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FDA’S REVOLVING DOOR:
RECKONING AND REFORM

Laura Karas*

Recent controversy over the FDA’s approval of the Alzheimer’s therapy 
Aduhelm (aducanumab) and the Duchenne muscular dystrophy therapy Exondys 
51 (eteplirsen) called into question the impartiality and independence of high-level 
FDA regulators. Atypical associations between FDA regulators and 
pharmaceutical company sponsors, in addition to fierce internal disputes over the 
adequacy of the evidence, elicited criticism and triggered concern about potential 
undue influence at the FDA. The revolving door is one persistent source of undue 
influence that overshadows the discharge of FDA regulators’ duties to the public. 
Exit from government to private-sector employment via the “revolving door” is a 
frequent occurrence at administrative agencies like FDA. This Article offers a 
scoping analysis of the revolving door at the FDA specifically. Drawing on insights 
from many disciplines, including legislative history of existing revolving door 
prohibitions, the scholarship on regulatory capture, the psychology of gift-giving, 
and fiduciary theory, this Article approaches an old problem with new insights and 
situates the discussion of the revolving door at the FDA in a contemporary context.  

In the background of FDA decision-making lingers the time-limited nature of 
an official’s tenure at the agency, which is especially true for political appointees 
on whom rest some of the agency’s most critical decisions. To believe that a 
regulator will make decisions unaffected by the prospect of lucrative private-sector 
employment in a regulated industry places unrealistic faith in the idea that human 
behavior is the product of conscious choices over which we have full control. The 
dangers of the revolving door can be understood as a product of conscious and 
unconscious influence that generates a risk of bias in favor of regulated entities 
with whom private employment may later be sought. As with bias in adjudication, 
it is that risk, even in the absence of actual proven bias, that requires mitigating 
measures.

Even when regulators’ decision-making remains fully aligned with the public 
interest, institutional legitimacy suffers whenever the potential for bias exists. This 
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2 STANFORD LAW & POLICY REVIEW [Vol. 34:1

is especially true because those outside of the agency lack the information and 
expertise needed to make proper ex post assessments of the validity of highly 
specialized, highly technical decisions such as whether to approve a new drug or 
biologic therapy. The corrosive effects of the revolving door on public perceptions 
of agency decision-making thus prove resistant to easy solutions. Ultimately, this 
Article argues in favor of conceptualizing the FDA’s revolving door as an 
institutional problem, even when it acts through the decisions of individual 
regulators. Because revolving door-induced conflicts of interest find expression 
through exercises of discretion, layered and multifarious checks on the discretion 
on senior FDA officials offer the public the greatest assurance of impartiality in 
the outcomes that matter most to the nation’s health and welfare.  

INTRODUCTION .............................................................................................. 2�
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INTRODUCTION

A more than century-old problem continues to plague government at all 
levels: the movement of government officials through the so-called “revolving 
door” between government and the private sector. The frequency and fluidity 
with which government employees alternate between public-serving roles and 
private-sector roles, sometimes but not always representational in nature, remain 
an enduring cause of consternation and mistrust. Time-limited restrictions on 
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2023] FDA’S REVOLVING DOOR 3

representational activities and influence-peddling after officials leave 
government employment have provided an imperfect bandage for a lasting 
problem.1 The U.S. Food and Drug Administration (FDA), guardian of the safety 
and effectiveness of our nation’s pharmaceutical therapies and overseer of a 
variety of consumer products, is not immune from the revolving door 
phenomenon, especially as it entails government-to-industry job transitions.2 An 
investigation by the peer-reviewed journal Science of 16 FDA medical examiners 
who later left the agency found that 11 took post-government employment with 
the companies that they had formerly regulated.3 Jeffrey Siegel, for example, an 
FDA regulator who oversaw review of the New Drug Application (“NDA”) for 
Genentech’s Actemra (tocilizumab) while at the FDA, later joined Genentech as 
Global Head of Rheumatology and Rare Diseases.4 Former FDA Commissioner 
Dr. Scott Gottlieb joined the Board of Directors of Pfizer within four months of 
announcing his resignation as FDA commissioner in early March of 2019, a rapid 
pivot back to industry that drew pointed criticism from many.5 Among Gottlieb’s 
achievements as commissioner was a Biosimilars Action Plan to promote the 
development of follow-on versions of biologic products.6 Pfizer happens to be a 

���)33��3	5	
�(3D=:D7<5��==@�&@=6707B7=<A
�)��X
����������.�����'��
�
���������L>��
��
� �����
� ?KKGJ�

G<ID8�::
'�")�(4.&�� �I8@>� #FCD8E� �� �8I8CPE�  JJ<I
� ):=E7<5� B63�
�323@/:�(3D=:D7<5��==@
�+�����
�
�����%LCP���
������
�?KKGJ�

G<ID8�::
.�����5�3��EFK@E>�
K?8K� DFJK� JK8K<J� ?8M<� 8� FE<�P<8I� CF99P@E>� I<JKI@:K@FE� 8=K<I� F==@:@8CJ� C<8M<� F==@:<� 9LK�
I<:FDD<E;@E>�8K�C<8JK�8�KNF�P<8I�G<I@F;�@E�FI;<I�KF�:FM<I�K?<�C<E>K?�F=�8�C<>@JC8K@M<�:P:C<���

��� DG@I@:8C�;F:LD<EK8K@FE�F=�K?<�I<MFCM@E>�;FFI�G?<EFD<EFE�8K�K?<�!���@J�C@D@K<;����
JKL;P�F=�=@=KP�=@M<�?<D8KFCF>P�FE:FCF>P�D<;@:8C�I<M@<N<IJ�<DGCFP<;�9P�K?<�!���=IFD������
KF������ =FLE;�K?8K
�F=� K?<�E<8ICP�?8C=�N?F�C<=K� K?<�!��
������������N<I<�<DGCFP<;�9P�FI�
:FEJLCK<;� =FI� K?<�9@FG?8ID8:<LK@:8C� @E;LJKIP��%<==I<P��@<E���1@E8P�+I8J8;
�'<KK<I
��CBC@3�
 =0A� =4� ���MA� �/3;/B=:=5G�%<1=:=5G� (3D73E3@A
� ���� ��
�
�	� (���� %�� �
� ���� �������
�:FDD<EK@E>�K?8K�U6K7?<�KI8EJ@K@FE�=IFD�I<>LC8KFI�KF�8;M@J@E>�:FDG8E@<J�J<<DJ�CF>@:8C
�9LK�@K�
I8@J<J�:FE:<IE�8J�KF�N?<K?<I�I<>LC8KFIJ�8:K�@E;<=8K@>89CP�@E�K?<�GL9C@:�@EK<I<JKV���

����?8IC<J�+@CC<I
��A����MA�(3D=:D7<5��==@�%>3<�*==�-723�
�����.�
�������
������������
�	� )33� 72	��A33�/:A=�'8LI8�!I8J<I
����=::/0=@/B7D3��44=@B
�"�������	� �%LE<��
������
�

