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Abstract: This essay examines certain epistemic problems facing administrative states’
efforts to draft efficient regulations for their societies. I argue that a basic feature of the
administrative state’s authority, namely its monopoly over the production of legally binding
rules for all members of a geographically defined society, creates epistemic problems that
impede efficient rule-making. Specifically, the administrative state’s monopoly over the
production of legally binding rules prevents multiple public policies from being simulta-
neously implemented and compared. The resulting singularity of administrative states’
regulatory decisions prevents observation of the counterfactual effects of policies that were
possible but which were not implemented. The absence of observable policy counterfactuals
frustrates efforts to assess the efficiency of administrative states’ decisions, as it is impossible
to determinewhether different policies would have generated greater benefits at lower cost than
the policy the state implemented. As these epistemic problems are derived from the singularity
of administrative states’ decisions, they exist independently of principal agent problems,
suboptimal incentives, or the preferences and capabilities of administrative personnel.
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Since the nineteenth century, Western societies have witnessed a dra-
matic expansion in the scope of state authority. Influenced by the emergence
of industrial capitalism, popular reactions to economic crises, and the
resource demands of war, contemporary states exercise wide-ranging reg-
ulatory powers that are unique in the history of human governance.1 Given
the scope and complexity of their actions, modern states have adopted a
specific organizational form, using administrative bureaucracies to draft,
implement, and adjudicate policy decisions.

However, contemporary administrative states are not merely distin-
guished by their bureaucratic organizational form; they also exhibit unique
sources of legitimacy. While elected officials derive their authority from the
consent of the governed, a long tradition in the social sciences argues that
expert administrators are legitimized by the technical efficiency of their
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1 For the development of the American state, see Stephen Skowronek, Building a New
American State, The Expansion of National Administrative Capacities 1877–1920 (New York: Cam-
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decisions.2 Indeed, Max Weber famously argued that the triumph of legal-
rational bureaucracies was due to their superior efficiency relative to rival
forms of organization, and his pessimism regarding modern politics
focused on the diminished prospects for individual freedom in the face of
rationalized bureaucratic power.3

Some, however, have criticized bureaucratic administrative authority for
imposing instrumental rationality into social spheres that previously stood
outside the realm of calculation and reason. Theorists such as Hannah
Arendt and Jürgen Habermas have assumed that administrative states are
instrumentally rational, and have focused on critiquing instrumental ratio-
nality as a form of rationality.4 Such critics often accept the premise that
administrative states successfully adopt the most efficient policies to
achieve socially determined ends, and have focused their critiques on
whether the administrative state’s expansion of instrumental rationality
has come at the expense of other ends.5 Indeed, public choice and regulatory
capture theorists typically assume that regulatory failure is due to subopti-
mal incentives rather than information problems.6

Given their wide-ranging powers, assessing the administrative state’s
capacity for efficient action is a central question for contemporary politics
and for our general understanding of the ongoing process of political ratio-
nalization.7 This essay examines administrative states’ efforts to rationally
regulate their societies, and identifies a general epistemic problem facing
efficient administrative action. I argue that a fundamental feature of admin-
istrative states’ authority, namely the singular nature of their regulatory
decisions for all members of society, creates barriers to efficient administra-
tive action that exist independently of the personnel who staff the admin-
istrative state and the interests they serve.

Instead of emphasizing the incentives facing administrative actors, their
policies’ dispersed costs and concentrated benefits, the advantages of

2 Jerry Mashaw, “Small Things Like Reasons Are Put in a Jar: Reason and Legitimacy in the
Administrative State,” Fordham Law Review 17 (2001): 17-36.

3 Cary Boucock, In the Grip of Freedom: Law and Modernity in MaxWeber (Toronto: University
of Toronto Press, 2000), 168–71.

4 Hannah Arendt, On Revolution (London: Penguin Books, 1990), 91, 272–73; Hannah
Arendt, The Human Condition (Chicago: University of Chicago Press, 1958), 45; Jürgen Haber-
mas, “The Scientization of Politics and Public Opinion,” in Toward a Rational Society: Student
Protest, Science, and Politics (Boston: Beacon Press, 1971).

5 For the progressive origins of the American administrative state see Skowronek, Building a
New American State; Ronald Pestritto, “The Progressive Origins of the Administrative State:
Wilson, Goodnow, and Landis,” Social Philosophy and Policy 24, no. 1 (2007): 16–54; Gary
Lawson, “The Rise and Rise of the Administrative State,” Harvard Law Review 107 (1994):
1231–54.

6 For an account emphasizing how information and complexity influences capture, see
Sidney Shapiro, “The Complexity of Regulatory Capture: Diagnosis, Causality, and
Remediation,” Roger Williams University Law Review 17 (2012): 114–21.

7 For discussions of rationalization, see StephenKalberg, “MaxWeber’s Types of Rationality:
Cornerstones for the Analysis of Rationalization Processes in History,” American Journal of
Sociology 85 (1980): 1145–79; Rogers Brubaker,The Limits of Rationality: An Essay on the Social and
Moral Thought of Max Weber (London: George Allen and Unwin, 1984).
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organized interests over the wider society, or administrators’ self-interest, I
examine how the singularity of administrative states’ regulatory decisions
prevents observation of the counterfactual effects of policies that were
possible, but were not implemented.8 I argue that the unobservable nature
of policy counterfactuals makes it difficult to assess the causal effects of
administrative decisions, as the social conditions that would have emerged
absent the administrative state’s actions cannot be observed. However, the
absence of observable policy counterfactuals also frustrates efforts to assess
the efficiency of administrative states’ decisions, as it is difficult to know
whether policies that were possible, but which were not implemented,
would have produced better social conditions at lower cost.

In an effort to clarify the nature of the epistemic problems facing admin-
istrative states, the rest of this essay is organized as follows. Section I pro-
vides my conceptual definitions and isolates the principal feature of
administrative authority that I examine, namely the singularity of admin-
istrative decisions. This section also discusses theWeberian justification for
legal-rational administrative legitimacy, namely the efficiency of bureau-
cratic rule making, and discusses how administrative states are distin-
guished from alternative forms of bureaucratic governance.

Section II introduces arguments regarding causal inference and experi-
mental knowledge relevant for assessing administrative efficiency. This
section focuses on the role of counterfactual knowledge in experimental
research design, and argues that the inferential problems experiments are
designed to overcome have implications for theories of organizational
behavior as well. Specifically, I argue that the availability of opportunities
to observe policy counterfactuals has implications for our ability to make
accurate causal inferences regarding the consequences of organizations’
decisions.

