developing a regulation 
before beginning to draft a proposal. They prepare supporting 
analysis as required by statute and executive order, and the 
EPA, OSHA, and the CFPB engage SBAR panels for regulations 
they expect to affect a significant number of small entities. 
Agencies send drafts of significant executive agency regula-
tions to OIRA for review under E.O. 12866. After a draft regula-
tion has passed these reviews, the originating agency publishes 
it in the Federal Register and the public has an opportunity to 
comment on it. 

After reviewing public comments, the agency develops a 
final regulation and accompanying analysis, which executive 
agencies submit to OIRA for interagency review. Once OIRA 
concludes its review, agencies publish the final rule in the 
Federal Register. Under the CRA, agencies must also submit 
all final regulations to the GAO and to Congress. After final 
publication, regulations typically do not take effect for at least 
30 days (60 days for major rules). Congress may issue a joint 
resolution of disapproval after a final regulation has been pub-
lished, and regulations are also subject to judicial review.
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Figure 4: ProPosed rule deVeloPMent

FinAl rule deVeloPMent:
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•Executive branch initiative
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Development
•Analysis of alternatives
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•Analysis of alternatives
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•Intra-agency review
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Judicial Review
•Court may remand to agency

Congressional Resolution of Disapproval 
•Prevents issuance of substantially similar rule
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Source: Author’s illustration based on Executive Orders.
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5 
the BureauCraCy:  

who is BehinD  
the Curtain?

In 2012, close to 300,000 full-time federal employees 
are devoted to issuing and enforcing regulations. As fig-
ure 5 shows, this number reflects a more than five fold 

increase in the size of the regulatory bureaucracy since 1960. 
Growth in the “social” (environment, safety, and health) agen-
cies is responsible for most of the staffing increase, particularly 
beginning in the 1970s, when several new regulatory agencies 
(notably the EPA and OSHA) were established. During that 
decade, regulatory agencies added over 55,000 full-time staff, 
a 62 percent increase. 

During the early 1980s, personnel declined by 13 percent, 
but increases in the latter part of the decade brought staff-
ing above 1980 levels again by 1990. Staffing increased by 
about 15 percent during the 1990s. In the next decade, the 
September 11 attacks increased the focus on homeland secu-
rity and led to another large increase in regulatory activ-
ity and staffing. The 56,000 new employees brought on as 
airport screeners under the auspices of the Transportation 
Security Administration caused a 31 percent jump in fed-



58

Figure 5: stAFFing oF FederAl regulAtory AgenCies

Source: Dudley and Warren, Growth in Regulators’ Budget, 12. Derived from the Budget of the United States 
Government and related documents, various fiscal years.

Note: This figure excludes personnel responsible for regulating the terms of government funding, such as those 
involved with regulations implementing Medicaid, Medicare, and Social Security.

Year Social Economic TSA
1960 38819 18290
1961 42669 18984
1962 46459 20492
1963 49157 21649
1964 50008 21679
1965 48925 25300
1966 51231 24609
1967 51726 26179
1968 54460 27098
1969 54208 27761
1970 57685 32590
1971 67546 31133
1972 87601 30024
1973 93549 23860
1974 92630 25207
1975 92984 29198
1976 98435 30846
1977 109744 27466
1978 111858 29396
1979 120195 29849
1980 115047 31092
1981 115528 29128
1982 103781 28962
1983 99997 27368
1984 99974 27116
1985 100818 26798
1986 99961 27396
1987 103347 26942
1988 108145 27617
1989 115568 35746
1990 119475 33155
1991 123531 34285
1992 130815 36980
1993 135906 37966
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eral regulatory staffing between 2002 and 2003.35 The fiscal 
year 2013 budget calls for a level of staffing that is 20 percent 
higher than it was in 2003. 

This chapter briefly examines the federal bureaucracy and 
why it has increased in size over the last few decades.

A pubLic choice view of buReAucRAcy

Over the last 50 years or so, economists and political scien-
tists have applied the theories of the firm to government sys-
tems. Not surprisingly, they have concluded that bureaucrats 
are like other people: they are interested in their own well-
being and respond to incentives inherent in the structure of 
the workplace.

35. Whether Transportation Security Administration screeners should be con-
sidered regulators is an open question. They replaced private security screen-
ers after September 11, 2011, and could be considered police (which are not 
usually counted as regulators) or inspectors (which are).
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In his primer on public choice, Gordon Tullock makes the 
following observation:

We must accept that in government, as in business, 
people will pursue their own private interest, and 
they will achieve goals that are reasonably closely 
related to those of the stockholders or of the citizens 
only if it is in their private interest to do so. Of course, 
this penchant does not mean that most people, in 
addition to pursuing their private interests, have no 
charitable instincts or tendencies to help others and 
to engage in various morally correct activities. Yet, 
the evidence seems strong that these are not motives 
upon which we can depend for the motivation of 
long-continued efficient performance.36 

He suggests that bureaucracy grows because a larger agency 
increases workers’ chances of promotion and control. A larger 
agency thus serves bureaucrats’ private interests. Tullock rec-
ognizes that salary and power are not the only motivations, 
however, and that institutional incentives influence the behav-
ior of individuals in government agencies just as they do indi-
viduals employed in the private sector.

In his book Bureaucracy: What Government Agencies Do and 
Why They Do It, James Q. Wilson identifies three types of regu-
latory employees. The “careerist” expects to spend his career 
at the agency, so his incentives are to see the agency expand 
and grow. The “politician” sees the agency as a stepping stone 
for her future career, so her incentives are to gain the support 
of (or at least not alienate) interest groups. The “professional”  
 

36. Gordon Tullock et al., Government Failure: A Primer in Public Choice 
(Washington, DC: Cato Institute, 2002).  
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identifies with a set of skills, rather than with a particular 
agency, and may have incentives to expand or exhibit  technical 
expertise.37

gAtekeepeRs AnD exoRcists in Risk ReguLAtion

How institutional frameworks and incentives affect the 
behavior of regulatory officials is perhaps best illustrated with 
the case of risk regulation. Peter Huber identified two basic 
approaches to regulating risks. One calls for “gatekeepers,” 
whose job it is to keep new risks from being introduced, and 
the other for “exorcists,” whose job it is to remove existing 
risks.38 The Toxic Substances Control Act (TSCA), for exam-
ple, takes a gatekeeper approach to any production of a “new” 
chemical by requiring the EPA to screen and preapprove new 
uses. TSCA gives the EPA the role of exorcist, however, when it 
comes to existing chemicals, which the agency may ban or oth-
erwise regulate if it determines they present an unacceptable 
risk. Huber notes that these two approaches provide different 
incentives and yield different outcomes. 

Risk regulators face two possible types of errors: (1) per-
mitting the production of a product with unanticipated risks, 
and (2) not permitting a safe product. Huber showed that 
under a gatekeeper regime, regulators are likely to err in the 
direction of disapproving or delaying approval of new prod-
ucts. This bias against approval is a clear outcome of the gate-
keeper’s incentives. If a gatekeeper approves a product that 
later turns out to have adverse effects, she risks being dragged 
before Congress and pilloried by the press. On the other hand, 
since the potential benefits of a new product or technology 

37. James Q. Wilson, Bureaucracy: What Government Agencies Do and Why 
They Do It (New York: Basic Books, 1989).

38. Peter Huber, “Exorcists vs. Gatekeepers in Risk Regulation,” Regulation 
(November/December 1983): 2332.
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are not widely known, the risks of disapproval (or delays in 
approval) are largely invisible, so the consequences of delay 
are less severe. 