?KKGJ�

G<ID8�::
���-�- &����:K<DI8� @J�!���8GGIFM<;� KF� KI<8K� 8;LCKJ� N@K?�DF;<I8K<� KF�
J<M<I<�I?<LD8KF@;�8IK?I@K@J�N?F�?8M<�I<JGFE;<;�@E8;<HL8K<CP�KF�8�KLDFI�E<:IFJ@J�=8:KFI��/)!��
8EK8>FE@JK���1B3;@/�"/03:
�0�.��!��������������
��
� ?KKGJ�

G<ID8�::
�%5 ��#�,��/?<�
!��XJ� I<MFCM@E>�;FFI�D8;<�?<8;C@E<J�P<K�8>8@E� I<:<EKCP�N?<E�8E�F==@:@8C� @E� K?<�8><E:PXJ�
�<EK<I�=FI�/F98::F�+IF;L:KJ�:?FJ<�KF�C<8M<�K?<�8><E:P�=FI�8�GFJ@K@FE�8K� KF98::F�9<?<DFK?�
+?@C@G�(FII@J���?I@JK@E8�%<N<KK
��	�	�	�*=0/11=�)173<13�%44717/:�*/93A� =0�/B�&67:7>�#=@@7A
�
)�4��/
�����%LCP���
�����
�������(�
�?KKGJ�

G<ID8�::
���#�'��(��

�	�)33�)1=BB��=BB:730��:31B32�B=�&47H3@MA��=/@2�=4��7@31B=@A
�+�
�����%LE<���
�����
�������
+(�
�?KKGJ�

G<ID8�::
#�2���4�%��'8LI@<�(:"@EC<P
�'<EEP��<IEJK<@E���%FJ?��8NJ<P
�����
�=;;7AA7=<3@��=BB:730��-6=�(/7A32��:/@;A��0=CB�*33<�,/>7<5��(3A75<A
�2��	��+�����(8I��
�
�����
������+(� ./�
�?KKGJ�

G<ID8�::
.��,���,5�� I@:�.8>FEFNJBP
��C3�B63�K(3D=:D7<5�
�==@L��@7B717A;���=@;3@������=;;7AA7=<3@��=BB:730� =7<A�&47H3@MA��=/@2
�!
�����+	�����
�%LE<���
�����
��������(�
�?KKGJ�

G<ID8�::
2�4(�/4(0��&8I<E�#F9<IK�!CPEE
��=@��75�
&6/@;/�� B63� (3D=:D7<5� �==@� !33>A� )>7<<7<5
� /	��#


� �%LCP� ��
� ����
� ����� +(�  /�
�
?KKGJ�

G<ID8�::
�+1!�.121��

���.:FKK�"FKKC@<9
�-<D8IBJ�=IFD�!����FDD@JJ@FE<I�.:FKK�"FKKC@<9
�(���
�8J�GI<G8I<;�
=FI�;<C@M<IP�8K�K?<��IFFB@E>J�$EJK@KLK@FE�FE�K?<�I<C<8J<�F=�K?<�!��XJ��@FJ@D@C8IJ��:K@FE�+C8E�
�%LCP���
������
�?KKGJ�

G<ID8�::
/0�0�"��.��



44906-stl_34-1 Sheet No. 6 Side B      02/15/2023   10:10:40

44906-stl_34-1 S
heet N

o. 6 S
ide B

      02/15/2023   10:10:40

50897BCD33FB775B3ECE35967D31F02C.DOCX (DO NOT DELETE) 2/13/23 11:09 PM 

4 STANFORD LAW & POLICY REVIEW [Vol. 34:1

leading maker of biosimilars.7
Gottlieb is not unique among FDA commissioners in availing himself of 

post-FDA employment in industry; in fact, news sources report that every former 
FDA commissioner but one from the early 1980s through Gottlieb’s tenure 
ending in 2019 held a position in the pharmaceutical industry after leaving the 
FDA.8 The most recent former FDA commissioner, Dr. Stephen Hahn, accepted 
executive positions in a biotech-focused venture capital firm, Flagship 
Pioneering, and a device company, YourBioHealth, after leaving his post at the 
FDA.9 Flagship Pioneering happened to have founded Moderna, maker of a 
COVID-19 vaccine that received an Emergency Use Authorization (“EUA”) 
during Hahn’s tenure and that yielded Moderna billions of dollars in sales 
revenue.10

At first blush, it may seem reasonable for former top FDA regulators to put 
their knowledge and expertise to use where it is most relevant and most highly 
valued, which for many former FDA regulators is in the biopharmaceutical and 
biotechnology industries. And, for the more than 18,000 full-time civilian 
employees of the FDA, a post-agency job in a private-sector company of the kind 
the FDA regulates might be the most readily attainable and most logical career 
move.11 But, for more than a century, the United States has had federal ethics 
laws that place limits on the private-sector, post-government employment of 
former government officials. These laws aim chiefly at deterring the use of 
confidential government knowledge to advance private-sector objectives and 
preventing unseemly use of government connections to influence the agencies, 
departments, or other seats of government from which employees depart.12
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An issue related to the revolving door is the influence of politics at the FDA, 
hardly a new concern13 but one that has attracted renewed attention during the 
COVID-19 pandemic.14 Scholars and former regulators have debated whether 
the FDA should have greater insulation from the executive branch and perhaps 
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6 STANFORD LAW & POLICY REVIEW [Vol. 34:1

even be remodeled as an independent agency.15 Some have suggested “drawing 
a line between [the FDA’s] broad policy decisions, which elected and appointed 
officials may appropriately influence, and decisions about specific applications 
before the agency, which should be shielded from such influence.”16 Yet the 
practicality of a workable division between overarching policy on the one hand 
and specific applications or scientific evaluations, on the other, is dubious. Policy 
inevitably trickles down to affect specific decisions, including decisions on drug 
applications before the FDA.17 Ultimately, the “scientific components”18 of the 
FDA’s work cannot be meaningfully detached from its value-laden decisions 
about the rapidity of drug approvals, for example, or the level of evidence needed 
to approve them. Politics may or may not have a more legitimate role to play in 
FDA decision-making than does industry influence, but undoubtedly it 
represents a nonnegligible influence that informs the agency’s work. Any 
discussion of politicization of the FDA should be reframed as part of a larger 
discussion over the various forces and unseen influences that affect FDA 
decision-making and the degree to which each should be tolerated, eliminated, 
or mitigated. 

This Article proceeds in five Parts. Part I frames the discussion of revolving-
door concerns with respect to the FDA by highlighting recent controversy over 
some of the FDA’s decisions on drug applications that have called into question 
the neutrality and independence of high-level FDA regulators. This Article is not 
meant to suggest that any particular FDA official has engaged in improper acts 
or was improperly motivated by outside influences. Rather, this Article seeks to 
address a larger problem raised by these high-profile controversies: the potential 
for industry-related conflicts of interest (and this Article focuses on one 
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2023] FDA’S REVOLVING DOOR 7

particular source of conflict, the prospect of post-agency employment in 
industry) to influence—intentionally or unintentionally, consciously or 
unconsciously—senior FDA officials’ most critical decisions. Part II reviews the 
primary federal statutory provisions that address the revolving door between 
government and the private sector, considers reactions to post-employment 
restrictions in legislative history, and puts forth a conception of post-agency 
employment in industry as a form of regulatory capture. Part III utilizes insights 
from behavioral science and critical realist scholarship to examine what impact 
potential future employment in industry could have on agency officials while in 
office and whether this impact can be properly mitigated by traditional strategies 
such as time-limited cooling-off periods, blind reliance on good intentions, or 
efforts at transparency. Part IV examines the fiduciary role of agencies such as 
the FDA and reframes agency discretion in light of the familiar principal-agent 
problem. Part V considers various mechanisms to address the risk of biased 
decision-making that the revolving door generates and ultimately argues in favor 
of additional process safeguards that can serve as a check on exercises of 
discretion at the agency. 