Section III deploys arguments regarding experiments and counterfac-
tuals to identify a general problem confronting efficient administrative
action. This section examines how the singularity of administrative states’
decisions prevents observation of counterfactual social conditions that
would have emerged absent the administrative state’s actions. Absent such
counterfactual knowledge, it is difficult to assess whether regulatory

8 For studies emphasizing political actors’ incentives and interests, see James Buchanan,
“Politics Without Romance: A Sketch of Positive Public Choice Theory and Its Normative
Implications,” in The Theory of Public Choice II, James M. Buchanan, Robert D. Tollison, eds.
(Ann Arbor: University of Michigan Press, 1984); William Niskanan, Bureaucracy and Repre-
sentative Government (New York: Transaction Publishers, 1971); Charles Wolf, “A Theory of
Nonmarket Failure: Framework for Implementation Analysis,” The Journal of Law and Econom-
ics 22 (1979): 107–39; Charles Wolf, Markets or Governments: Choosing Between Imperfect Alter-
natives (Cambridge,MA:MITUniversity Press, 1988);George Stigler, “TheTheory of Economic
Regulation,” Bell Journal of Economics and Management Science 2 (1971): 3–21; Samuel Peltzman,
“Toward aMoreGeneral Theory of Regulation,” Journal of Law and Economics 19 (1976): 211–48,
Ernesto Dal Bo, “Regulatory Capture: A Review,” Oxford Review of Economic Policy 22 (2006):
203–25.
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policies’ costs and benefits are efficient or not, or whether other policies
would have produced greater benefits at lower cost.

Section IV illustrates this argument by discussing the challenges facing
the Food and Drug Administration’s (FDA) efforts to efficiently regulate
drug safety. I focus on the Prescription Drug User Fee Act (PDUFA), a
program allowing drug companies to pay fees to the FDA in exchange for
guarantees that the FDA will reach a decision on their new drug applica-
tions in a given amount of time. Instead of examining the FDA’s incentives,
or whether the FDA is captured by organized interests, I focus on identify-
ing the inferential problems facing efforts to assess the efficiency of the
FDA’s decisions.

I conclude with a general discussion of the epistemic problems facing
administrative decision-making. I argue that although administrative
actors can observe whether policy objectives are met, it is difficult to know
whether such objectiveswere achieved efficiently. As this problem is caused
by the singularity of administrative states’decisions, and the corresponding
problems this feature of politics creates for the generation of counterfactual
knowledge, barriers to efficient administrative action exist independently of
administrators’ preferences, the interests they pursue, or the public’s degree
of involvement in their decisions.

I. DEFINITIONS AND ASSUMPTIONS

Prior to analyzing the problems facing the administrative state’s deci-
sions, it is necessary to define the “administrative state.”9 As Weber noted,
defining the unique features of an organization as complex as the modern
state constitutes “by far the most complicated and most interesting” chal-
lenge confronting clear conceptual definitions.10 Hence I do not attempt to
offer a general definition of the state, but instead focus on certain features of
state decision-making and the implications of these features for political
knowledge.11

The administrative state constitutes the policy-making bureaucracy of
modern governments that are staffed by appointed civil servants who enjoy
tenure of office and are isolated from democratic elections and public opin-
ion. However, administrative states can be distinguished from bureaucratic
states, of which it is a specific type. While states have always employed

9 Weber’s classic definition of the state, emphasizing the monopoly of legitimate violence,
and the associated justifications for this definition, are given in Max Weber, “Politics as a
Vocation,” in From Max Weber: Essays in Sociology, H. Gerth and C. Wright Mills, eds.
(New York: Oxford University Press, 1958), 78.

10 Max Weber, “’Objectivity’ in Social Science and Social Policy,” in The Methodology of the
Social Sciences, Edward Shils and Henry Finch, eds. (New York: The Free Press, 1949), 99.

11 Elsewhere I have defined the state as an organization that successfully monopolizes the
ability to make decisions that society cannot legitimately appeal within a defined territory. See
Samuel DeCanio, “The State: Knowledge and Authority in Modern Politics,” unpublished
MSS. Definitions of the administrative state are discussed in Alasdair Roberts, “Should We
Defend the Administrative State?” Public Administration Review (2020): 2–5.
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bureaucracies to carry out their decisions, these bureaucracies have taken
different forms (for instance, patrimonial, legal-rational), and have pro-
duced different types of goods (for instance, public or private goods).

Administrative states are conceptually distinguished from other public
bureaucracies by the type of goods they produce. Specifically, I define
administrative states as bureaucracies engaged in the production of singu-
lar and legally binding rules for all members of a geographically defined
society. Thus instead of directly producing private goods for their societies,
such as postal services or health care, administrative states produce rules
governing the production, distribution, and consumption of goods by pri-
vate actors. For example, although theUnited States Postal Service (USPS) is
a public bureaucracy, it produces a good,mail delivery, which society is not
legally required to consume, and faces direct competition fromprivate firms
(FedEx, UPS, DHL) whose services can be used as substitutes for those the
USPS produces. Hence, while theUSPS is a public bureaucracy, it is not part
of the “administrative state” that I analyze.

The singularity of administrative states’ regulatory decisions describes
the fact that administrative states face no rival organizationwith the author-
ity to produce legally binding rules that are compulsory for all members of
its geographically defined territory. For example, administrative states
monopolize control over tax policy, and there is no rival organizationwhose
tax regulations can beused as an alternative to those the administrative state
imposes on its citizens.12 Hence, if an American citizen is displeased with
the IRS’s tax code, there is no rival organization whose taxation regulations
they can use as a substitute for those the IRS produces. In this sense the IRS
produces singular tax rules that apply to all Americans living within the
jurisdiction it claims sovereignty over.

The singularity of the administrative state’s decisions distinguishes its
authority from social organizations that lack singular decision authority
over a geographically defined territory. Hence, if consumers are displeased
with a private firm’s product, they can purchase a different product from a
rival firm without having to physically move to another location. Con-
versely, if citizens are displeased with their administrative state’s policies,
they cannot use a rival organization’s regulations as a substitute for those
the state implements, but must abide by the administrative state’s decisions
or try to change the singular decision the administrative state imposes.

While the singularity of such decisions prevents citizens from “exiting”
from administrative states’ decisions, I focus on the epistemic implications
of this feature of state authority.13 I do not examine citizens’ opportunities
for exercising voice, nor do I examine the epistemic advantages associated

12 For the historical development of territorial state authority, and the displacement of non-
territorial alternatives, seeHendrik Spruyt,The Sovereign State and Its Competitors: AnAnalysis of
Systems Change (Princeton, NJ: Princeton University Press, 1996).

13 Albert Hirschman, Exit, Voice, and Loyalty: Responses to Decline in Firms, Organizations, and
States (Cambridge, MA: Harvard University Press, 1970); Peter John, “Finding Exits and
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with incorporating diverse perspectives into deliberative political bodies. I
ignore these issues because the singularity of administrative states’ deci-
sions is a feature of politics that exists independently of the number of actors
involved in the decision-making process, or whether or not such decisions
are reached through open and fair deliberation.14 Thus, even if administra-
tive states are open to social actors being involved in reaching its regulatory
decisions, perhaps bydirectly involving either citizens or social groups in its
deliberations, such decisions remain singular once the actors involved have
agreed to them.15

I use several unrealistic assumptions to demonstrate that the singularity
of political decisions creates specific epistemic problems that persist even
absent other problems. I assume that administrative actors are solely moti-
vated by the public interest, are not subject to principal-agent problems, and
are immune from corruption or regulatory capture. As administrators may
be self-interested, captured, and corrupt, these assumptions are unrealistic;
Imake these assumptions to demonstrate that the challenges facing efficient
administrative decision-making will merely become more severe if greater
degrees of realism are introduced.