Regulators who must examine and exorcise risks from exist-
ing products face different incentives. Unlike new products, 
existing products already have a constituency of both pro-
ducers and consumers who value the product. The risks are 
known, and possibly less frightening, and the benefits are also 
clearly visible. As a result, exorcist regulation tends to weigh 
the product’s risks against its benefits in making decisions 
about restrictions or bans. 

wheRe you stAnD DepenDs on wheRe you sit

Justice Stephen Breyer observed in his 1993 book Breaking 
the Vicious Circle that “well-meaning, intelligent regulators, 
trying to carry out their regulatory tasks sensibly, can nonethe-
less bring about counterproductive results.” Breyer referred to 
this institutional phenomenon as “tunnel vision,” when agen-
cies single-mindedly pursue a particular goal to the point that 
“the regulatory action imposes high costs without achieving 
significant additional safety benefits.”39 As Rufus Miles (an 
alumnus of the OMB’s predecessor, the Bureau of the Budget) 
famously said, “Where you stand depends on where you sit.”

Each department or agency behaves as if its mission were 
the most important to the country, and each has its own cul-
ture that has evolved over time.40 The different cultures can 

39.  Stephen Breyer, Breaking the Vicious Circle: Toward Effective Risk 
Regulation (Cambridge, MA: Harvard University Press, 1995).

40. Christopher C. DeMuth and Douglas H. Ginsburg, “White House Oversight 
of Agency Rulemaking,” Harvard Law Review 99, no. 5 (1986): 1075–88; Susan 
E. Dudley, “Lessons Learned, Challenges Ahead,” Regulation and Governance 
32, no. 2 (Summer 2009): 6–11, http://www.cato.org/pubs/regulation/
regv32n2/v32n2-1.pdf.
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clash, and alliances and animosities among career staff have 
hardened over years and sometimes decades of repeat inter-
actions.41

Regulators, like all of us, are motivated by a complex mix 
of incentives and institutions. Understanding those motives 
can provide some insight into not only regulators’ behavior, 
but also the form and content of the regulations they issue and 
how they enforce them.

41. Ibid.
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6 
eConomiC regulation: 
PriCe, entry, anD exit

This chapter was written with Jerry Ellig, 
 a senior research  fellow at the Mercatus Center  

at George Mason University.

whAt is economic ReguLAtion?

In a market economy, individual firms make decisions 
about what to produce, how much to produce, how much 
to charge, and what inputs to use. Consumers and work-

ers decide how much to spend, how much to save, how much to 
work, and what to buy. Through the interaction of supply and 
demand, markets allocate goods and services to their highest 
and best uses. 

Economic regulation is the use of government power to 
restrict the decisions of economic agents. These regulations 
are often industry-specific. The SEC, the FCC, and the Federal 
Energy Regulatory Commission are examples of agencies that 
issue economic regulations. They regulate a broad base of activi-
ties in particular industries using economic controls such as price 
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ceilings or floors, quantity restrictions, and service parameters.
Economic regulation is often justified by concerns of “natu-

ral monopoly”—where a market can be served at lowest cost 
by a single supplier. Economic regulation generally controls 
the following: 

1. price, by setting a maximum (if the concern is that a 
monopolist would set prices too high) or minimum (if the 
concern is “predatory pricing” to discourage competition)

2.	quantity, by limiting the amount of a good or service that 
can be produced (e.g., state limits on crude oil production 
through the early 1970s) or by requiring that all demand be 
met at a particular regulated price (e.g., electric utilities) 

3.	service	quality (particularly when price is regulated)

4. the number	of	firms, by limiting new entrants and pro-
hibiting existing firms from exiting a market

If the firm with monopoly power charges a price that 
exceeds the price it would charge if it faced competition, ideal 
regulation can mimic the results of competition and force the 
firm to charge the “competitive” price. In this situation, regula-
tion has two beneficial effects for consumers. First, consumers 
who were already buying the service receive it at a lower price; 
the gains to these consumers can be measured by the amount 
of the price reduction multiplied by the amount they were 
already buying at the monopoly price. Second, the lower price 
induces consumers to purchase more, and this increased con-
sumption further increases consumer welfare. Conceptually, 
this gain to consumers is equal to the difference between the 
regulated price the consumer pays and the price the consumer 
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would have been willing to pay, summed over all the additional 
units consumed.

pRobLems with economic ReguLAtion

Regulation is intended to make consumers better off by pro-
ducing a price equal to the competitive market price. However, 
there is no guarantee of this result for at least five reasons:

1. Prices below competitive market levels can create 
shortages.

2. Regulation can hold prices above costs.

3. Regulation inflates costs.

4. Regulation stifles innovation and entrepreneurship.

5. Expenditures to acquire and maintain wealth transfers 
increase costs.

Let us examine each of these reasons in detail.

Below-Competitive Prices

If regulators set prices below the competitive level, they 
create shortages. History suggests that regulators frequently 
succumb to this temptation. The temptation is especially 
strong in capital-intensive industries that require high up-
front investments that have few good alternative uses. For 
example, natural gas price regulations in the 1960s were an 
explicit attempt to transfer profits from gas producers to con-
sumers, but fixing prices below competitive prices resulted 
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in shortages. After the investment is made, public policy can 
reduce prices below the competitive level without immedi-
ately creating a shortage as long as the prices are high enough 
to cover the firm’s ongoing (variable) costs of operation. Such 
prices harm consumers in the long run because firms will 
refrain from investing if they expect the inadequate prices 
to continue. Eventually, this reduction in investment creates 
shortages, deteriorations in service quality, or other problems 
that diminish consumer welfare. 

Above-Competitive Prices

Price and entry regulations imposed on a competitive indus-
try can actually increase prices and reduce consumption. This 
result can occur when policymakers mistakenly impose regula-
tion on a competitive industry or when they consciously impose 
regulation in response to political incentives. For example, 
price and entry were regulated in the airline market through 
the late 1970s, which resulted in government-enforced cartels 
that kept average airfares above competitive levels.

As discussed in chapter 2, political incentives to regulate 
a competitive industry could come from the industry itself, 
which may seek regulation to forestall competition and 
increase profits. But political pressures may also come from 
customers who use regulation to obtain service at subsidized 
rates, with the subsidies funded through excessive charges 
imposed on other consumers. 

When regulation elevates prices above costs, it reduces con-
sumer welfare both by increasing prices and by reducing out-
put. Cross-subsidies can reduce producer welfare as well. If a 
monopolist is allowed to overcharge to fund cross-subsidies, 
the firm sacrifices some or all of the inflated profits. If regula-
tors force competing firms to overcharge consumers and then 
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hand the money to some other firm to subsidize its service, the 
firms forced to collect the excess charges will see their sales 
and profits fall in response to the price increase. This latter 
example may appear fanciful in the abstract, but it is precisely 
what happens through the FCC’s “intercarrier compensa-
tion” and Universal Service Fund schemes, which require that 
telephone (and soon broadband Internet) rates in “high cost” 
areas, such as rural areas, be comparable to those in urban 
areas. To equalize costs, the FCC subsidizes high-cost provid-
ers with fees levied on all telephone subscribers.

Inflated Costs

Cost-of-service regulation often distorts the regulated 
firm’s choice of inputs, so the regulated firm is unable to produce 
at minimum cost. The resulting rates might be considered “just 
and reasonable” because they reflect costs, but the costs them-
selves will be inflated. Competition pressures firms to squeeze 
out unnecessary costs and to provide a combination of price and 
quality that consumers prefer. Where monopoly is expected to 
persist, both federal and state regulators have increasingly opted 
for “price cap” regulation, which limits the prices firms can 
charge but allows them to earn additional profits by cutting costs.