I. RECENT CONTROVERSY AT THE FDA
The COVID-19 pandemic has placed a spotlight on the critically important 

work of the FDA to approve therapeutics, including drugs, vaccines, and other 
biologics, that promote the public’s health. Yet, over the past two years, the FDA 
has come under fire for approval decisions that many within and outside of the 
agency have criticized as lacking sufficient evidence of safety or efficacy. The 
FDA issued, and fewer than twelve weeks later revoked, an EUA for antimalarial 
drugs hydroxychloroquine and chloroquine, determining in June 2020 “based on 
a review of new information and a reevaluation of information available at the 
time the EUA was issued” that the criteria for EUA authorization were no longer 
met.19 In its revocation decision, the FDA concluded that “it is no longer 
reasonable to believe that . . . [hydroxycholorquine and chloroquine] may be 
effective in treating COVID-19, nor is it reasonable to believe that the known 
and potential benefits of these products outweigh their known and potential 
risks.”20 The FDA acknowledged on its website that “[t]he EUA was based upon 
limited evidence that the medicines may provide benefit,”21 and that randomized 
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8 STANFORD LAW & POLICY REVIEW [Vol. 34:1

clinical trial data had failed to show evidence of clinical benefit in hospitalized 
COVID-19 patients, while serious and sometimes fatal arrythmias—well-known 
side effects of these drugs—were observed.22 Whether the EUA was properly 
granted in the first place remains an open question, but the incident sparked 
criticism from former FDA officials and others who considered the decision rash 
and potentially politically motivated.23

In June 2021, the FDA approved the Alzheimer’s treatment Aduhelm 
(aducanumab)24 over objections from the FDA advisory committee assembled to 
review it and over a chorus of objections from “senior agency officials [who] 
resoundingly agreed that there wasn’t enough evidence it worked.”25 Hailed by 
the agency as the “first therapy to target and affect the underlying disease process 
of Alzheimer’s,”26 Aduhelm received approval under an expedited review 
pathway termed accelerated approval, which permits approval of drugs and 
biologics serving an unmet medical need on the basis of a surrogate endpoint, “a 
marker . . . thought to predict clinical benefit.”27 That marker in the case of 
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Aduhelm is beta-amyloid plaque, a central nervous system protein aggregation 
that accumulates in Alzheimer’s disease.28 Importantly, however, Aduhelm was 
not initially reviewed under the accelerated approval pathway; instead, the final 
decision to approve it under this pathway was made in the spring of 2021 at the 
discretion of top FDA officials and without input from the advisory committee.29

The FDA subjects drugs and biologics approved under accelerated approval to 
requirements for Phase IV (postmarketing) clinical trials to confirm clinical 
benefit, and it indicates on its website that “[a]pproval of a drug may be 
withdrawn or the labeled indication of the drug changed if trials fail to verify 
clinical benefit or do not demonstrate sufficient clinical benefit to justify the risks 
associated with the drug.”30 As a condition of Aduhelm’s approval, the FDA has 
required Biogen to conduct just such a randomized clinical trial to verify the 
therapy’s clinical benefit.31

Within days of Aduhelm’s approval, several members of the FDA advisory 
committee that reviewed the therapy resigned.32 The committee had previously 
voted “no” on the question of whether Aduhelm’s study results were “primary 
evidence of effectiveness” of the therapy to treat Alzheimer’s disease and instead 
“recommended that there should be substantial evidence relating specific 
biomarkers to disease progression before there is a determination that the 
clearance/reduction of these biomarkers are truly related to clinical benefit 
(cognitive improvement).”33 One advisory committee member who was among 
the resignees remarked on Twitter that “[a]ccelerated [a]pproval is not supposed 
to be the backup that you use when your clinical trial data are not good enough 
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10 STANFORD LAW & POLICY REVIEW [Vol. 34:1

for regular approval.”34 The abrupt resignations and subsequent public comments 
from resignees on various news and social media outlets served as an open 
rebuke of the FDA’s decision on Aduhelm.35

What otherwise might have been a widely lauded milestone in the history of 
drug approvals had quickly become mired in controversy. In addition to the 
public airing of the agency’s internal disagreement over the drug’s merits, 
concerns emerged about Aduhelm’s price in light of its uncertain efficacy and 
the questionable relationship between the agency and drug maker Biogen.36

News reporting uncovered a series of meetings and interactions between Biogen 
employees and key FDA officials, including Dr. Billy Dunn, the FDA’s Director 
of the Office of Neuroscience within the Center for Drug Evaluation and 
Research (“CDER”).37 The interactions allegedly formed part of a coordinated 
“campaign” by Biogen, designed to achieve FDA approval of Aduhelm, in which 
FDA regulators “played an extraordinarily proactive role” to help the drug gain 
approval.38 Multiple federal investigations ensued: the House Committee on 
Oversight and Reform opened an investigation within weeks of Aduhelm’s 
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approval,39 and in August 2021, the Office of Inspector General (OIG) of the 
Department of Health and Human Services (HHS) announced an investigation 
focused on the FDA’s accelerated approval pathway.40 In December 2022, the 
Committee on Oversight and Reform, in conjunction with the House Committee 
on Energy and Commerce, released a staff report concluding its eighteen-month 
investigation that corroborated “atypical procedures and deviat[ions] from the 
agency’s own guidance” during Aduhelm’s review.41 Among the report’s 
findings were a high volume of interactions between the FDA and Biogen, many 
of which the agency failed to document in accordance with agency procedure, if 
at all.42

Aduhelm is not the only recently approved therapy that has incited 
controversy and prompted public scrutiny of the agency and its relationship with 
the pharmaceutical industry.43 In 2016, the accelerated approval of Exondys 51 
(eteplirsen), a messenger RNA-targeted therapy for Duchenne muscular 
dystrophy, led an official within the FDA—then-Director of the Office of Drug 
Evaluation-I Dr. Ellis Unger—to formally appeal the FDA’s decision, a rare 
course of action within the agency.44 Eteplirsen increases levels of functional 
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dystrophin, a protein nearly absent in Duchenne’s patients.45 Unger argued that 
the approval was imprudent on both scientific and policy grounds; in his view, 
the study results were inadequate to demonstrate that eteplirsen’s effect on 
dystrophin production was “reasonably likely to predict clinical benefit.”46

Instead, he reasoned that “the effect size . . . appears to be too small to provide 
benefit,” noting “I can find no precedent of an accelerated approval for a 
marketing application where the effect size on the surrogate endpoint is as small 
as 0.3%.”47 Despite ultimately approving eteplirsen, Dr. Janet Woodcock, then-
Director of the CDER and recent Acting Commissioner, reportedly recognized 
that “serious and significant flaws [existed] in the study design” of trials to assess 
the therapy.48 Ultimately, Dr. Woodcock deemed the evidence sufficient for 
approval, especially in light of the otherwise unmet need for treatment of this 
rare pediatric disease.49 Then-Commissioner Robert Califf (also the current 
Commissioner under the Biden Administration) ultimately deferred to the 
decision of Dr. Woodcock, whose precise role in the Aduhelm controversy 
remains unclear.50