While many political decisions are singular and lack rivals, a distinguish-
ing feature of administrative states’ decisions is that they are legitimized by
their instrumental rationality. The rational basis of administrative legiti-
macy is typically attributed toWeber, who argued that “the decisive reason
for the advance of bureaucratic organization has always been its purely
technical superiority over any other form of organization.”16 Instrumental
rationality is defined here in Weberian terms, as actions whereby “the end,
the means, and the secondary results are all rationally taken into account
and weighed. This involves rational consideration of alternative means to
the end, of the relations of the end to the secondary consequences, and
finally of the relative importance of different possible ends.”17

While various normative standards may legitimize political action, I
assume administrative actors are legitimized by the technical efficiency of
their decisions. Indeed, the separation of political and administrative

Voices: Albert Hirschman’s Contribution to the Study of Public Services,” International Public
Management Journal 20 (2017): 512–29.

14 For epistemic accounts of institutions, see Elizabeth Anderson, “The Epistemology of
Democracy,” Episteme 3 (2006): 8–9; Helene Landemore, Democratic Reason: Politics, Collective
Intelligence, and the Rule of the Many (Princeton, NJ: Princeton University Press, 2012); David
Estlund, Democratic Authority: A Philosophical Framework (Princeton, NJ: Princeton University
Press, 2008); Joshua Cohen, “An Epistemic Conception of Democracy,” Ethics 97 (1): 26–38. For
a critique, see Jeffrey Friedman, Power Without Knowledge: A Critique of Technocracy (Oxford:
Oxford University Press, 2020).

15 In this sense the argument remains relevant for those calling for more democratic involve-
ment in administrative decisions. See Blake Emerson, The Public’s Law, Origins and Architecture
of Progressive Democracy (New York: Oxford University Press, 2019), chap. 4.

16 Max Weber, Economy and Society, An Outline of Interpretive Sociology (Berkeley: University
of California Press, 1978 [1968]), 214.

17 Weber, Economy and Society, 26.
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decisions, and the corresponding assumption that administrative personnel
possess unique forms of expertise, is typically considered a hallmark of
administrative authority.18 While administrative states may receive demo-
cratic authorization from voters and elected representatives, their authority
is distinguished from elected representatives by the emphasis on the tech-
nical efficiency of their decisions, and not by their correspondence with
electoral preferences and public opinion. This makes the analysis of admin-
istrative bureaucrats simpler than other political actors whose authority is
primarily legitimated by their democratic credentials.Whilemany question
whether politics and administration can be clearly distinguished, I assume
political and administrative questions can be clearly separated, and that
administrators simply seek policies that are efficient means to politically
determined ends.19

II. ADMINISTRATION AND COUNTERFACTUAL KNOWLEDGE

Assuming administrative states are legitimized by the instrumental ratio-
nality of their decisions, that is, their ability, relative to other forms of
government, to adopt efficient means to politically determined ends, what
challenges confront their efforts to engage in efficient regulatory action?
This general question confronts all objectives that administrative states
pursue; even if administrative states seek to promote egalitarian ends, or
non-economic objectives, such as environmental protection, we are gener-
ally interested in whether such ends are produced efficiently, that is, at
minimal cost, or whether alternative policies would generate, for example,
greater amounts of equality at lower cost relative to the alternative policies.

Administrative states’ regulatory failings have often been attributed to
the objectives or interests that administrative actors pursue. Hence, public
choice and regulatory capture theorists argue that bureaucrats’ self-interest,
and patterns in the concentrated benefits and dispersed costs of regulatory
decisions, cause administrative actors to deviate from the public interest.20

However, these explanations’ descriptions of bureaucrats’ self-interest, the
causes and frequency of regulatory capture, and the costs and benefits that
their policies generate, have been contested on empirical and theoretical
grounds.21

18 WoodrowWilson, “The Study of Administration,” Political Science Quarterly 2 (1887): 210–
11.

19 For an early expression of skepticism that such a distinction can be maintained see Robert
Dahl, “The Science of Public Administration: Three Problems,” Public Administration Review 7
(1947): 1–11.

20 Buchanan, “Politics Without Romance;” Stigler, “The Theory of Economic Regulation,”
Peltzman, “Toward a More General Theory of Regulation.”

21 Daniel Carpenter, “Detecting and Measuring Capture,” in Daniel Carpenter and David
Moss, eds.,PreventingRegulatoryCapture: Special Interest Influence andHow to Limit It (NewYork:
Cambridge University Press, 2014); James Q. Wilson, Bureaucracy: What Government Agencies
Do andWhyTheyDo It (NewYork: Basic Books, 1989), chap. 7; Leif Lewin,Self-Interest and Public
Interest in Western Politics (Oxford: Oxford University Press, 1991).
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Instead of focusing on whether bureaucrats are self-interested or cap-
tured, or examining policies’ costs and benefits, I focus on how a general
characteristic of administrative states’ decisions, their singularity, limits the
production of counterfactual knowledge necessary to assess their efficiency.
Given that many of the decisions of modern states are singular and lack
rivals, the argument identifies a general problem that is not derived from
bureaucrats’ self-interest: their tendency to be captured or corrupt, which
also exists independently of the dispersion of their policies’ costs and ben-
efits. As I attribute specific problems to the way administrative states limit
the generation of counterfactual knowledge, it is necessary todiscuss certain
features of experimental research and causal inference.

III. ADMINISTRATIVE DECISION-MAKING AND THE FUNDAMENTAL PROBLEM OF

CAUSAL INFERENCE

While such issues are normally the subject of purely methodological
considerations and may appear unrelated to questions of organizational
theory, the challenges facing administrative states’ efforts to implement
efficient policies resemble a general methodological problem confronting
the social sciences. Just as administrative states seek to identify policies that
will efficiently produce social conditions, social scientists are interested in
identifying the independent variables responsible for causing specific out-
comes, such as democratization or economic development. In both cases,
social scientists and administrators are interested in causal questions
regarding how a policy or variable will influence a social condition or
outcome, such aswhether certain policies influence unemployment or crime
rates, or have implications for economic development.

However, given that an infinite number of independent variables may be
correlated with fluctuations in a dependent variable, it is often difficult for
social scientists to generate the variation necessary to make inferences
regarding causal relationships among variables. Social scientists have
increasingly used experimental research designs to generate valid causal
inferences regarding the relationships among independent and dependent
variables.22 Experiments use an untreated control group tomimic the coun-
terfactual conditions that exist absent a treatment condition, and random-
ized assignment of subjects to treatment and control groups is used to
control for confounding variables.

However, experiments confront a basic inferential problem regarding
treatment condition’s causal effects upon any individual subject (or unit)
in an experiment. Paul Holland and others have argued that “The Funda-
mental Problem of Causal Inference” confronts efforts to observe the

22 Thomas Palfrey, “Laboratory Experiments in Political Economy,” Annual Review of Polit-
ical Science,” 12 (2009): 379–88; Susan Hyde, “Experiments in International Relations: Lab,
Survey, and Field,” Annual Review of Political Science 18 (2015): 403–24.
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counterfactual behavior of individual experimental subjects, as it is impos-
sible for individual participants in experiments to be exposed to both treat-
ment and control conditions at the same time.23

Thus, for example, if an experiment seeks to determine a new curricu-
lum’s effect upon students’ test scores, it is impossible to assign individual
students to both treatment and control groups. Individual students can only
be exposed to either the treatment condition (that is, the new curriculum) or
the control condition, the old curriculum. Since individual students can only
be assigned to either the treatment or control group, it is impossible to
observe the new curriculum’s causal effect on any individual student’s test
performance because we cannot observe the test scores the student would
have earned had the student not been assigned to the treatment condition,
that is, the new curriculum. Thus we only observe the test scores earned by
individual students assigned to either of the two experimental conditions,
and we cannot recover the counterfactual scores they would have earned
had they, for example, not been exposed to the treatment condition. This
problem makes it difficult to observe how much the new curriculum influ-
enced individual students’ test scores, aswe simply cannot knowwhat their
scores would have been had they not been exposed to the new curriculum.