Stifled Innovation and Entrepreneurship

Regulation diminishes entrepreneurial incentives to 
lower costs, improve quality, and develop new products and 
services. Empirical studies of deregulated, competitive indus-
tries demonstrate the impact of innovation, for such  studies 
consistently find that deregulation generates larger price 
reductions than economists predict based on pre-deregulation 
costs and market conditions.
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Regulatory constraints on profits reduce the rewards for 
risky but potentially valuable innovation. In theory, regula-
tors could prevent this problem by permitting the firm to earn 
a sufficient risk premium. In practice, regulators face a con-
tinual temptation to disallow the risk premium once an inno-
vation is introduced and proven successful because the suc-
cessful innovation will likely remain in place even if regulation 
reduces its profitability. After the fact, it is often difficult to 
distinguish between high profits resulting from innovation and 
high profits resulting from market power. Expropriating these 
profits, however, reduces incentives for future innovation. 
And if profit regulation removes the carrot, protected markets 
remove the stick—the competitive threat that could otherwise 
spur entrepreneurship. 

In addition to altering incentives for discovery, economic 
regulation short-circuits the market’s normal trial-and-error 
process. The purpose of competition is to reveal what services, 
costs, and prices are possible. As Justice Breyer noted in his 
dissent in AT&T Corp. v. Iowa Utilities Board, a key case inter-
preting the Telecommunications Act of 1996, “The competi-
tion that the Act seeks is a process, not an end result; and a 
regulatory system that imposes through administrative man-
date a set of prices that tries to mimic those that competition 
would have set does not thereby become any the less a regula-
tory process, nor any the more a competitive one.”42 

If there is no competitive market, actual competitive prices 
cannot be observed, but public policy often assumes that 
regulators can estimate prices tolerably close to those that a 
competitive market would have generated if it existed. In the 
absence of competition, however, we do not know for sure 
what services, costs, and prices are possible; to estimate what 

42.  AT&T Corp. v. Iowa Utilities Board, 525 U.S. 366 (1999), 418–21 (J. Breyer, 
concurring in part and dissenting in part).
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competitive prices would be, these things must be assumed, 
and the assumptions may be wrong. In a very static industry, 
historical costs may be a useful guide for calculating “com-
petitive” prices. In a dynamic industry, though, attempts to 
estimate competitive prices that do not actually exist will be 
fraught with error.

Regulation can also stifle innovation more directly when 
firms must obtain regulators’ permission before entering new 
markets or offering new services. In some cases, firms must 
wait for regulators to establish a legal or institutional frame-
work before they can deploy a new technology. For example, 
according to one study, the 10-year delay in allowing local 
Bell telephone companies to offer voice mail cost consumers 
approximately $1.27 billion annually, and regulation-induced 
delay in the introduction of cell phone service cost consumers 
$50 billion annually in forgone benefits.43

Expenditures to Acquire/Maintain Wealth Transfers

Whether it curbs or creates market power, regulation trans-
fers wealth. The fact that regulation is a means of transferring 
wealth also implies another effect on the welfare of both con-
sumers and the regulated industry. When wealth transfers are 
available, organized interests will expend resources to obtain 
them. Regulated firms will spend money to retain monopoly 
profits or to protect themselves from below-competitive prices 
that expropriate their assets. From a society-wide perspective, 
money spent to capture wealth transfers is pure waste. It is 
even conceivable that the total amount of money wasted may 
exceed the size of the wealth transfer.

43. Jerry A. Hausman, “Valuing the Effect of Regulation on New Services in 
Telecommunications,” Brookings Papers on Economic Activity, Microeconomics 
(1997).
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tRenDs in economic ReguLAtion

The Interstate Commerce Commission (ICC), the first 
federal regulatory agency in U.S. history, was established by 
the Interstate Commerce Act of 1887 to regulate rail-shipping 
rates. Economic regulation grew rapidly from the early 1900s 
through the early 1970s. By the 1970s and 1980s, the tide had 
turned, however, and the legislative, executive, and judicial 
branches moved to deregulate industries once thought of as 
natural monopolies, including airlines, oil and gas produc-
tion, trucking, railroads, and telephones. The ICC was among 
the agencies abolished by these deregulatory initiatives 
in 1995. 

The move toward deregulation was driven in part by a large 
body of literature showing that regulation did not serve the 
public interest, as discussed above and in chapter 2. Many 
markets once thought of as “natural monopolies” have proved 
quite competitive. 

Transportation and energy deregulation in the 1970s and 
1980s are generally regarded as successes, having lowered 
consumer prices and increased choices. Deregulation and 
consumer choice have aligned service quality with customer 
preferences. Competitive markets have generated real gains 
and not just reallocated benefits for consumers and society as 
a whole, and markets have evolved in beneficial ways that were 
not anticipated before deregulation.

Other economic deregulation initiatives have been viewed 
as failures. For example, when savings and loans were freed to 
invest in assets other than home mortgages in the 1980s, many 
went bankrupt. They gambled on risky investments, know-
ing that federal deposit insurance would bail out depositors if 
the investments went bad. And when California deregulated 
wholesale electric rates and forced its utilities to buy all their 
power in short-term market transactions, prices spiked after 
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a dry winter reduced the availability of cheap hydroelectric 
power. The lesson here is that policymakers should carefully 
consider the interplay of incentives and unintended conse-
quences when partially deregulating industries that have 
complex relationships with parts of the system that remain 
regulated. 

Recent years have seen a resurgence of economic regula-
tion. For example, the PPACA is in many ways a cross-subsidy 
program to transfer wealth from one group to another. Once 
fully implemented through regulation, the law will require the 
insurance market to provide coverage that it otherwise would 
not, as it already does by requiring insurers to cover 26-year-
old dependent adults who remain on their parents’ health 
insurance policies. The law will eventually require everyone 
to buy insurance at higher rates to pay for the subsidies. This 
scheme is not unlike the FCC’s Universal Service Fund regula-
tions described earlier. 

The Internet has also seen increasing regulatory activity. 
Most notably, the FCC has adopted “net neutrality” rules to 
prevent Internet service providers from using market power 
to unreasonably discriminate among data traffic on their 
networks. Other regulatory efforts have addressed privacy, 
cybersecurity, and piracy. While cybersecurity can be seen as 
a public good best understood through the lens of social regu-
lation, other attempts to regulate the Internet can be char-
acterized as “consumer protection” regulation. Regulators 
want to correct perceived information asymmetries between 
consumers and social networks, search engines, and other 
content providers.

Direct price controls have also seen a revival. The PPACA 
includes provisions that require states and the federal gov-
ernment to review annual insurance rate increases in excess 
of 10 percent. Additionally, new regulations required by the 
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Wall Street Reform and Consumer Protection Act limit the 
fees banks can charge merchants each time a consumer makes 
a debit card purchase.44 Banks, in turn, have raised the service 
fees they charge consumers.45 

44. Todd J. Zywicki, “The Dick Durbin Bank Fees,” Wall Street Journal, 
November 30, 2011, A15.

45. Ibid.
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7 
soCial regulation: 

health, safety, anD 
environment 

While economic regulations dominated 
 administrative law in the first half of the 20th cen-
tury, social regulations have driven the increase 

in regulatory activity since the late 1960s.46 Social regulations 
are designed to address issues related to health, safety, secu-
rity, and the environment. The Environmental Protection 
Agency, the Occupational Safety and Health Administration, 
the Food and Drug Administration, and the Department of 
Homeland Security are examples of agencies that administer 
social regulations. Their activities are generally limited to a 
specific issue, but they also have the power to regulate across 
industry boundaries.