A key commonality between the Aduhelm and eteplirsen controversies is the 
use of accelerated approval: both therapies were approved on the basis of a 
surrogate endpoint, and disagreement existed as to whether each therapy’s effect 
on the surrogate endpoint was reasonably likely to predict clinical benefit in 
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order to meet the statutory standards for accelerated approval.51 Commissioner 
Califf drew the internal dispute regarding eteplirsen to a close by concluding that 
reasonable minds could disagree about whether change in a surrogate endpoint 
is “‘reasonably likely’ to predict a clinical benefit.”52 In other words, he framed 
the decision as an exercise of professional judgment and official discretion,53

thereby defending the therapy’s approval and establishing a precedent of 
deference to the Director of the CDER and a precedent supporting a capacious 
interpretation of the statutory standards for accelerated approval.54

There is, however, another significant commonality between the 
controversies involving eteplirsen and Aduhelm: both implicate extensive and 
unusual levels of involvement of top FDA officials in the drug approval 
process.55 This important aspect of the controversies goes beyond any debate 
regarding accelerated approval and instead draws attention to individual 
decision-making and discretionary authority accorded top FDA officials. If an 
accelerated approval decision comes down to professional judgment, as 
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Commissioner Califf contended, then it begs the question why the OIG has 
apparently chosen to focus its investigation on the legitimacy of accelerated 
approval rather than on the FDA officials whose judgment produced the 
contested approval decision. Put differently, the controversy related to 
accelerated approval derives from an exercise of judgment based on more limited 
evidence than would be needed for a standard approval; that exercise of judgment 
may have been subject to unwanted bias, and potential bias should be a matter of 
concern to the OIG.56

Imprudent agency decisions to approve new therapeutics due to conflicts of 
interest have the potential to cause harm to patients and could cost patients and 
public programs billions of dollars for ineffective or even dangerous drugs.57 The 
relationship between the FDA and industry gives rise to conflicts of interest; yet, 
that relationship is perhaps inevitable. The FDA is uniquely positioned among 
federal agencies to work in close collaboration with industry, which is an 
important stakeholder for the agency. The FDA is a gatekeeper to every new drug 
and biologic approval—an arduous, technically demanding, and expensive 
process that long precedes submission of an NDA or Biologics License 
Application (“BLA”) (and their abbreviated counterparts for generics and 
biosimilars) and often extends far beyond the date of market approval due to 
industry and agency obligations for post-marketing surveillance. The absence of 
a collaborative relationship between industry and the FDA would portend 
disaster for both parties.

At the same time, however, the FDA’s decision to approve or reject a drug 
or biologic application impacts the financial success of one of the largest and 
most powerful industries in the United States. The FDA’s grant of approval is a 
critical milestone for a pharmaceutical company; without it, a company cannot 
achieve a return on its investment. In effect, the FDA’s symbiosis with industry 
has become a double-edged sword, giving rise to conflicts of interest and 
inducing what scholars have termed “regulatory capture,” a phenomenon by 
which regulation favors the interests of regulated entities as a result of “the intent 
and action of the [regulated] industry itself.”58

��	�)33�(@:?8<C�%��#8P<J�8E;�1@E8P�+I8J8;
� JJ8P
��7</<17/:��=<4:71BA�=4��<B3@3AB�/B�����
�@C5��2D7A=@G��=;;7BB33�#33B7<5A
����#���
���������-������
������������EFK@E>�K?8K�;IL>J�
JL:?� 8J� FE:FCF>P� ;IL>J
� N?@:?� 8I<� UAL;><;� 98J<;� FE� >I8P� <M@;<E:<T=@E;@E>J� =IFD�
I8E;FD@Q<;�JKL;@<J�FI�=IFD�JKL;@<J�8JJ<JJ@E>�FECP�JLIIF>8K<�<E;�GF@EKJTC<8M<�DFI<�IFFD�=FI�
AL;>D<EK�8E;�I8@J6<7�K?<�GFK<EK@8C�=FI�9@8JV���

��	�)33�� 3	5	
��C<O8E;<I� <K� 8C�
� AC>@/� EFK<� ��
� 8K� ���� �U�CK?FL>?� !��� I<>LC8K@FE� @J�
J<G8I8K<�=IFD�:FM<I8><�8E;�I<@D9LIJ<D<EK�HL<JK@FEJ
�K?<�J:@<EK@=@:8CCP�LEALJK@=@<;�C89<C�D8P�
C<8;�KF�9@CC@FEJ�F=�;FCC8IJ�@E�LEE<:<JJ8IP�(<;@:8I<�<OG<E;@KLI<J
�<M<E�@=�8�E8K@FE8C�:FM<I8><�
;<K<ID@E8K@FE�@J�LCK@D8K<CP�D8;<�V����

�������
�
����������������
�����(���
�+������
���-���
���������������.���
�
�
$��������$��
����������#������'
�
��$�������������(@:?8<C����'@M<IDFI<���-@:?8I;�'��
-<M<JQ
� �/<� �F31CB7D3� (3D73E� �3:>� &@3D3<B� �/>BC@3�
� 7<� +������
��� -���
������
���������.���
�
� $�������� $��
����������#������'
�
�� $�����
����� ������� �U/8B@E>�8�
I<C8K@M<CP� 9IF8;� M@<N
� �� �� �� :8GKLI<� :8E� 9<� LE;<IJKFF;� KF� F::LI� N?<E� FI>8E@Q<;� >IFLGJ�
JL::<JJ=LCCP�8:K�KF�M@E;@:8K<�K?<@I�@EK<I<JKJ�K?IFL>?�>FM<IED<EK�GFC@:P�8K�K?<�<OG<EJ<�F=�K?<�



44906-stl_34-1 Sheet No. 12 Side A      02/15/2023   10:10:40

44906-stl_34-1 S
heet N

o. 12 S
ide A

      02/15/2023   10:10:40

50897BCD33FB775B3ECE35967D31F02C.DOCX (DO NOT DELETE) 2/13/23 11:09 PM 

2023] FDA’S REVOLVING DOOR 15

Of course, the FDA does far more than approve or reject drug and biologic 
applications.59 It also monitors drug safety after marketing begins and issues 
safety alerts when they are warranted;60 it can request drug recalls and oversees 
the drug recall process;61 it conducts criminal investigations and enforcement for 
counterfeit, misbranded, and adulterated products,62 to name just a few of its 
responsibilities in the pharmaceutical domain. And the FDA’s regulation bears 
on industries far broader than the pharmaceutical industry, including makers of 
over-the-counter drugs, supplements, medical devices, tobacco products, food, 
nutritional products, and animal feed, among others.63 There are thus myriad 
ways in which a lack of neutrality in FDA officials’ dealings with industry could 
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surface in agency decisions. This Article focuses on the biopharmaceutical 
industry and on one particular type of conflict of interest—that arising from 
private-sector, post-government employment of FDA regulators—in order to 
bring to light a persistent source of conflict overshadowing the discharge of FDA 
regulators’ duties to the public.