Experiments overcome the fundamental problem of causal inference by
using a control group to simulate the counterfactual world that would have
existed absent individual’s assignment to the treatment condition. If ran-
domassignment is used to eliminate the influence of confounding variables,
experiments generate valid causal inferences regarding the treatment con-
dition’s average causal effect relative to the control group.24 The use of a
control group thus helps the experiment overcome the inferential problems
that the fundamental problem of causal inference creates for reaching valid
inferences regarding the treatment’s causal effect on individual experimen-
tal subjects.

Although rarely discussed outside the context of research design meth-
odology, the fundament problem of causal inference has implications for
any organization possessing monopoly power.25 Specifically, administra-
tive states’monopoly over the production of singular rules for a geograph-
ically defined society reproduces the fundamental problem of causal inference in

23 Paul Holland, “Statistics and Causal Inference,” Journal of the American Statistical Associ-
ation 81(1986): 947. For a discussion of the Neyman-Holland-Rubin causal model, upon which
this problem is based, see David Freedman, “StatisticalModels for Causation:What Inferential
Leverage Do they Provide?” Evaluation Review 30 (2006): 691–713.

24 In a range of experiments, in subjects such as chemistry, randomization plays a secondary
role to the creation of a reliable counterfactual. See Henry Brady, “Causation and Explanation
in Social Science,” in The Oxford Handbook of Political Methodology, ed. Janet M. Box-
Steffensmeier, Henry E. Brady, and David Collier (New York: Oxford University Press,
2018), 237.

25 As social and economic competition uses multiple organizations to mimic the conditions
of experimental treatment and control groups, the fundamental problem of causal inference
also has implications for our understanding of non-monopolistic areas of organizational
behavior, such as competition in economic markets.
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empirical reality because the singularity of the administrative state’s regula-
tory decisions eliminates observable policy counterfactuals within the ter-
ritory the state controls.

Given the absence of any rival organizationswhose decisions can be used
as substitutes for those the administrative state makes, it is impossible to
observe the social conditions that would have been produced by regulatory
decisions that the state did not impose. Societies merely observe the policy
the state implemented and the social conditions that exist following this
decision; it is impossible to observe what social conditions would have
emerged had the state implemented a regulatory decision other than the
one it implemented.

This condition exists regardless of the end the state seeks to achieve.
Hence, for example, if the IRS alters the tax code in an effort to increase
the level of economic equality in theUnited States, it is impossible to observe
the level of inequality that would have emerged absent the IRS’s decision;
wemerely observe the rule change and the subsequent level of equality that
exists after this change; it is impossible to determine whether more equality
would have been createdwith a different change to the tax code, or whether
the amount of equality that emerged following the rule change was caused
by some exogenous change that was correlated with the IRS’s decision.

Unfortunately, the technique that experiments use to overcome the fun-
damental problem of causal inference, namely the creation of an untreated
counterfactual control group that is identical to the treatment group on all
covariates except exposure to the treatment condition, cannot be used in the
administrative state’s policy decisions. Since states impose singular and
legally binding decisions upon their societies, it impossible to observe an
“untreated” society that was not subjected to the administrative state’s
policy decisions. Rather, administrative states are administering policy
“treatments” to their society, but the singular nature of their decisions pre-
vents observation of the counterfactual social conditions that would have
emerged absent their actions.

Hence, for example, when a central bank changes interest rates it is
impossible to observe the economic conditions that would have emerged
absent the central bank’s action. The singularity of such decisions mirrors
our inability to observe a treatment’s causal effect on individual experimen-
tal subjects, as, in the context of regulatory politics, it becomes difficult to
identify policy decisions’ causal effects because there is nomeans of observ-
ing the counterfactual social world that would have existed absent the
state’s actions.

The singularity of administrative states’ decisions is fundamentally dis-
similar to social organizations that face competition from rival organizations
within the same geographic territory. This distinction is not due to the different
motivations or incentives that exist in different realms of human action,
but is caused by the different forms of counterfactual knowledge generated
by social and political competition. Perhaps the clearest example of this
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distinction is the competitive market where multiple firms generate observ-
able counterfactual data regarding economic performance through the
simultaneous comparisons consumers can make of their products.26

This distinction does not require an idealized conception of markets,
which, in empirical reality, are often dominated by a small number of
powerful firms. Indeed, the argument offers a critique of noncompetitive
markets due to the reduced number of counterfactual comparisons that
can be performed when a small number of powerful firms dominate a
market. In this sense, the argument is applicable beyond politics, as it
offers a basis for critiquing economic monopoly that is independent of
the elevated prices and corresponding deadweight social welfare losses
that are the normal focus of neoclassical economic theory. However, if one
accepts that noncompetitive markets harmfully limit the production of
counterfactual data, this condition is merely magnified in settings where
an organization monopolizes the production of certain goods over a fixed
geographic territory, as is often the default condition with modern states’
decision-making.

Thus, while competitive economic markets facilitate comparisons of
firms’ performance in ways that mimic scientific experiments’ use of treat-
ment and control groups to identify causal relationships, the singularity of
administrative states’ decisions reproduces the fundamental problem of
causal inference in the realm of public policy. Just as scientists cannot
observe a treatment’s causal effect on individual subjects, the unobservable
counterfactual social conditions that would have existed if the state had not
acted makes it difficult to observe the causal effects administrative states’
policies have on their society.

It is important to emphasize that this argument recognizes that different
political decisions can be compared, for example, by using state and local
governments in federal systems, by observing nation-states that exhibit
different degrees of centralization, or by using the history of prior policies,
or variation in when a policy is implemented, to generate counterfactuals.
The principal problemwith such comparisons is that the political units used
to generate the counterfactual, that is, cities or other nations, are not iden-
tical on all covariates except exposure to the policy “treatment.”Thus, while
comparisons can be employed to support specific causal claims, it is difficult
to rule out confounding variables with the same level of certainty that is
possible with actual scientific experiments.

Furthermore, once one recognizes that comparisons across nations and
societies reveal some information, one has accepted the basic premise of this
essay’s argument. Specifically, the variation necessary for such comparisons
to reveal knowledge about causality is eliminated by the singularity of the
state’s decisions within its territory, because the homogeneous application

26 This distinction is discussed in SamuelDeCanio, “Democracy, theMarket, and theLogic of
Social Choice,” American Journal of Political Science 58 (2014): 637–52.
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of regulatory rules for all members of a society eliminates the variation that,
for example, federalism exhibits at the local level.

Additionally, although nation-states can be compared, differences in
their societies frustrate efforts to draw valid inferences from such compari-
sons. Thus, while we can observe that an economic crisis emerged in one
country that may exhibit a more centralized political system, but not in a
society with a less powerful centralized state, the large number of economic
variables thatmay be responsible for this outcomemakes it difficult to know
how specific regulatory decisions may have contributed to such outcomes.
Given that nations exhibit somanydifferences in both their political systems
and in their economies, it is difficult to isolate how specific policy decisions
caused the outcomes we observe, or whether such differences were due to
social or economic variables that are unrelated to the society’s political
system.