As discussed in the previous chapter, the normative pub-
lic interest justification for many economic regulations is to 
control the prices set by “natural monopolies.” The  normative  

46. Bruce Yandle, “National TV Broadcasting and the Rise of the Regulatory 
State,” Public Choice 142, no. 3–4 (2010): 339–53.
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justification for social regulations is often “externalities” or 
“information asymmetries.” This chapter examines these 
“market failure” justifications; explores the concept of risk 
as the focus of many health, safety, and environmental regu-
lations; and presents an array of regulatory approaches for 
addressing these problems.

exteRnALities, pRopeRty Rights,  
AnD common LAw 

Environmental pollution is the classic example of an 
externality. Consider the textbook case of an upstream factory 
that pollutes water used for recreation downstream. The costs 
of disposing of the waste in the stream are not accounted for by 
the factory owner and are not factored into the price consum-
ers pay for the factory’s product. Instead, they are borne by 
recreational users downstream. 

Early in the 20th century, British economist A. C. Pigou 
studied this problem and proposed government solutions 
to internalize such externalities. His solution has become 
known as a Pigouvian tax—a tax imposed per unit of pollution. 
(The end of this chapter explores taxes and other regulatory 
approaches further.)

In 1960, Nobel Prize-winning economist Ronald Coase 
offered a different perspective on externalities. He showed 
that externalities emerge as a result of poorly defined property 
rights or high transaction costs, and that as long as property 
rights are established and transaction costs are low, parties 
involved in disagreements can negotiate a solution that inter-
nalizes any externality. In the case of the polluting factory and 
the downstream recreational users, if the recreationists owned 
the property rights to the stream, the factory owner would 
have to negotiate with them to discharge waste into the stream. 
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The solution they might reach would depend on the two par-
ties’ costs to abate or mitigate damages, but could entail the 
factory’s paying the recreationists to swim or fish somewhere 
else, compensating them for the diminished water quality, lim-
iting its waste, or completely shutting down. 

Several interesting insights emerge from Coase’s work. 
First, he showed that an externality is a cost jointly produced 
by the conflicting activities of both parties. In our example, the 
“reciprocal problem” is due to a conflict between the factory 
owner’s and recreationists’ conflicting uses of the stream.

A second key insight is that in the absence of transaction 
costs, it does not matter who has the property rights. Whether 
the factory owner must compensate the recreationist to con-
tinue to pollute or the recreationist must pay the factory owner 
to reduce its discharge, the externality is internalized with 
established property rights and the ability to negotiate freely. 

A third point worth noting is that Coasian solutions negoti-
ated between affected parties are based on the “particular cir-
cumstances of time and place,” whereas regulated solutions 
tend to be one-size-fits-all. 

Before statutory law attempted to address externalities 
through regulation, solutions like those envisioned by Coase 
were often negotiated between individuals and enforced 
through common law—the legal rules and traditions that 
developed over time through court decisions. Ordinary citi-
zens were able to protect their land and water through legal 
actions against trespass and nuisance. 

Some scholars argue that such common law approaches 
were superior to statutory law because individuals could hold 
accountable someone who allowed a “nuisance” like pollution 
to invade their property.47 Under a regulatory environment, as 

47. Bruce Yandle, Common Sense and Common Law for the Environment 
(Lanham, MD: Rowman & Littlefield, 1997), 87–118.
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long as a polluter obeys legal standards, damaged third parties 
cannot demand compensation. 

Others argue that in the real world, transaction costs are 
usually large enough to prevent efficient bargaining between 
parties. Thus, externalities such as pollution tend to be 
addressed through statutory law. 

Nevertheless, Coase’s insights are valuable for informing 
decisions about regulatory alternatives and the analysis of 
regulatory impacts because they give policymakers additional 
tools to resolve externality problems. In some cases, govern-
ment can facilitate voluntary solutions by clarifying property 
rights or by reducing transaction costs. 

ReguLAting Risks 

Environmental, health, safety, and homeland security 
regulation tends to be aimed at reducing risk of sickness, 
death, or injury. However, regulations cannot eliminate all 
risk. Everything we do involves risk, whether we choose to 
go for a jog, drive a car, or lie in bed all day. We are willing 
to accept risks because the actions that involve the risks also 
provide benefits. For example, when you drive a car to work, 
you run the risk of being hurt in a car accident, but avoid the 
risk of being hurt on a bicycle or in a train accident. Moreover, 
you gain the benefit of getting to work in a convenient manner, 
freeing up time for other pursuits.

Since it is impossible to eliminate all risk, regulators attempt 
to focus regulatory activity on the most significant risks. 
However, they are not always successful. In 1987, the EPA 
ranked its regulated activities according to the risks they posed 
to human health and the environment. It found that the activi-
ties that commanded the largest share of federal resources and 
public dollars were not the ones that posed the greatest risks. 
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For example, the management of hazardous waste and the 
cleanup of chemical waste sites ranked relatively low on the 
risk scale, but high on the effort scale. It turned out that the 
allocation of resources tracked public perception of risks very 
well, but these perceptions did not reflect reality. 

This phenomenon can also be seen on a global scale. Since 
2004, the Copenhagen Consensus—a panel of experts includ-
ing several Nobel laureates—has ranked world problems based 
on how cost-effectively they could be addressed. Addressing 
climate change, to which governments devote great resources, 
consistently ranks low on the group’s list of world problems 
to address after considering costs and benefits. Malnutrition 
and HIV/AIDS top the experts’ list, but are rarely government 
priorities.48

Numerous studies have shown that a reallocation of cur-
rent spending from lower risk to higher risk problems could 
greatly improve the life-saving results of regulations designed 
to reduce health and safety risks, even if each agency continued 
to impose the same total regulatory costs but merely targeted 
its efforts more efficiently. Misdirected regulatory efforts not 
only pass over opportunities for greater risk-reduction ben-
efits, but by imposing unnecessary costs, they can  actually 
increase health risks by lowering incomes. The positive cor-
relation between income and health has long been recog-
nized; not only are life expectancies longer and health better 
in wealthier nations, but wealthier individuals within nations 
tend to be healthier and live longer. 

Thus, the key questions for risk regulation are, “To what 
extent does the regulation reduce risks?” and “At what costs?” 
Answering these questions requires two phases of analysis—
“risk assessment” and “risk management”—first laid out in 

48. Bjørn Lomborg, “An Economic Approach to the Environment,” Wall Street 
Journal, April 24, 2010, A13.
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a framework established by the National Research Council 
(NRC) in 1983: 

Regulatory actions are based on two distinct ele-
ments, risk assessment . . . and risk management. Risk 
assessment is the use of the factual base to define the 
health effects of exposure of individuals or popu-
lations to hazardous materials and situations. Risk 
management is the process of weighing policy alter-
natives and selecting the most appropriate regula-
tory action, integrating the results of risk assessment 
with engineering data and with social, economic, and 
political concerns to reach a decision.49 

This distinction should not be interpreted to suggest that the 
disciplines involved in the risk management phase have no “fac-
tual base.” Rather, it attempts to differentiate positive analysis 
(what risks are present) from normative analysis (how should 
they be addressed). Even in the risk assessment phase of an anal-
ysis, scientists will never have complete information to predict 
outcomes with absolute certainty. Risk assessors rely on what 
the NRC calls “risk assessment policy”—assumptions, judg-
ments, and rules of thumb—to guide the use of scientific infor-
mation in analyses that inform policy in the face of uncertainty. 

In each step [of the risk assessment process], a num-
ber of decision points (components) occur where 
risk to human health can only be inferred from the 
available evidence. Both scientific judgments and 
policy choices may be involved in selecting from 

49. National Research Council and the Committee on the Institutional Means 
for Assessment of Risks to Public Health, Risk Assessment in the Federal 
Government: Managing the Process (Washington, DC: National Academies 
Press, 1983).
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among possible inferential bridges, and we have used 
the term risk assessment policy to differentiate those 
judgments and choices from the broader social and 
economic policy issues that are inherent in risk man-
agement decisions.50

Figure 7 illustrates the NRC’s distinction between risk 
assessment and risk management.