II. FEDERAL REVOLVING DOOR LAWS
AND THE THEORY OF REGULATORY CAPTURE

A. The “Revolving Door” Between Government and the Private Sector 
The shuttle by top Washington lawyers between Government and private 
practice is fabled. They move back and forth, alternately serving public 
and self. Other professionals shuttle freely among Federal agencies, their 
defense contractors, think tanks, consulting firms, universities, and state 
and city agencies. The cozy ties between these former (and future) officials 
and their erstwhile colleagues are a troubling reality of capital life.64

The phenomenon described in this excerpt from a 1979 New York Times
article has been termed the “revolving door,” the movement of government 
officials between public- and private-sector employment, and in particular, from 
the role of regulator to the status of an employee or representative of a regulated 
interest. Revolving door entry into government from the private sector is 
sometimes differentiated from the revolving door transition out of a government 
role into the private sector.65 Various aspects of the revolving door raise concern: 
First, government regulators with prior ties to private-sector industries they 
regulate may approach their regulatory work with partiality toward their former 
employers. Private-sector work experience may cause regulators to identify with 
or feel sympathy toward the regulated entity, or at the least, to better understand 
the perspective of the regulated business.66 Second, a government regulator with 
no prior ties to the regulated industry stands in a position to later gain 
employment in a regulated industry, raising a risk of bias toward the very 
business entities that may one day be the source of a former regulator’s 
livelihood. The latter revolving door problem—that is, the transition from 
government to a regulated industry or to a position that serves the regulated 
industry—is the focus of this Article, although both revolving door entry and exit 
produce a similar risk of actual and perceived bias while working in a public-
serving capacity.

Another prefatory distinction warrants mention. The revolving door creates 
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2023] FDA’S REVOLVING DOOR 17

a risk of more than one type of unwanted influence: the first is partiality or 
leniency that the incumbent regulator may display toward regulated entities; the 
second is the potential for a transfer of “insider” public-sector knowledge to a 
private-sector employer after leaving government; and the third is the potential 
for a former government official to leverage connections to the department or 
agency from which he or she has exited to the advantage of a private entity. This 
Article will focus primarily on the first type of influence and to a lesser extent 
on the second and third. Federal revolving door laws, discussed next, are chiefly 
keyed to addressing the third form of influence, representation of private interests 
before one’s former agency or department. 

Current federal post-employment restrictions regulating the revolving door 
between government and the private sector reside in 18 U.S.C. § 207. The origins 
of this statutory provision trace in part to federal ethics laws enacted in the 1960s, 
which were later amended by the Ethics in Government Act of 1978.67 The Ethics 
in Government Act, enacted in the aftermath of the Watergate scandal, marked a 
major milestone in the development of modern ethics legislation governing 
public officials. In 1979, after the passage of the Ethics in Government Act but 
before the law took effect, the U.S. House of Representatives held hearings over 
concerns that the Act’s post-government employment restrictions were 
ambiguous and unduly onerous, risking an exodus from government employment 
and potentially discouraging individuals from entering public service in the 
future.68 Although portions of the Ethics in Government Act were repealed and 
replaced, the provisions imposing post-employment restrictions largely remain, 
albeit with subsequent amendments.69

Current measures that apply to all executive branch employees include a 
“lifetime ban on switching sides” and a two-year prohibition on representation 
for matters within an employee’s official responsibility.70 The lifetime ban 
consists of a permanent ban on knowingly making a communication or 
appearance before any government entity (“any officer or employee of any 
department, agency, court, or court-martial of the United States or the District of 
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Columbia”71) on specific matters in which the employee “participated personally 
and substantially” while in government service72 and for which the United States 
either “is a party or has a direct and substantial interest.”73 The two-year 
restriction on representation applies to “a particular matter” that had been under 
the employee’s official responsibility within one year of termination of the 
employee’s government service.74 In contrast to the lifetime ban on switching 
sides, the two-year prohibition does not contain a requirement for an employee 
to be “personally and substantially” involved in the matter and therefore may 
apply to a wider range of matters.75 A one-year restriction, often termed a 
“cooling-off period” or “no-contact bar,”76 under 18 U.S.C. § 207(c)(1) prohibits 
senior employees from “knowingly mak[ing], with the intent to influence, any 
communication to or appearance before . . . the department or agency in which 
such person served . . . in connection with any matter.”77 Very senior executive 
branch personnel must comply with a two-year prohibition of the kind faced by 
senior employees under section 207(c)(1); in addition, they are prohibited from 
knowingly making a communication to or appearance before certain members of 
the executive branch in any federal department or agency for two years.78

Violations of 18 U.S.C. § 207 are crimes punishable by imprisonment under 18 
U.S.C. § 216.

In reaction to the passage of the Ethics in Government Act’s expanded post-
employment restrictions, many top government officials voiced objections to the 
restrictions. First, they could have a reach and scope far broader than legislators 
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intended.79 Second, they could induce senior officials to exit government 
prematurely and prevent government employees from being gainfully employed 
after leaving government.80 Third, they may discourage entry into government in 
the first instance.81 Fourth and finally, they may impose an oppressive 
administrative burden on employees who in good faith attempt to avoid 
violations of the Act.82

Yet these objections must be weighed against the desirable effects of post-
employment restrictions, which were motivated in part to address the frequency 
of the revolving door phenomenon that put in jeopardy the confidentiality and 
integrity of the government’s work and that tended to erode public trust in 
government.83 The existence of post-employment provisions was intended in part 
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to manage public perceptions of the ability of government employees to unfairly 
benefit from their prior work.84 In a 1979 hearing before the House Committee 
on the Judiciary, former Director of the Federal Office of Personnel Management 
Alan Campbell described this aspect of the law’s underlying goals as it applied 
to the one-year cooling-off period: 

In terms of the 1-year bar, it seems to us appropriate that there be that kind 
of restriction in order to provide a clear signal that experience and activity 
will not be one in which a person could step from one side of the issue to 
the other side of the issue, and in that manner be able to take advantage of 
that situation. The 1-year bar is in many ways, I would argue, the most 
important provision in relationship to dealing with the public perception of 
how people who serve for a while in the Federal Government are able to 
take advantage of it.85

Despite a negative initial reaction to the restrictions among many 
professionals and government employees, the predicted en masse departure of 
government employees did not take place, and post-employment restrictions 
persisted.86 Nearly ten years later, in 1988, officials from government and the 
private sector once again debated the merits of post-employment restrictions for 
federal employees in hearings before the House Judiciary Committee. Acting 
Assistant Attorney General of the Criminal Division of the Department of Justice 
(“DOJ”) John Keeney testified before the House that “we believe the present 
section 207 strikes a delicate balance between public and private interests,” 
noting that the “right to earn a living can, and should, be limited if there is a 
sufficient nexus between the former government employee’s official 
responsibilities and a post-employment activity to create the potential for a 
conflict or for the exercise of improper influence.”87 Keeney went on to testify 
that:

[A]ny bar on post-government employment activity should be grounded on 
the idea that the prohibited activity has a potential either for causing the 
employee to use specific information gained about a private party or the 
government while working on a matter, or for the employee to exert 
improper influence after leaving government service.88

Time-limited employment restrictions, which indisputably were meant to 
strike the balance that Keeney described between public and private obligations, 
apply to all but the permanent restriction of section 207(a)(1), which is triggered 
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by personal and substantial participation89 in particular matters involving a 
specific party or parties.90 Both 18 U.S.C. § 207(a)(1) and § 207(a)(2) are 
tethered to particular matters in which an employee participated or over which 
an employee had responsibility, and consequently, their scope is largely 
circumscribed. The one-year “no-contact” ban is far broader, but only concerns 
representation before the agency or department in which a high-level employee 
served.91 Not directly addressed in section 207’s prohibitions, however, is the 
possibility that the employee could exert improper influence outside of dealings 
with the government (or a foreign government). In other words, the prohibitions 
imposed in section 207 take aim at representation before a government 
department or agency, thereby leaving unaddressed the potential for a former 
government employee to exert improper influence indirectly or in a manner that 
does not involve representation before any branch or arm of government.