While the singularity of the administrative state’s policy decisions repro-
duces the fundamental problem of causal inference in ways that frustrate
observation of regulatory decisions’ causal effects, this feature of adminis-
trative states’ decisions creates additional problems with assessing the
efficiency of administrative states’ decisions. Specifically, the absence of
policy counterfactuals ensures that the costs and benefits of regulations that
were not implemented cannot be observed. The absence of such data makes
it difficult to determinewhether a policy is efficient or not, as it is impossible
to observewhether rival policieswould have generated greater benefits and
lower costs than the policy the state implemented.

Thus, if a central bank responds to a recession by lowering interest rates,
this decision is subsequently correlated with a given level of economic
growth, inflation, and unemployment. While these economic conditions
can be measured and quantified, we cannot observe what would have
happened had the central bank lowered interest rates even further, held
them constant, or taken some other action entirely. While these unobserva-
ble counterfactual scenarios frustrate our ability to identify the causal effects
of central banking decisions, they create even more difficult problems for
assessing their efficiency, as it is unclear whether the economic conditions
emerged following the central bank’s intervention generated the highest
benefits and lowest costs, orwhether better economic conditions could have
been produced with a different decision. While administrative actors can
attempt to estimate the costs and benefits of different policy decisions, it is
simply difficult to evaluate the accuracy of these estimates for policies that
are not implemented.

Insofar as the inferential problems caused by the singularity of adminis-
trative states’ decisions frustrate efforts to assess the efficiency of their
policies, barriers to efficient regulatory action exist that are independent
of administrative actors’ motives, the interests they serve, the costs and
benefits of the goods they produce, or the public’s degree of involvement
in their decisions. Although these epistemic problems are particularly
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problematic for administrative actors whose authority is legitimated by the
instrumental rationality of their decisions, this problem appears to confront
any political decision that is singular and lacks rivals within a defined
geographic territory.27

IV. APPLICATION TO THE FDA

To illustrate the epistemic problems facing efficient administrative action,
this section examines the Food andDrugAdministration’s (FDA) regulation
of drug safety, and specifically focuses on the FDA’s PrescriptionDrugUser
Fee Act (PDUFA), a regulatory program that charges companies fees in
exchange for guarantees that their new drug applications will be evaluated
by the FDA within a fixed period of time. Standard criticisms of the FDA
suggest that it has low incentives for completing quick safety reviews, and is
subject to capture from the funding it receives from the industry it regulates.
While such problems may certainly exist, I focus on how the difficulty in
conducting counterfactual comparisons of regulatory rules creates chal-
lenges for assessing the FDA.

In its efforts to efficiently regulate drugs, the FDA monopolizes produc-
tion of regulatory rules that are binding for all members of American
society. Thus, if citizens wish to consume drugs that have not been
approved by the FDA, or if pharmaceutical companies are dissatisfied with
the FDA’s regulatory requirements, they are legally prevented from using a
rival organization’s rules as substitutes for the FDA’s. It is in this sense that
the FDA’s authority generates singular rules that lack rivals for all members
of American society.

The FDA faces a basic trade-off between the speedwith which new drugs
are evaluated and its error rate in either mistakenly approving drugs that
are unsafe, or in delaying approval of drugs that are safe and effective. If the
FDA is too cautious, it will unnecessarily delay patients from consuming
drugs they need, and reduce pharmaceutical companies’ profits. If it is too
hasty, it may approve unsafe drugs that harm consumers. Thus the FDA
seeks to implement regulations that balance accuracy with speed of
approval to maximize the benefits both to drug consumers and to pro-
ducers, at minimum cost.

The FDA stipulates that any pharmaceutical company wishing to bring a
new drug to market must conduct three-stage experimental trials. Phase I
trials evaluate a drug’s safety with small numbers of healthy volunteers,
Phase II uses a slightly larger number of sick volunteers to establish a drug’s
efficacy and determine what constitutes a safe dosage of the drug to treat a
disease, Phase III enrolls larger numbers of sick patients to try to reach

27 While an electorate may vote for large numbers of representatives and different parties
may compete for power, these multiple political actors are struggling to control the singular
decisions made by the state. In this sense the argument is applicable to political systems
regardless of the nature of the party system that exists in a given political regime.
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definitive conclusions regarding efficacy and appropriate drug dosages.28

After an application reporting the results of clinical trials is sent to the FDA,
the FDA either approves or denies the company’s application to sell the
drug on the market.

In the 1970s and 1980s there were no restrictions on how long the FDA
could take to test drug safety, and the losses to profits resulting from the
FDA’s lengthy review times causedmany new drugs to be initially released
outside the United States.29 In response to criticisms that the FDA was
taking too long to approve drugs during the AIDS crisis, in 1992 the FDA
adopted the Prescription Drug User Fee Act (PDUFA) to expedite drug
testing and increase the number of staff reviewing new drug submissions.30

PDUFA requires the FDA to review new drug applications within a fixed
period of time in exchange for fees pharmaceutical companies pay the
FDA.31 PDUFA I (1992–1997) established that most new drug applications
carry a $100,000 fee, and additional annual fees of $60,000 and $6,000 were
charged for each manufacturing facility and manufactured drug, respec-
tively, in order to smooth fluctuations in funding.32 By 2001 the new drug
application fee rose to $310,000, and user fees equaled 13 percent of the
FDA’s budget appropriation from Congress, and 50 percent of FDA spend-
ing on drug review activities.33

The PDUFA requires the FDA to issue decisions on 90 percent of new
drug applications within either six or ten months, depending on whether
applications are granted “priority” or “standard” status.34 Once a drug is
submitted to the FDA, a review clock is initiated and if the FDA fails to
review the application on time, it loses the user fee.35 In an effort to shorten
drug review times, the FDAused PDUFA funding to increase the number of
personnel evaluating drug safety. In 1993, the FDAemployed 1,408 full time
employees in the Center for Drug Evaluation and Research (CDER) to
review new drug applications, by the year 2000 this number had risen to
1,780.36 In 1993, a year after passage of PDUFA I, the FDA collected $29

28 Thomas Philipson and Eric Sun, “Is the Food and Drug Administration Safe and
Effective?” Journal of Economic Perspectives 22 (2008): 88.

29 Kenneth Kaitin, Nancy Mattison, Frances Northington, and Louis Lasagna, “The Drug
Lag: An Update of New Drug Introductions in the United States and in the United Kingdom,
1977 Through 1987,” Clinical Pharmacology and Therapeutics (1989): 121–38.

30 For an overview of the FDA’s regulations see Jonathan Darrow, Jerry Avorn, Aaron
Kesselheim, “FDA Approval and Regulation of Pharmaceuticals, 1983–2018,” Journal of the
American Medical Association 323 (2020): 164–76.