Figure 7: risk AssessMent And risk MAnAgeMent

Source: Author’s illustration.

Risk assessment is necessary but rarely sufficient for estab-
lishing effective policy to address identified risks. Sound policy 
decisions must also weigh other factors, such as those related to 
economics, engineering, ethics, law, and politics. What factors 
regulators consider in this risk management phase depends on 
statutory as well as executive directives such as the following:

• risk–risk analysis to compare the risks targeted by the 
regulation to the risks that may arise from a substitute 
product or activity;

• cost-effectiveness analysis, which compares the costs of 

50. Ibid.
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different approaches against a metric such as life-years 
saved or tons of a pollutant removed; and

• benefit-cost analysis, which attempts to quantify 
and assign dollar values to the benefits of different 
approaches, as well as costs.

ReguLAtoRy AppRoAches

Regulatory approaches to addressing health, safety, secu-
rity, and environmental quality come in different forms. 

Technology-based	regulations, such as requirements that all 
smokestacks be equipped with scrubbers, dictate the mecha-
nism by which a regulated entity must comply. While having 
advantages for enforcement (it is easy to determine whether 
the appropriate control has been applied), command-and-
control regulations discourage innovation and do not adapt to 
different circumstances. For example, mandating scrubbers 
diminishes incentives to reduce emissions in different ways, 
such as by using cleaner sources of fuel.

Performance-based	standards, such as limiting emissions to 
a certain level, are superior to technology-based standards in 
that they allow regulated entities to experiment with different 
methods of achieving regulatory goals. They also encourage 
innovation and efficiency. 

Economists widely prefer regulations that contain economic	
incentives over less flexible regulatory approaches. The acid 
rain program of the 1990 Clean Air Act Amendments, for exam-
ple, allocated tradable permits to electric utilities that allowed 
them to emit one ton of sulfur dioxide over a year. Utilities 
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were allowed to trade those permits, so utilities with below-
average costs for reducing SO2 emissions undertook control 
measures and freed up permits to sell to utilities with above-
average reduction costs. These marketable permits, along with 
pollution fees or taxes, are patterned after the Pigouvian model 
of internalizing externalities.51

A	clear	definition	of	property	rights (along the Coasian 
model) is employed less frequently, though patents for new 
medical products address the “public good” aspect of innova-
tion by allowing inventors to defend property rights to their 
innovations. The opportunity to profit motivates innovation. 

Radio spectrum licenses used for broadcasting, wireless com-
munications, and other applications provide another illustra-
tion of property rights substituting for top-down regulation. 
Spectrum is a scarce resource, like oil or timber. There are 
more competing uses for the resource than there is resource to 
go around. Oil and timber are allocated among their compet-
ing uses through markets. Spectrum, on the other hand, has 
traditionally been allocated through regulation. The federal 
government, however, has recently begun to employ prop-
erty rights and markets to allocate spectrum. The FCC issues 
licenses that define quasi-property rights in spectrum bands 
and those licenses are auctioned. Wireless broadband provid-
ers and other licensees later trade them in secondary markets.

Disclosure	regulations, which have the virtue of allowing 
consumers to make their own choices, are one way regula-
tors sometimes address the problem of asymetric informa-
tion by supplying missing information. For example, energy 

51. Pigou did not actually contemplate marketable permits but rather taxes to 
internalize externalities. Marketable permits also respond to Coase’s insight 
by defining enforceable property rights.



86

efficiency labels inform consumers of the expected operating 
costs of different appliances. The challenges in crafting disclo-
sure regulations are determining how consumers will inter-
pret the information and ensuring the mandated information 
is not misleading.

tRenDs in sociAL ReguLAtion

Regulatory reform is always a topic of debate in policy 
circles. However, in contrast to the consensus on economic 
restrictions on prices, quality, or quantities, where “reform,” 
equated to “deregulation,” the focus in the social regulatory 
area is on reforms to make regulations less burdensome and 
more cost-beneficial. Recent reforms have pursued “smarter” 
or “better” regulations by changing the procedures and deci-
sion-making criteria used to develop new regulations and re-
evaluate existing ones. These efforts often depend on quantita-
tive regulatory analysis, the subject of the next chapter.
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8 
regulatory analysis

As the volume of regulatory activity has grown, so 
has the analysis and oversight that accompanies new 
regulations. This chapter outlines generally accepted 

principles for addressing the normative question of when 
and how we should regulate. These principles follow those in 
Executive Order 12866, which has guided regulatory develop-
ment since 1993.52

In the simplest terms, the goal of regulatory analysis is to 
present information to decision-makers to ensure that a pro-
posed regulation does more good than harm. Figure 8 sche-
matically shows the steps in a regulatory analysis. 

52. For a more comprehensive discussion of regulatory analysis principles, see 
Office of Management and Budget, Circular A-4, September 17, 2003, http://
www.whitehouse.gov/omb/circulars_a004_a-4/. For a concise summary of 
the key elements described in Circular A-4, see Office of Information and 
Regulatory Affairs, Regulatory Impact Analysis: A Primer, http://www.white-
house.gov/sites/default/files/omb/inforeg/regpol/circular-a-4_regulatory 
-impact-analysis-a-primer.pdf.
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Figure 8: regulAtory AnAlysis

Source: Author’s illustration.

The first condition, presence of a market failure or other sys-
temic problem, is necessary but not sufficient to demonstrate 
that a regulation may have benefits to Americans in excess of 
its costs. If this condition exists, the analyst should first exam-
ine nonregulatory solutions, taking into consideration the 
remaining questions, before considering regulation. If regula-
tion is deemed necessary, an approach should be chosen that 
maximizes net benefits, relies on the best available informa-
tion, and takes into account how effects are distributed and the 
effect of the regulation on individual choices and rights. Let us 
examine this process in greater detail.
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interpret the law, or are made necessary by compel-
ling public need, such as material failures of private 
markets to protect or improve the health and safety 
of the public, the environment, or the well-being of 
the American people.53

Markets may not work effectively at distributing resources 
for several reasons. First, efficient markets need an adequate 
infrastructure, including the rule of law, well-defined property 
rights, and a system of exchange. If any of these components 
are missing or inadequate, resources may not be allocated 
efficiently. Second, poorly designed policies may impede the 
functioning of markets. As discussed in chapter 6, economists 
generally agree that economic regulation of private sector 
prices, entry, and exit tends to distort market signals and his-
torically has kept prices higher than necessary to the benefit of 
regulated industries and at the expense of consumers. Third, 
markets may not perform efficiently due to inherent “market 
failures,” which, as discussed in earlier chapters, generally fall 
into one of four categories: (1) externalities, (2) public goods 
and common pool resources, (3) monopoly power, and (4) 
asymmetric information. 

Often, the problems we observe are not due to fundamental 
“market failures” but rather to inadequate infrastructure or 
poorly designed policies. Michael Munger makes the analogy 
that blaming markets for inadequate infrastructure is like say-
ing your car is a lemon because there is no road.54 For exam-
ple, some problems associated with externalities and public 
goods reflect the systemic problem that property rights are 
not defined to encompass important attributes of a  property or 

53. Executive Order no. 12866.

54. Michael Munger, Analyzing Policy: Choices, Conflicts, and Practices (New 
York: Norton, 2000).
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action. Similarly, he says blaming markets for poorly designed 
policies is equivalent to blaming your car when you put maple 
syrup in the gas tank. For example, many industries thought 
to be natural monopolies in fact gained their monopoly privi-
leges through government protections, not through inherent 
economies of scale. Regulatory actions that do not explicitly 
recognize the market failure or systemic problem underlying 
the need for action are bound to be less effective than those 
that identify and correct the fundamental problem.