Importantly, the prohibitions are all post-hoc, taking effect during the period 
after the employee leaves office, seemingly without the direct intent to preempt 
conflicts of interest or achieve impartial decision-making while the employee 
remains in office. Existing post-employment restrictions thus appear inadequate 
to prevent biased decision-making by incumbent government regulators who 
may anticipate future employment in a regulated industry.92

Within the legal profession, rules of professional conduct prevent some of 
the same forms of prohibited conduct found in 18 U.S.C. § 207. Mirroring the 
language of 18 U.S.C. § 207(a)(1), Model Rule 1.11 forbids attorneys who 
formerly served as government employees or public officers from 
“represent[ing] a client in connection with a matter in which the lawyer 
participated personally and substantially as a public officer or employee,” unless 
the former government employer consents to the representation,93 or from using 
information obtained during government service to the disadvantage of the 
government.94 The Model Rule goes on to impose obligations on the firm at 
which a so-called “disqualified” lawyer works to ensure that this lawyer is 
appropriately cordoned off from the matter, both with respect to representation 
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and compensation.95 Other rules, though not specific to former government 
employees, govern attorney representation when conflicts of interest arise with 
current or former clients.96 Of course, government employees come from a range 
of professional backgrounds, the legal profession being only one of them, and 
attorneys may work in a non-legal capacity during or after government service. 
However, the Justice Department, for example, has interpreted Rule 1.11(a)’s 
“representation” language as extending beyond formal “attorney” positions to 
encompass work such as consulting.97

Writing in the context of federal financial disclosure requirements, which 
were a cornerstone of the Ethics in Government Act, the first director of the 
Office of Government Ethics (“OGE”) J. Jackson Walter noted: 

At the center of this entire topic is the distinction, and the possibility of a 
clash, between an official’s interest in his private economic affairs and the 
government’s (and public’s) interest in the proper administration of the 
official’s office . . . . Although the conflict of interest laws are criminal 
statutes, the regulation of conflicts of interest is concerned with potential 
harm and is decidedly civil and prospective in nature.98

So too does this distinction apply in the context of post-government 
employment: individuals derive private financial benefit that may collide with 
the interests of the public and the government. It is worth questioning whether 
existing ethics regulations are sufficient to ensure “proper administration of an 
official’s office” in the face of the prospect (and, for many, the likely eventuality) 
of post-agency employment in a regulated industry. 
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B. Post-Government Employment in Industry as Regulatory Capture 
At roughly the time when federal ethics legislation was being developed and 

remodeled in the 1970s and 1980s, a body of scholarship began to emerge 
describing the phenomenon of regulatory capture, a theory that stems in great 
part from the work of economist George Stigler.99 One scholar has summarized 
regulatory capture as follows: “Even when a regulatory body has been set up to 
prevent monopolistic abuse, regulation ends up being ‘captured’ by the firms it 
is supposed to discipline.”100 Professor Richard B. Stewart, who served as 
Assistant Attorney General in the Justice Department’s Environment and Natural 
Resources Division, has described capture as a phenomenon in which agencies, 
“in carrying out broad legislative directives, . . . unduly favor organized interests, 
especially the interests of the regulated or client business firms and other 
organized groups at the expense of diffuse, comparatively unorganized interests 
such as [those of] consumers.”101 Stewart identified four causal factors for the 
“industry orientation” characteristic of capture. First, agency administrators 
“depend[] on industry cooperation in order to achieve [their] objectives,” thus 
placing them “in an inherently weak position.”102 Second, in the process of 
crafting and honing regulation and regulatory control of an industry, agencies 
end up reducing competition in the regulated industry, thereby “buttress[ing] the 
position of the established firms.”103 Third, agencies have comparatively more 
modest resources, including “money, personnel, and political influence” than do 
regulated firms, making it in an agency’s best interest to “compromise” with the 
entities it regulates.”104 Fourth, and perhaps most critically, organized interests 
typically have a greater “stake in the substance of agency policy” than would a 
single member of a more diffuse interest, such as a single consumer, and 
organized interests leverage their relative abundance of resources to achieve a 
greater impact on policy.105

With respect to the last causal factor Stewart identified, the FDA may be 
unique: there has been significant growth in the number and power of disease-
specific patient advocacy groups, which constitute a form of collective 
representation of the “consumer interest” on matters of drug regulation before 
the FDA.106 There has also been a recent movement within the agency, 
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galvanized by legislation including the Food and Drug Administration Safety and 
Innovation Act of 2012107 (“FDASIA”) and the 21st Century Cures Act,108 to 
include greater patient participation in the FDA’s work.109 Despite their 
increasing power and cohesion, patient groups remain relatively diffuse. It is 
therefore questionable whether patient groups can rival industry with respect to 
the influence they wield on the FDA’s work.110

Through capture, regulated entities utilize political power and influence to 
shape regulation for their benefit, explaining in many cases the discordance 
between regulators’ apparently public-serving goals and outcomes that 
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ultimately favor the regulated. Economist and Professor Sam Peltzman, who 
built on the work of Stigler, summarized Stigler’s economic theory of regulation 
as precipitating a transformation in views about regulation from a “benign view,” 
in which regulation was a “promoter of the general interest,” to an “ascendent 
image . . . of the regulator captured by the regulated.”111 Professors Jon Hanson 
and David Yosifon describe well Stigler’s contribution: 

Stigler was challenging a long-held conventional wisdom that governments 
and their agencies create beneficial regulations. Underlying that 
conventional wisdom was the supposition that regulatory processes were 
fair and that regulators were dispositionally motivated to serve the public 
interest. Stigler’s challenge to those suppositions was initiated by his 
discovery that, in fact, a sanguine view of our regulatory institutions had 
no empirical basis and that, if anything, those institutions’ actions were 
counterproductive to their espoused goals . . . . Stigler contested the 
reassuring conventional wisdom that our institutions are neutral and well-
functioning and rejected the idea that the stated goals of regulators are 
controlling.112