31 PDUFA was reviewed and renewed in 1997, 2002, 2007, 2012, and 2017.
32 Jonathan Darrow, Jerry Avorn, and Aaron Kesselheim, “Speed, Safety, and Industry

Funding—From PDUFA I to PDUFAVI,” The New England Journal of Medicine 377 (2017): 2278.
33 Mary Olson, “How Have User Fees Affected the FDA?” Regulation (2002): 2–21.
34 The original timeline for “standard” drugs was twelve months, but the Food and Drug

Administration Modernization Act of 1997 reduced this to ten months.
35 Daniel Carpenter, Jacqueline Chattopadhyay, SusanMoffitt and ClaytonNall, “The Com-

plications of Controlling Agency Time Discretion: FDA Review Deadlines and Postmarket
Drug Safety,” American Journal of Political Science 56 (2011): 102.

36 Olson, “How Have User Fees Affected the FDA?” 21.
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million in annual user fees; by 2018 this figure had increased to $908
million.37

The combination of Phase I–III testing, and the use of PDUFA to incen-
tivize timely FDA review of new drug applications, creates an average cost
and approval time to develop new drugs, which are correlatedwith a given
error rate for drugs that were approved but were subsequently removed
from themarket due to adverse health effects. Under the PDUFA regulatory
regime the FDA rarely approves drugs that wind up being unsafe, only
about 2.5 percent of drugs approved for the market are subsequently with-
drawn, while the average time for a drug to be developed and then released
to the market is between 8 to 12 years and costs approximately $802 mil-
lion.38

Taken together, Phase I–III testing and PDUFA constitute a set of regu-
latory standards governing all new drugs that pharmaceutical companies
seek to market within the United States. If the singular nature of the FDAs
decisions creates epistemic problems with assessing their effects, there
should be difficulties in assessing both the causal effects of PDUFA, and
the efficiency of the FDA’s regulation of drug safety. I address each of these
below, and specifically focus on the challenges facing efforts to assess the
efficiency of PDUFA’s effects on consumer welfare.

In assessing PDUFA’s causal effects, most statistical analyses make com-
parisons between drugs approved before and after passage of PDUFA in
1992, and use the historical period prior to PDUFA’s passage as the coun-
terfactual. Generally, PDUFA is believed to have shortened the length of
time it requires for most drugs to be evaluated, and expedited the release of
new drugs to themarket.39 Prior to PDUFA I drug approval times fell about
2 percent annually, while after passage of PDUFA I and II, review times fell
by 6–7 percent, and 3–4 percent, respectively.40 Given that PDUFA man-
dates that the FDAmust meet specific review time targets, and has doubled
the number of FDA staff reviewing new drug applications, these findings
are not surprising.

While the decrease in review times following PDUFA’s passage is appar-
ent, there are inferential problems associated with using the drugs
approved prior to PDUFA’s passage in 1992 as the comparison group to
evaluate drug approvals after PDUFA’s passage. Specifically, the drugs
submitted to the FDA prior to, and then after PDUFA, are not identical
across all other characteristics, but reflect differences inmedical knowledge,
learning from prior drug trials and experiences, as well as the development

37 Darrow et al., “FDA Approval,” 166.
38 Philipson and Sun, “Is the Food and Drug Administration Safe and Effective?” 90; Jospeh

DiMasi, Ronald Hansen, and Harry Grabowski, “The Price of Innovation: New Estimates of
Drug Development Costs,” Journal of Health Economics (2003): 166–67.

39 Tomas Philipson, Ernst Berndt, Adrian Gottschalk, Eric Sun, “Cost-Benefit Analysis of the
FDA: The Case of the Prescription Drug User Fee Acts,” Journal of Public Economics 92 (2008):
1306–25.

40 Philipson et al., “Cost-Benefit Analysis of the FDA,” 1308.
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of new ideas and technologies for treating diseases, the understanding of
which is itself subject to change.

Such changes frustrate interpretation of how PDUFA has influenced the
quality of the FDA’s regulatory decisions. For example, some argue that the
number of drug recalls has increased after PDUFA’s passage, while others
argue that the overall number of drug recalls is not statistically different
between the two regulatory periods.41 However, the drugs submitted for
FDA review during the two periods differ from each other in ways that
make it difficult to interpret quantitative differences in the number of drug
recalls before and after PDUFA’s passage.

Specifically, the different drugs submitted during these two periods
embody different kinds of scientific knowledge and understanding of the
appropriate methods for the treatment of disease. Given the resulting dif-
ferences in risk profiles for the drugs submitted for FDA approval prior to
and after PDUFA, it is difficult to interpret quantitative differences in the
number of drug recalls in the two periods. Indeed, if the riskiness of the
drugs submitted to the FDA decreased after PDUFA’s passage, and yet
the number of drug recalls is equal to the number issued prior to PDUFA’s
passage, the simple number of recalls does not reveal the FDA’s effective-
ness.

It is possible that changes in the forms of scientific understanding that
existed prior to PDUFA passage may have caused the drugs submitted to
the FDA for review to have been fundamentally more- or less risky than
those submitted after PDUFA’s passage, due to changes in the medical
understanding of disease or the development of novel medicines. Changes
in the frequency of drug recalls that followed PDUFAmay be a result of the
forms of scientific understanding embodied in the drugs submitted to the
FDA for review, and not to factors associated with the changes PDUFA
introduced, such as the increased number of personnel the FDA hired to
evaluate new drug applications.

A lack of understanding of the changes in the risk levels of the drugs
submitted for FDA approval makes it difficult to interpret any quantitative
differences in drug recalls between the two periods. Indeed, even if the
number of recalls fell after PDUFA,without an understanding of the under-
lying risk profiles of the drugs submitted for reviewduring the two periods,
the decline in drug recalls would be difficult to interpret. Changes in the
state of medical knowledge, the invention of drugs as the result of new
scientific discoveries, the development of new technologies, improvements
in computing speed, changes in the types of firms submitting drug approval
applications, changes in the profitability of the pharmaceutical industry

41 Compare Mary Olson, “The Risk We Bear: The Effects of Review Speed and User Fee
Funding on New Drug Safety,” Journal of Health Economics 27 (2008): 175–200 with Henry
Grabowski and Y. Richard Wang, “Do Faster Food and Drug Administration Drug Reviews
Adversely Affect Patient Safety? An Analysis of the 1992 Prescription Drug User Fee Act,”
Journal of Law and Economics 51(2008): 377–406.
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relative to other sectors of the economy, and drug companies’ focus on the
United States as themarket for newdrug releases, make it difficult to isolate
PDUFA’s effects from other changes following PDUFA’s passage.42

Hence, the basic inferential problem with efforts to compare the review
times and safety records of drugs approved before and after PDUFA is that
“for a national policy change such as PDUFA, there is unfortunately noU.S.-
based control group of drugs to which to compare the experience of the
Act.”43 The problems created by the absence of a control group are not an
inevitable characteristic of the good the FDA produces, but stem from the
way the FDA’s decision authority prevents the generation of counterfactual
knowledge.

While the FDA can be compared to other countries’ regulatory agencies,
such as the EU’s European Medicines Agency (EMEA) or Health Canada,
the complexity of such organizations, and the number ofways they are both
similar to and different from each other, makes it difficult to isolate the
specific features of agencies’ organizational structure and regulatory pro-
cesses that are responsible for causing given outcomes. This problem is
exacerbated when regulatory agencies rely on similar funding structures,
as is the case with the EMEA’s collection of user fees in a manner similar to
the FDA’s use of PDUFA.44

One method for mitigating these inferential problems is to use different
regulatory agencies’ experience with reviewing the same drugs to create
near-identical counterfactual comparisons.45 However, comparisons of
countries’ regulatory outcomes are complicated by differences in the soci-
eties that rival agencies regulate. In the context of drug safety regulation,
certain societies may exhibit different public health problems in ways that
have implications for howwe evaluate the trade-off between the accuracy of
drug safety evaluation and drug review times. For example, Americans’
high obesity rates may make quicker review times for new anti-obesity
drugs more efficient, even if doing so increases the risk of approving drugs
that subsequently prove to be unsafe.