2. iDentify ALteRnAtive AppRoAches.

After identifying a market failure or systemic problem, the 
analyst should examine a wide range of viable alternatives for 
addressing it. Even if a market failure can be identified, there 
may be no need for federal regulatory intervention if other 
approaches would resolve the problem adequately or better 
than federal regulation would. Alternatives to federal regula-
tion include the judicial system (e.g., consumer-initiated liti-
gation over a defective product), antitrust enforcement, and 
administrative compensation systems (e.g., workers’ com-
pensation provides incentives for safer workplaces, as well as 
compensation for injuries sustained on the job). State and local 
actions offer additional alternatives.

Federal regulation may be appropriate if state or local regu-
lations would burden interstate commerce, or if it is necessary 
to protect the rights of national citizenship, such as civil liber-
ties guaranteed by the Constitution. However, in general, regu-
lations developed at the state and local levels better accommo-
date the diversity in citizens’ local circumstances and prefer-
ences and encourage competition among governmental units 
to meet the needs of taxpayers and citizens. 

Federal regulatory alternatives should include approaches 
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targeted at the fundamental market cause of the problem. For 
example, if asymmetric information is identified as the market 
imperfection of concern, solutions that provide information 
are most appropriate. 

In general, market-based and performance-oriented 
approaches are preferable to command-and-control stan-
dards. By harnessing market forces, market-based approaches 
are likely to achieve desired goals at lower social costs than 
command-and-control approaches. Where regulations create 
private rights or obligations, they should also encourage unre-
stricted exchange of these rights or obligations. 

Health, safety, security, and environmental regulations 
should address ends rather than means. Performance stan-
dards or economic incentives are more effective than technol-
ogy-based standards, which by dictating the means of achiev-
ing goals discourage innovation. 

Viable alternative approaches should be evaluated 
 objectively and presented to decision-makers before they set-
tle on any approach. An analysis conducted after a particular 
regulatory approach has been selected does not provide policy 
makers with the information necessary to make an informed 
and balanced  decision.

3. choose the ReguLAtoRy Action thAt mAxi-
mizes net benefits. 

E.O. 12866 states that the selected regulatory alternative 
should be the one that maximizes net benefits to society:

In choosing among alternative regulatory approaches, 
agencies should select those approaches that maxi-
mize net benefits (including potential economic, 
environmental, public health and safety, and other 
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advantages; distributive impacts; and equity), unless 
a statute requires another regulatory approach.55

The rationale for choosing a particular approach over alter-
natives should include a discussion of how that approach cor-
rects the market failure or systemic problem that has been 
identified. 

Evaluation of whether an approach meets this criterion 
depends on a good benefit–cost analysis with the following 
characteristics.

3.1 Estimates of Benefits and Costs Should Be Realistic.

Analysis of the benefits and costs of alternative approaches 
to achieving regulatory goals must be conducted from a realis-
tic and consistent baseline. According to the OMB, 

The baseline represents the agency’s best assessment 
of what the world would be like absent the action. To 
specify the baseline, the agency may need to consider 
a wide range of factors and should incorporate the 
agency’s best forecast of how the world will change 
in the future, with particular attention to factors that 
affect the expected benefits and costs of the rule.56 

In most cases, the baseline should reflect the state of the 
world in the absence of the proposed regulation, and estimated 
costs and benefits should be incremental to this baseline. How 
will costs or benefits change if regulations are enacted? It may 
be useful to conduct incremental analysis from more than one 
possible baseline.

55. Ibid.

56. OIRA, Regulatory Impact Analysis: A Primer.
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3.2 All Values Should Be Discounted to the Present.

All monetary values for benefits and costs that occur in dif-
ferent years should be stated in comparable, discounted pres-
ent value terms. A dollar today is worth more than a dollar 
tomorrow, and by putting all values in present value terms, it is 
simple to compare apples to apples. OMB Circular A-4 summa-
rizes the main rationales for the discounting of future impacts: 

1. Resources that are invested will normally earn a positive 
return. Current consumption is therefore more expen-
sive than future consumption since you give up that 
expected return on investment when you consume today. 

2. Postponed benefits also have a cost because people gen-
erally prefer present to future consumption. They are 
said to have positive time preference. 

3. Also, if consumption continues to increase over time, as 
it has for most of U.S. history, an increment of consump-
tion will be less valuable in the future than it would be 
today. The principle of diminishing marginal utility 
implies that as total consumption increases, the value 
of an additional unit of consumption tends to decline.57

The circular recommends that analyses rely on real, before-
tax discount rates of 7 percent and 3 percent per year.58 

57. OMB, Circular A-4.

58. Circular A-4 also raises the possibility of using lower discount rates for 
intergenerational time frames. 
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3.3 Benefits Should Be Quantified and Valued to the  
Extent Possible.

E.O. 12866 states, “Costs and benefits shall be understood to 
include both quantifiable measures (to the fullest extent that 
these can be usefully estimated) and qualitative measures of 
costs and benefits that are difficult to quantify, but neverthe-
less essential to consider.”59 The economic concept of opportu-
nity cost is the appropriate measure of benefits as well as costs. 
It recognizes that, by using a resource (including your time) in 
a particular way (say, activity A), you give up the opportunity 
of using that resource elsewhere. Let’s say the next best use of 
the resource is activity B. The opportunity cost of activity A is 
the value of activity B (which is foregone).

“Willingness to pay” reflects what individuals are willing 
to forgo for a particular benefit or outcome.60 Market transac-
tions are the most reliable measure of society’s willingness to 
pay for goods and services. For goods that are not exchanged, 
however, statistical techniques, such as travel-cost studies and 
hedonic pricing models, can often be used to estimate willing-
ness to pay for indirectly traded goods. For example, willing-
ness to pay for recreational fishing might be measured by the 
costs people are willing to incur to travel to a good trout stream, 
or comparable housing prices might be used to estimate how 
much families value proximity to a recreational area. Agencies 
sometimes rely on “stated preference” methods, which survey 
people’s expressed willingness to pay for things that are hard 
to measure directly, such as wildlife habitat. As these methods 
rely on responses to hypothetical questions rather than actual 
payments, they tend to be more subjective and less reliable 
than revealed preference methods that observe what people 

59. Executive Order 12866.

60. Alternatively, “willingness to accept” reflects the compensation individuals 
would require to accept a risk or other cost.
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actually pay to satisfy their preferences.
Many health and safety rules are designed to reduce pre-

mature mortality associated with accidents or exposure to 
environmental or workplace risks. Analyses typically rely on 
statistical measures of risk consequences, such as statistical 
lives saved or years of life saved. These studies do not refer to 
individual statistics, but rather measure the sum of risk reduc-
tions expected in a population. For example, if the annual risk 
of death is reduced by one in a million for each of two million 
people, that reduction is said to represent two “statistical lives” 
extended per year. A reduction in the annual risk of death by 
one in 10 million for each of 20 million people also represents 
two statistical lives extended.

The use of a years-of-life-saved metric is often more infor-
mative than a lives-saved metric. Lives are never “saved” but 
rather extended, and different actions may have different 
effects on life expectancy. A lives-saved metric cannot distin-
guish an action that extends a statistical life by 40 years from 
one that extends it by 6 months.61 

As noted above, objective disclosure of underlying assump-
tions and values is essential to a transparent, meaningful esti-
mate of benefits.

3.4 Costs Should Be Quantified and Valued.

The social cost of a regulation is not money paid by busi-
nesses or other regulated entities. The cost of a regulation is 
the opportunity cost—whatever desirable things society gives 
up in order to get the good things the regulation produces. 