From the foundational work of scholars such as Stigler and Peltzman 
emerged an array of theoretical variations on capture: materialist versus non-
materialist capture,113 strong versus weak capture,114 and deep versus shallow 
capture,115 among others.116
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At its core, capture identifies the divergence between traditional perceptions 
of regulation as either neutral or favorable to the constituency a regulator claims 
to serve—the public—and a reality in which regulation furthers the interests of 
the regulated, a result which regulated entities effectively bring about. The 
preexisting theory of the rational, purely public-serving regulator can be 
regarded as a “regulatory fundamental attribution error,” one that the work of 
Stigler and later scholars of capture theory, including Hanson and Yosifon, 
helped to debunk.117 Hanson and Yosifon’s scholarship helped elucidate that a 
reliance on disposition when assessing regulatory processes and outcomes is 
misplaced. Instead, it is power over situation, both exterior and interior, that 
produces a deeper, more insidious, and less readily acknowledged form of 
capture—what they refer to as “deep capture.”118

As a theoretical construct, deep capture helps explain how it is that powerful 
forces exert influence, the extent to which that influence extends, and why it is 
often difficult to detect. Regulatory agencies are not the only institutions that 
capture infiltrates; in fact, there are arguably no institutions immune from such 
influence. Moreover, deep capture is not limited to institutions; instead, it 
extends to the “interior situation of relevant actors,” including how they think 
and their perceptions of themselves and the world.119 Powerful forces reinforce 
and amplify their power by exercising influence over “exterior and interior 
situational features . . . including those features that purport to be, and that we 
experience as, independent, volitional, and benign.”120 It is precisely the 
continued belief that disposition predominates—that our actions are fully 
volitional and autonomously chosen—that permits capture to permeate so deeply 
and yet remain unseen.
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Post-agency employment in a regulated industry can be conceptualized as a 
form of deep capture: it is an important situational influence that can exert a 
powerful effect on the behavior and decisions of even the most well-intentioned 
regulator, without leaving any trace of an explicit quid pro quo. A regulator’s 
intention or desire to remain impartial cannot negate the effects of capture. As 
Hanson and Yosifon perceptively recognized: “Deep capture makes clear that 
people’s intentions and beliefs may have little to do with their behavior and that, 
insofar as they do, those intentions and beliefs are part of what interests compete 
to capture.”121 FDA regulators’ intentions and beliefs may remain ostensibly 
levelled at the advancement of public interest while, in reality, placing industry 
priorities or self-interest above the interests of patients and consumers.

Conceptualizing prospective employment in the pharmaceutical and biotech 
industries as a form of deep capture helps make sense of recent FDA 
controversies and brings into focus the danger present in unchecked discretion 
of senior agency officials. Discretionary judgments by FDA regulators, such as 
whether to grant accelerated approval, may be far more susceptible to capture 
than are other components of the agency’s work, such as rulemaking for 
example, which possesses stronger procedural safeguards and more systematic 
mechanisms for review, or issuance of guidance documents, which carry less 
decisive weight since they lack the force of law.122 Yet the marks of deep capture 
are remarkably difficult to identify; a focus on disposition of the kind Hanson 
and Yosifon bemoaned risks cloaking capture in the garb of discretion. For 
example, unusually close associations between a regulator and a pharmaceutical 
company during the drug approval process could be chalked up to managerial 
preference or even deliberate thoroughness without perceiving the risk of capture 
that close associations tend to breed. 

At a time when the FDA appears plagued by a continuing crisis of 
legitimacy, it is worth examining the situational forces that undergird and risk 
delegitimating the agency and its work;123 post-agency employment in industry 
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is arguably one of those forces. Of course, regulated entities wield influence 
through a broad web of channels extending far beyond post-agency employment 
of FDA regulators.124 (Post-agency employment may be among the least costly 
modes of influence, however, because it requires no up-front investment by the 
regulated and may yield benefits to regulated entities even if industry 
employment of a former regulator never materializes.125)

One scholar has commented that the “[r]hetoric [of capture] . . . degrades our 
faith in government” and “undermines civic trust.”126 This could be true if 
capture were perceived where it did not in fact exist. But the reverse is equally, 
if not more, problematic. If capture were indeed taking place but remained 
unrecognized, the consequences would be far greater. In the domain of drug 
approvals, for example, a therapy with a price of tens of thousands of dollars 
annually (such as Aduhelm) could garner an approval without adequate evidence 
to demonstrate its safety or efficacy. Just as unrecognized capture can inflict 
harm, a recognition of capture may have a salutary effect.

An acknowledgement of the existence of capture should lead ineluctably to 
the question of whether capture is inevitable, and if so, how much capture should 
be tolerated. One way to approach the latter question is to develop proxies for 

:<EKLIP�8E;�:@K@E>�I<J<8I:?�K?8K�@E�����
�FECP�����F=�JLIM<P�I<JGFE;<EKJ�M@<N<;�K?<�!���@E�
8� GFJ@K@M<� C@>?K��� (8E8J� (@J?I8
� ���� )339A� &@=03� 7<B=� �BA� */:9A� E7B6� �7=53<� �34=@3�
�:H637;3@MA��@C5��>>@=D/:
�-��������%LCP��
�����
������+(�
�?KKGJ�

G<ID8�::
5&�/��'/%�
�I<GFIK@E>� FE��I�� %8E<K�2FF;:F:BXJ� I<HL<JK� KF� K?<�*$"� =FI� U8E� @E;<G<E;<EK� I<M@<NV� F=�
@EK<I8:K@FEJ�9<KN<<E�!���8E;��@F><E�;LI@E>��;L?<CDXJ� I<M@<N����E;I<N�&FCF;EP
��=E�
�����/7:C@3A��=<B@70CB32�B=�B63�%>7=72��@7A7A
�����(��%�� �	
��� ���
� ������������EFK@E>�
K?8K�<@>?K�F=�K<E�<OG<IKJ�FE�8E�!���8;M@JFIP�:FDD@KK<<�K?8K�I<:FDD<E;<;�8>8@EJK�E8IIFN@E>�
K?<�@E;@:8K@FE�F=�FG@F@;�C89<CJ�KF�<O:CL;<�:?IFE@:�G8@E�:FE;@K@FEJ�?8;�=@E8E:@8C�:FEE<:K@FEJ�KF�
G?8ID8:<LK@:8C�:FDG8E@<J���&FCF;EP
�AC>@/
�8K� �����F9J<IM@E>�K?8K�KNF�!���I<M@<N<IJ�N?F�
N<I<� @EMFCM<;� @E�8GGIFM8C� F=�+LI;L<�+?8ID8XJ� FOP:F;FE<� ;IL>�8GGC@:8K@FE� C8K<I�8::<GK<;�
<DGCFPD<EK�8K�+LI;L<���

�����/?<�@E=CL<E:<�F=�K?<�G?8ID8:<LK@:8C�@E;LJKIP�N@K?@E�?<8CK?�:8I<�@J�<OK<EJ@M<�8E;�=8I�
I<8:?@E>
�8E;�D8EP�F=�K?<�D<:?8E@JDJ�F=�@E=CL<E:<�K?8K�K?<�@E;LJKIP�LK@C@Q<J�?8M<�8�9<8I@E>
�
N?<K?<I� ;@I<:K� FI� @E;@I<:K
� FE� K?<� NFIB� F=� K?<� !���� !FI� 8E� @CCLJKI8K@M<� J8DGC<� F=� I<:<EK�
GL9C@:8K@FEJ�;F:LD<EK@E>�K?<J<�D<:?8E@JDJ�F=�@E=CL<E:<
�J<<�28H8J�#8HL<�<K�8C�
��=<4:71BA�
=4��<B3@3AB�=4��27B=@A�=4�#3271/:� =C@</:A
����+'�.�*����
�����������"<E<M@<M<�+?8D�&8EK<I
�
(3D7A7B7<5��7</<17/:��=<4:71BA�=4��<B3@3AB�7<������2D7A=@G��=;;7BB33A
����(