Thus, if we compare rival countries’ error rate in drug approvals, and find
that a higher level of regulatory errors exists under PDUFA relative to, for
example, the UK’s Medicines and Healthcare Products Regulatory Agency
(MHRA), the different public health problems facing the United States and
the UKmay complicate interpretation of whether this difference is efficient

42 Henry Grabowski and Richard Wang, “The Quantity and Quality of Worldwide New
Drug Introductions, 1982–2003,” Health Affairs 25 (2006): 457.

43 Philipson et al., “Cost-benefit Analysis,” 1313.
44 SilvioGarattini andVittorio Bertele, “The Role of the EMEA In Regulating Pharmaceutical

Products,” in Regulating Pharmaceuticals in Europe: Striving for Efficiency, Equity, and Quality,
ed. Elias Mossialos, Monique Mrazek, and Tom Walley (Maidenhead, UK: Open University
Press, 2004), 87.

45 See, for example, Nicholas Downing, Jenerius Aminawung, Nilay Shah, Joel Braunstein,
Harlan Krumholz, and JosephRoss, “Regulatory Review ofNovel Therapeutics—Comparison
of Three Regulatory Agencies,” New England Journal of Medicine 366 (2012): 2289–90.
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given the different needs and characteristics of each country’s populations.
These difficulties are exacerbated if agencies do not operate on stable bio-
logical processes that are relatively similar across societies, as is the case in
drug regulation, but instead deal with fundamentally dissimilar social
conditions, as is often the case with the varied characteristics of the econo-
mies different states regulate, the divergent interests they advance in inter-
national trade policy, or the interest rate decisions made by central banks.46

While using compliance rates, or black market sales, as a proxy for
regulatory quality may generate information about regulations, drawing
correct inferences from these comparisons may be frustrated by the absence
of experimental control. Indeed, societies have different historical experi-
ences with law enforcement or state capacity, and these differences may
frustrate efforts to determine whether compliance rates are caused by a
specific regulation’s characteristics or characteristics of the societies regula-
tions are imposed upon. For example, black markets in Italy differ from
those in other European countries due to the presence of organized crime
networks, and the nature of different crime networks within different
regions of Italy may make it difficult to understand what a black market
may mean for a policy’s efficiency even in the Italian context.

However, while our inability to compare drugs submitted under PDUFA
to a group of identical drugs that were not subject to PDUFA frustrates
identification of PDUFA’s causal effects, the absence of experimental con-
trol alsomakes it difficult to assess whether the FDA’s decisions are efficient.
Evaluating PDUFA’s efficiency requires assessing whether PDUFA’s bene-
fits are greater than those produced by alternative regulatory policies, and
whether PDUFA’s costs are lower than other methods the FDA could have
implemented for testing drug safety.

While PDUFA’s shortened review times helps pharmaceutical companies
earn higher profits and aids consumers by expediting access to drugs that
are quickly released to the market, these benefits come at a cost in terms of
the deaths, and years of life lost, as a result of unsafe drugs that were
approved under PDUFA that had to be withdrawn from the market. As
the FDA loses the fees it charges pharmaceutical companies if it fails to
review drugs by stipulated deadlines, there are concerns that PDUFA cre-
ates perverse incentives that negatively impact the quality of the reviews the
FDA performs.47

For example, statistical analyses of drugs approved in the two months
immediately prior to the expiration of PDUFA deadlines are nearly seven
times more likely to subsequently be withdrawn from the market due to
safety issues relative to drugs approved in the earlier months leading up to

46 Peter Hall and David Soskice, “An Introduction to Varieties of Capitalism,” in Varieties of
Capitalism: The Institutional Foundations of Comparative Advantage, ed. Peter Hall and David
Soskice (New York: Oxford University Press, 2001), 1–68.

47 Darrow et al., “Speed, Safety, and Industry Funding,” 2282–83.
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the deadline.48 While such safety problems may be due to a number of
factors, it is possible that the threat of losing PDUFA funding alters the
review process in ways that harm drug consumers.

However, it is worth noting that the overall number of drugs that are
recalled under PDUFA is very small. For example, during PDUFA I–II
(1992–2002) only nine of the drugs the FDA approved had to subsequently
be withdrawn from the market.49 Although this may indicate that the FDA
is effective in preventing unsafe drugs from reaching consumers, the infre-
quency, and statistically indistinguishable number of drug recalls before
and after PDUFA’s passage, does not demonstrate that PDUFA is as safe as
the regulatory regime it replaced.50 Although the FDA rarely withdraws
drugs from the market, one of the largest public health disasters in
U.S. history, the Vioxx scandal, occurred under PDUFA.

Vioxx was a COX-2 inhibitor intended to ease arthritis pain that the FDA
approved in 1999 butwas subsequentlywithdrawn from themarket in 2004
due to evidence that it significantly increased the odds of having a stroke or
a heart attack.51While Vioxxwas one of only nine drugs withdrawn during
PDUFA I–II (1992–2002), Vioxx is estimated to have caused between 88,000
to 140,000 heart attacks in the United States alone, of which 44 percent were
probably fatal.52 This indicates that under PDUFA II a single statistically
unlikely regulatory error caused between 38,720 and 61,600 deaths, nearly
the number of U.S. troops killed during the entire Vietnam War.

While the number of lives lost due to Vioxx is disturbing, it is difficult to
assess whether PDUFA was causally responsible for this error. Although
Vioxx was approved under PDUFA, it is simply unclear whether the FDA
would have approved Vioxx had it been submitted for FDA review prior to
PDUFA’s implementation, or whether the pressure to respond to PDUFA
funding deadlines caused Vioxx to be approved when it otherwise would
not have been. Any assessment of whether PDUFA was responsible for the
deaths Vioxx caused hinges upon an unobservable counterfactual scenario
regardingwhether Vioxxwould have been approved had it been submitted
to the FDA prior to PDUFA’s implementation, yet this counterfactual sim-
ply cannot be empirically assessed.

48 Carpenter et al., “Agency Time Discretion and FDA Deadlines,” 108.
49 Philipson et al., “Cost-Benefit Analysis,” 1321.
50 See, for example, Ernst Berndt, Adrian Gottschalk, Thomas Philipson, and Matthew

Strobeck, “Industry Funding of the FDA: Effects of PDUFA on Approval Times and With-
drawal Rates,” Nature Reviews: Drug Discovery 4 (2005): 552–53.

51 For evidence that Vioxx’s producer, Merck, was aware of the adverse side effects and
coached its marketing representatives to literally “dodge” safety questions, see W. John
Thomas, “The Vioxx Story: Would It Have Ended Differently in the European Union?” Amer-
ican Journal of Law and Medicine 32 (2006): 368–71.