61. Sometimes the concept of “years of life saved” is derided as a “senior death 
discount” that counts elderly people’s lives as less important than young peo-
ple’s. This interpretation is incorrect. Estimating years of life saved means that 
an additional year of life counts the same regardless of whether the people 
affected are young or old. 
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The opportunity cost of alternative approaches is the appro-
priate measure of costs. This measure should reflect the ben-
efits foregone when a particular action is selected and should 
include the change in consumer and producer surplus.62 A 
presidential risk commission recognized the importance of 
such tradeoffs, noting that risk management decisions should 
consider “diversion of investments, or opportunity costs—such 
as having to spend money on environmental controls instead 
of using those resources to build a school or reduce taxes.”63

Cost estimates should include a most likely (“best”) estimate 
of the costs as well as a range. They should also discuss the 
sensitivity of those estimates to key assumptions.

4. bAse the pRoposAL on stRong scientific oR 
technicAL gRounDs.

The analysis of benefits and costs should reflect the best 
scientific, technical, and economic information available. The 
analysis should present unbiased estimates of the most likely 
outcomes of different alternatives. OMB Circular A-4 states,

A good analysis should be transparent and your 
results must be reproducible. You should clearly 
set out the basic assumptions, methods, and data 
underlying the analysis and discuss the uncertainties 
associated with the estimates. A qualified third party 

62. Consumer surplus is the difference between what a consumer pays for a 
good and the amount she would be willing to pay. It is measured by the area 
between the price and the demand curve for the good. Producer surplus is 
the difference between the amount a producer is paid for a unit of a good and 
the amount he would accept to supply that unit. It is measured by the area 
between the price and the supply curve. 

63. The Presidential/Congressional Commission on Risk Assessment and Risk 
Management, Framework for Environmental Health Risk Management, Final 
Report, vol. 1 (1997), 33.
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reading the analysis should be able to understand the 
basic elements of your analysis and the way in which 
you developed your estimates.64

Recognizing that estimates of benefits and costs are uncer-
tain, Circular A-4 asks agencies to report “the full probability 
distribution of potential consequences” and, where possible, to 
present probability distributions and upper and lower bound 
estimates in addition to central estimates of expected value.65 
In addition, it is useful to present the results of sensitivity anal-
ysis to communicate information on the robustness of the best 
estimate and the range of possible outcomes. Sensitivity analy-
sis examines different “what if” scenarios to see how changes 
in key assumptions influence estimated outcomes.

When there is disagreement or uncertainty regarding par-
ticular effects or outcomes, the sensitivity of the benefits and 
costs of alternative actions to different assumptions should be 
presented clearly.66 

For actions designed to reduce health risks, analysts must 
often make projections based on limited information. In these 
cases it is not only important to base analyses on a balanced 
review of the most robust data available, but to ensure that the 
assessment of risk is objective and not confused with policy 
choices. According to Circular A-4,

the risk assessment methodology must allow for 
the determination of expected benefits in order to 
be comparable to expected costs. This means that 
conservative assumptions and defaults (whether 

64. OMB, Circular A-4.

65. Ibid.

66.  OMB’s peer review guidelines and data quality guidelines provide guid-
ance on the use of scientific and technical data.
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motivated by science policy or by precautionary 
instincts), will be incompatible with benefit analyses 
as they will result in benefit estimates that exceed the 
expected value. Whenever it is possible to character-
ize quantitatively the probability distributions, some 
estimates of expected value (e.g., mean and median) 
must be provided in addition to ranges, variances, 
specified low-end and high-end percentile esti-
mates, and other characteristics of the  distribution.67

5. unDeRstAnD the effects of the ReguLAtion on 
DiffeRent popuLAtions.

Those who bear the costs of a regulation and those who enjoy 
its benefits often are not the same people. And different groups 
of beneficiaries might value the benefits differently.

While some government programs are designed to redis-
tribute wealth (e.g., food stamps), others do so inadvertently 
(e.g., regulations that raise food prices might have dispro-
portionate impacts on low-income Americans, or regulatory 
compliance might burden small businesses more than large 
ones). It is important to understand whether a regulation will 
have different impacts on different subpopulations, including 
those living in different regions of the country, businesses of 
different sizes, individuals of different ages, and people with 
different ethnic and socioeconomic characteristics. A good 
regulatory analysis should also evaluate the effects of tailored  
requirements for different segments of the regulated popula-
tion and different regions of the country. 

The OMB advises agencies, “Where distributive effects 
are thought to be important, the effects of various regulatory 
alternatives should be described quantitatively to the extent 

67. OMB, Circular A-4.
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possible, including the magnitude, likelihood, and severity of 
impacts on particular groups.”68 Doing so in the regulatory 
impact analysis presents decisionmakers with the evidence 
they need to make informed decisions to achieve policy goals. 

6. Respect inDiviDuAL choice AnD  
pRopeRty Rights.

Government actions that undermine individual liberty 
and responsibility and do not respect private property are not 
likely to improve the welfare of American citizens. The Fifth 
Amendment of the Constitution provides that private property 
shall not be taken for public use without just compensation. 

As economist Thomas Sowell has observed, 

The whole political system would not operate as well 
if the government could silence its critics. Similarly, 
the whole economic system would not operate as 
well if political control of resources replaced indi-
vidual control. Both free speech rights and property 
rights belong legally to individuals, but their real 
function is social, to benefit vast numbers of people 
who do not themselves exercise these rights.69

Regulations that supplant individual preferences with reg-
ulators’ preferences are unlikely to make citizens better off. 
Thus, it is important to understand the implications of regula-
tory action on individuals’ ability to make their own choices 
and act responsibly.

President Obama’s E.O. 13563 reinforced this principle, 
requiring that “each agency shall identify and consider 

68. Ibid.

69. Thomas Sowell, “The ‘Takings’ Issue,” Forbes, March 2, 1992, 60.
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 regulatory approaches that reduce burdens and maintain flex-
ibility and freedom of choice for the public” and consider val-
ues that are difficult to quantify, such as “human dignity.” For 
example, airline safety regulations enacted since September 11 
have made flying more costly for consumers, and conventional 
economic analysis can measure the economic effects on the 
people who choose not to fly because of increased security has-
sles, or who choose to drive or take a train. But such an analysis 
fails to measure the loss of value experienced by the majority of 
persons who continue to travel by air even though it is a more 
personally intrusive and less pleasant experience. Under E.O. 
13563, agencies should consider these costs to personal liberty 
and dignity as they consider regulatory alternatives.
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9 
the future of regulation

By all measures, federal government regulation of 
private activities is growing. In 1960, federal outlays 
directed at writing, administering, and enforcing regu-

lations were $3.4 billion; in fiscal year 2013, that figure is almost 
$60 billion.70 The Small Business Office of Advocacy estimates 
that compliance with federal regulations costs businesses and 
consumers $1.75 trillion per year. The OMB’s compilation of 
agencies’ ex ante estimates suggests that the benefits of eco-
nomically significant regulations issued over the last decade 
are between $141 billion and $700 billion per year, with cor-
responding costs of between $43 billion and $67 billion.

The focus of regulation has changed over the last several 
decades, and despite this overall growth in regulatory activ-
ity, regulation of some areas has declined. Before the 1960s, 
federal regulatory activity was primarily aimed at controlling 

70. Figures in constant 2012 dollars.
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prices. Beginning in the 1970s, deregulation of many of these 
traditional industries has allowed market forces to take over 
the regulation of price and quality with marked success. 

In the 1970s, the focus of regulation shifted to actions aimed 
at protecting health, safety, and the environment. In that decade, 
Congress and the presidents established a host of new regulatory 
agencies, including the Environmental Protection Agency, the 
Occupational Safety and Health Administration, the Consumer 
Product Safety Commission, and the National Highway Traffic 
Safety Administration. The budgets and regulatory reach of 
these agencies have grown significantly since then. 