52 David Graham, David Campen, Rita Hui, Michele Spence, Craig Cheetham, Gerald Levy,
Stanford Shoor, Wayne Ray, “Risk of Acute Myocardial Infarction and Sudden Cardiac Death
in Patients Treated With Cyclo-Oxygenase 2 Selective and Non-Selective Non-Steroidal Anti-
Inflammatory Drugs: Nested Case-Control Study,” The Lancet 365 (2005): 480.
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This is not to suggest that it is impossible to try to estimate PDUFA’s cost-
effectiveness. The most sophisticated cost-benefit analysis of the PDUFA
has concluded PDUFA is net-positive in its dollar value and life-years
saved, generating between $14 billion and $31 billion in total social surplus.
While there are serious problems with the data these estimates are based
upon, the critical question from an efficiency standpoint is not whether the net
benefits exceed the policy’s costs, but whether an alternative policy would
have generated greater benefits and lower costs.53

In the context of the Vioxx episode, it is possible that a different funding
mechanism would have prevented Vioxx from being approved and
released to the market, and hence would have prevented tens of thousands
of unnecessary deaths from occurring. However, it is also possible that
Vioxxwould have been approved regardless of the regulatory rules in place
simply because the science behind the drugwas poorly understood. Yet the
singularity of the FDA decisions causes such questions to remain hypothet-
ical, as it is impossible to observe the costs and benefits of regulatory
decisions other than those the FDA implemented.

This feature of the FDA’s decisions makes it difficult to interpret the cost-
benefit calculations that can be constructed regarding PDUFA, as any eval-
uation of PDUFA’s efficiency must try to assess whether a different regu-
latory policy would have generated greater benefits, in terms of faster drug
evaluation, and fewer costs, such as the unsafe drugs the FDA mistakenly
approved. As the consequences of policies that were not implemented
cannot be observed, it is difficult to evaluate PDUFA’s costs and benefits.
Since the inferential problems caused by this feature of the FDA’s regulatory
decisions are derived from a fundamental feature of state authority, namely
the singularity of the state’s decisions, epistemic problems confront efforts
to assess the FDA’s efficiency that exist independently of the interests the
FDA serves or the characteristics of its personnel.

V. CONCLUSION

While the study of administrative states often focuses on the interests they
pursue, the motives of their personnel, or the concentrated benefits and
dispersed costs of their decisions, this essay has examined the epistemic
problems caused by the singularity of administrative states’ regulatory
decisions, and considered how this feature of politics limits the generation

53 Philipson et al. use cost estimates derived from the FDA’s FAERS database, which collects
information from doctors, patients, and drug manufactures that believe drugs caused health
problems. However, the FDA explicitly warns that FAERS data cannot be used to measure
health incidents in the U.S. population as they dramatically underestimate the number of
health problems drugs cause. Hence, while Philipson et al. use FAERS data to claim Vioxx
caused 8,013 hospitalizations and 1,349 deaths, epidemiological data suggests Vioxx caused
88,000–139,000 heart attacks and 38,720–61,600 deaths. Compare Graham et al., “Risk of Acute
Myocardial Infarction,” 480 with Philipson et al., “Cost-Benefit Analysis,” 1320.
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of counterfactual knowledge necessary to assess the efficiency of their
actions.

These problems are not derived from administrative actors’ interests,
whether they are self-interested, or subject to regulatory capture. Indeed,
even if states are staffed by public-spirited experts and are immune to
organized groups’ influence, the singularity of their decisions frustrates
efforts to assess their efficiency. Thus, while one can observe whether a
given objective has been achieved, such as whether a rival army has been
defeated or a certain inflation or unemployment rate has beenmaintained, it
is difficult to know whether these outcomes were generated at minimum
cost, or whether different policies would have generated greater benefits
than those that were produced.

While such uncertainty frustrates administrative actors’ efforts to
approach the ideal of scientific expertise that legitimates their authority in
the minds of the public, these limits generate endless speculation regarding
the efficiency of administrative states’ actions, whether, for example, certain
policies prevented a recession from becoming worse than it would have
become, or whether such policies were unnecessarily costly and actually
prolonged economic hardship. If experiments are a critical component
necessary for generating scientific understanding of the world, the singu-
larity of the state’s decisions frustrates efforts to apply the experimental
method to political questions.54

The difficulty in conducting experimental tests of policies’ consequences
makes it difficult to falsify contending claims regarding their effectiveness,
or to decisively refute contending explanations regarding the causes of the
social conditions states seek to influence. Thus, instead of exhibiting the
progressive forms of understanding and control that scientific understand-
ing has generated over certain realms of the natural environment, modern
states limit the generation of counterfactual knowledge in ways that cause
politics to exhibit the forms of irrationality and myth that persisted in
scientific disciplines prior to the invention of the experimental method.55

While these problems are exacerbated by suboptimal incentives, partisan
bias, and bureaucratic intransigence, even if these features of modern pol-
itics were somehow eliminated, the singularity of modern states’ decisions
would still frustrate application of the experimental method to political
questions. Unfortunately, the methodological techniques social scientists
use tomitigate the inferential problems created by the absence of observable
counterfactual data exhibit their own problems and shortcomings. For
example, the differences between historical periods may frustrate efforts
to draw correct inferences fromprior regulatory experience, and differences

54 This is not to suggest that experiments automatically generate consensus, as there are
countless examples where scientific communities resisted novel, and experimentally valid,
findings. SeeMoti Nissani, “The Plight of the Obscure Innovator in Science: A Few Reflections
on Campanario’s Note,” Social Studies of Science 25 (1995): 165–83.

55 DeCanio, “Democracy,” 647–48.
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among states—political sub-units—may frustrate efforts to determine
whether social conditions and regulatory outcomes were caused by unob-
served variables. Even if states and regulatory systems are comparable,
differences in the societies political systems regulate may make it difficult
to assess the efficiency of the administrative state’s policy decisions.

These problems frustrate the development of scientific consensus regard-
ing the appropriate policy means for given ends, and make it difficult to
determine whether the administrative state could have produced better
regulatory outcomes at a lower cost. Hence, the singularity of states’ deci-
sions, and the way this feature of modern politics reproduces the funda-
mental problem of causal inference in empirical reality, causes well-
meaning experts, elected officials, and citizens alike to exhibit intractable
disagreements over questions regarding rival policies’ efficacy—disagree-
ment that would persist even if there were widespread social agreement on
the ends public policy should advance.

Many recommendations for reforming administrative pathologies
merely transfer these problems to a different set of actors, either laymen
citizens or elected officials, whose decisions confront the same epistemic
challenges facing expert bureaucrats. These problems are merely exacer-
bated if society evolves over time, if novel innovations in knowledge or
technology generate newwants, opportunities, and pathologies, or if social
preferences are themselves subject to change.

However, this indicates that political disagreement may persist, not due
to self-interest, corruption, or value conflicts, but because it is difficult to
falsify hypotheses about policy effectiveness with the same forms of cer-
tainty that controlled experimentation grants over other realms of scientific
knowledge. Hence a specific feature of the administrative state’s power
frustrates its efforts to identify and adopt rational regulatory policies and
prevents the analysis of public policy from developing the forms of consen-
sus exhibited in disciplines that are more amenable to the experimental
method, such as the medical treatment of disease. As these problems are
derived from the specific way the state’s authority limits the scientific
understanding of politics, it is difficult to see how they can be ameliorated
or overcome.
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