The terrorist attacks of September 2001 led to an increase 
in regulations aimed at enhancing homeland security. Formed 
in 2002, the Department of Homeland Security incorporated 
several existing agencies with regulatory functions. The reg-
ulatory portion of its budget has grown from $8 billion (the 
regulatory portion of the budget of its predecessor agencies) 
to $25 billion a decade later. 

The passage of two major statutes in 2010 may presage a 
return to economic forms of regulation. The Patient Protection 
and Affordable Care Act authorizes the Department of Health 
and Human Services to issue regulations aimed at controlling 
the price and quality of health care, and the Dodd–Frank Wall 
Street Reform and Consumer Protection Act has set in motion 
new financial market regulations developed and enforced by 
newly organized agencies. 

Another trend in regulation is that the global consequences 
of domestic regulatory policies are increasingly important. As 
tariffs and other explicit barriers to international trade and 
investment fall, differences in regulatory requirements have 
emerged as more significant barriers to trade than they were 
in the past. The agenda of the joint U.S.–EU Transatlantic 
Economic Council, established in 2007, includes regulatory 
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coordination goals such as better information-sharing on regu-
latory activities, risk assessment, and sector-specific coordina-
tion and mutual recognition. The U.S. government is entering 
into similar agreements with other trading partners, particu-
larly Canada and Mexico, and the Administrative Conference 
of the United States has endorsed further actions to “promote 
transparency, mutual reliance, information sharing, and coor-
dination internationally.”71 In May 2012, President Obama 
issued Executive Order 13609 to “promote American exports, 
economic growth, and job creation by helping to eliminate 
unnecessary regulatory differences between the United States 
and other countries and by making sure that we do not create 
new ones.”72 These initiatives recognize that, while minimiz-
ing unnecessary differences that could hinder free trade is a 
worthwhile goal, some regulatory competition is likely to be 
beneficial, and converging on poorly designed regulations will 
harm businesses and consumers in all countries.

While the focus of regulations is evolving, so is the process 
by which they are developed. The emergence of the Internet 
and electronic rulemaking dockets are changing the dynam-
ics of the regulatory process. Regulation is no longer solely 
the purview of Washington-based lobbyists. Members of the 
public now have more opportunities to engage in the regula-
tory debate. As agency processes are made more transpar-
ent via the Internet, the once-arcane world of regulation 
will become more accessible to a much wider public, with 
the potential for making regulators and regulations more 

71. The Administrative Conference of the United States is an independent fed-
eral agency comprising 101 public and private members who make recommen-
dations to improve administrative procedure. Its recommendations on inter-
national regulatory cooperation are available at http://www.acus.gov/acus 
-recommendations/international-regulatorycooperation/.

72. Cass R. Sunstein, “Reducing Red Tape: Regulatory Reform Goes 
International,” OMBlog, May 1, 2012, http://www.whitehouse.gov  
/blog/2012/05/01/reducing-red-tape-regulatory-reform-goes-international.
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accountable to the people. Additionally, social media and 
other Internet technologies lower the cost of group forma-
tion and collective action so that citizens will be better able 
to educate themselves about the regulations that affect them 
and to take action to make their voices heard.

Understanding the impetus for regulation, the incentives 
faced by regulators and regulated parties, and the underlying 
market conditions that lead to regulation is essential for evalu-
ating the consequences of regulatory actions and the legisla-
tion that enables them. This knowledge is important not only 
for understanding the effects of proposed new regulations, but 
for examining whether existing regulations are achieving their 
intended goals. The concepts introduced in this primer are 
essential to that understanding and will remain so as federal 
regulation continues to evolve. 
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aPPenDix –  
e.o. 12866, seCtion 

1, statement of 
regulatory PhilosoPhy 

anD PrinCiPles

(a) The Regulatory Philosophy. Federal agencies should pro-
mulgate only such regulations as are required by law, are nec-
essary to interpret the law, or are made necessary by compel-
ling public need, such as material failures of private markets to 
protect or improve the health and safety of the public, the envi-
ronment, or the well-being of the American people. In deciding 
whether and how to regulate, agencies should assess all costs 
and benefits of available regulatory alternatives, including the 
alternative of not regulating. Costs and benefits shall be under-
stood to include both quantifiable measures (to the fullest extent 
that these can be usefully estimated) and qualitative measures 
of costs and benefits that are difficult to quantify, but neverthe-
less essential to consider. Further, in choosing among alternative 
regulatory approaches, agencies should select those approaches 
that maximize net benefits (including potential economic, envi-
ronmental, public health and safety, and other advantages; dis-
tributive impacts; and equity), unless a statute requires another 
regulatory approach.

(b) The Principles of Regulation. To ensure that the agencies’ 
regulatory programs are consistent with the philosophy set 
forth above, agencies should adhere to the following princi-
ples, to the extent permitted by law and where applicable:
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(1) Each agency shall identify the problem that it intends to 
address (including, where applicable, the failures of private 
markets or public institutions that warrant new agency action) 
as well as assess the significance of that problem.

(2) Each agency shall examine whether existing regulations 
(or other law) have created, or contributed to, the problem 
that a new regulation is intended to correct and whether those 
regulations (or other law) should be modified to achieve the 
intended goal of regulation more effectively.

(3) Each agency shall identify and assess available alternatives 
to direct regulation, including providing economic incentives 
to encourage the desired behavior, such as user fees or market-
able permits, or providing information upon which choices can 
be made by the public.

(4) In setting regulatory priorities, each agency shall consider, 
to the extent reasonable, the degree and nature of the risks 
posed by various substances or activities within its jurisdiction.

(5) When an agency determines that a regulation is the best 
available method of achieving the regulatory objective, it shall 
design its regulations in the most cost-effective manner to 
achieve the regulatory objective. In doing so, each agency shall 
consider incentives for innovation, consistency, predictability, 
the costs of enforcement and compliance (to the government, 
regulated entities, and the public), flexibility, distributive 
impacts, and equity.

(6) Each agency shall assess both the costs and the benefits of 
the intended regulation and, recognizing that some costs and 
benefits are difficult to quantify, propose or adopt a regulation 
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only upon a reasoned determination that the benefits of the 
intended regulation justify its costs.
(7) Each agency shall base its decisions on the best reasonably 
obtainable scientific, technical, economic, and other infor-
mation concerning the need for, and consequences of, the 
intended regulation.

(8) Each agency shall identify and assess alternative forms 
of regulation and shall, to the extent feasible, specify perfor-
mance objectives, rather than specifying the behavior or man-
ner of compliance that regulated entities must adopt.

(9) Wherever feasible, agencies shall seek views of appropri-
ate State, local, and tribal officials before imposing regulatory 
requirements that might significantly or uniquely affect those 
governmental entities. Each agency shall assess the effects of 
Federal regulations on State, local, and tribal governments, 
including specifically the availability of resources to carry 
out those mandates, and seek to minimize those burdens that 
uniquely or significantly affect such governmental entities, 
consistent with achieving regulatory objectives. In addition, as 
appropriate, agencies shall seek to harmonize Federal regula-
tory actions with related State, local, and tribal regulatory and 
other governmental functions.

(10) Each agency shall avoid regulations that are inconsistent, 
incompatible, or duplicative with its other regulations or those 
of other Federal agencies.

(11) Each agency shall tailor its regulations to impose the least 
burden on society, including individuals, businesses of dif-
fering sizes, and other entities (including small communities 
and governmental entities), consistent with obtaining the 



 regulatory objectives, taking into account, among other things, 
and to the extent practicable, the costs of cumulative regula-
tions.
(12) Each agency shall draft its regulations to be simple and 
easy to understand, with the goal of minimizing the potential 
for uncertainty and litigation arising from such uncertainty.
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