�����,�����
�
������������+<K<I�'LI@<�<K�8C�
��7</<17/:��=<4:71B�=4��<B3@3AB��7A1:=AC@3�/<2�,=B7<5�&/BB3@<A�
/B��==2� /<2��@C5��2;7<7AB@/B7=<��@C5��2D7A=@G��=;;7BB33�#33B7<5A
����� %�(������
�
�������� ��������-8P�(FPE@?8E� <K�8C�
��7</<17/:�*73A��3BE33<�"3/23@A� =4� �<4:C3<B7/:�+	)	�
&@=43AA7=</:�#3271/:��AA=17/B7=<A�/<2��<2CAB@G���@=AA�)31B7=</:�)BC2G
�������
�
�	�(����%��
�
�������������/@DFK?P�.���E;<IJFE�<K�8C�
��6/@/1B3@7AB71A�=4��7=;3271/:��<2CAB@G�&/G;3<BA�
B=�*3/167<5��=A>7B/:A
����#��
�	�����������
��������������

�����-<C8K<;CP
�+IF=<JJFI�4<FE�&FF��?<�?8J�;<J:I@9<;�K?<�G?<EFD<EFE�F=�U@DG<I=<:K�
<E=FI:<89@C@KPV�F=�:FCCLJ@FE�9<KN<<E�I<>LC8KFI�8E;�K?<�I<>LC8K<;��@E�FK?<I�NFI;J��U6/7?<�=@ID�
:8EEFK�>@M<�8�:FEKI8:KL8C�8JJLI8E:<�KF�K?<�I<>LC8KFI�K?8K�?<I�=8MFI�N@CC�9<�I<N8I;<;��2@K?FLK�
8�9@E;@E>�8JJLI8E:<
�@K�D8P�EFK�9<�:<IK8@E�K?8K�K?<�=@ID�N@CC
�3F�>=AB
�GI<=<I�K?<�I<>LC8KFI�N?F�
<O<IK<;�K?<�DFJK�=8MFI�I8K?<I�K?8E�K?<�FE<�DFJK�HL8C@=@<;�=FI�K?<�G8IK@:LC8I�AF9�V�4<FE�&FF�
�?<
�(3D=:D7<5��==@A�/<2�B63�%>B7;/:�*=:3@/<13�4=@��53<1G��=::CA7=<
����-�)��%�� �����
���
�������������

����� E>JKIFD
�AC>@/�EFK<����
�8K�����



44906-stl_34-1 Sheet No. 19 Side A      02/15/2023   10:10:40

44906-stl_34-1 S
heet N

o. 19 S
ide A

      02/15/2023   10:10:40

50897BCD33FB775B3ECE35967D31F02C.DOCX (DO NOT DELETE) 2/13/23 11:09 PM 

2023] FDA’S REVOLVING DOOR 29

capture, such as the mode and frequency of interaction with regulated entities. 
Those proxies should be tracked and carefully monitored, and this form of 
monitoring already exists, albeit without explicitly identifying capture-avoidance 
as a goal. Agencies such as the FDA have protocols in place for their exchanges 
with drug companies during the course of drug development, for example.127

Deviations from these protocols should be grounds for internal investigation and 
action. Within administrative law, the prohibition on ex parte contacts provides 
a clear model from which to strengthen procedure surrounding agency 
interactions with industry during drug development and review of drug 
applications.128 Ex parte contacts with an agency official while a drug maker’s 
NDA or BLA, for example, is under review should be placed on the record and 
should be potential grounds either for recusal of that agency official from the 
review process, or for reassessment of the NDA or BLA if the agency has already 
reached a decision by the time ex parte contacts are disclosed. Among the factors 
that should be part of an assessment of potential impropriety and proper remedies 
include “the gravity of the . . . communications[,] whether the contacts may have 
influenced the agency’s ultimate decision[, and] whether the party making the 
improper contacts benefited from the agency’s ultimate decision.”129 Ex parte 
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contacts can be conceptualized as one means by which revolving door-induced 
bias can assume a tangible form.

Lessons from bias in adjudication can be taken one step further: the 
revolving door arguably endows FDA regulators with a substantial pecuniary 
interest, albeit an indirect one, in the outcome of the agency’s decision to approve 
a drug.130 Importantly, the relevant question in identifying a due process violation 
due to bias is not whether bias “actually, subjectively” exists, but rather “whether 
the average judge in his position is ‘likely’ to be neutral, or whether there is an 
unconstitutional ‘potential for bias.’”131 So too for revolving-door induced bias 
at agencies such as the FDA. Actual bias on the part of a regulator need not be 
proved; rather, the proper test is an objective one.132 It is the potential for bias 
(or, more precisely, the probability of bias) that demands mitigating measures. 
Assessments of probability turn on the circumstances,133 a matter that will be 
revisited later in the context of conflicts of interest and gift-giving.134 The case 
law on due process and recusal provides an opportunity to revisit the 
foundational concept of deep capture; the Supreme Court recognized in these 
cases that a subjective probe for the “real motives at work”135 in a judge’s 
decision-making cannot be the Court’s task due to the “difficulties of inquiring 
into actual bias, and the fact that the inquiry is often a private one.”136 In other 
words, a dispositional inquiry into actual motives is not reliable when disposition 
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itself can be captured and actual motives may not align with intentions.137

Assuming that a risk of capture is inherent in the very organization and 
operation of the administrative state, a key question is whether the relative risks 
and benefits to public versus private interests strike an acceptable balance from 
a societal perspective. What adjustments should, or must, be made to bring the 
relative benefits to public and private interests in line with an agency’s goals? 
The FDA’s website identifies its mission as the following: to “protect[] the public 
health by ensuring the safety, efficacy, and security of human and veterinary 
drugs, biological products, and medical devices; and by ensuring the safety of 
our nation’s food supply, cosmetics, and products that emit radiation,” among 
other responsibilities.138 The FDA also seeks to “advanc[e] the public health” 
through measures to “speed innovations that make medical products more 
effective, safer, more affordable.”139 The FDA’s statutory mission is very similar: 
“[to] promote the public health by promptly and efficiently reviewing clinical 
research and taking appropriate action on the marketing of regulated products in 
a timely manner,” and “with respect to such products, [to] protect the public 
health.”140

As these mission statements make clear, the agency pursues a multiplicity of 
goals, which are subject to prioritization and which allow room for agency 
discretion.141 Do promotion, protection, and advancement of the public health 
call for a maximization of public health? Or perhaps an optimization of public 
health? If either of those, then public health by what measure? Pharmaceutical 
and product safety and efficacy, certainly. But what of other factors such as 
regulatory efficiency, innovation, public access to therapies and therapeutic 
choice, and symbiosis with regulated entities and other stakeholders? If each of 
these goals would lend itself to a different public-private tradeoff, which tradeoff 
should prevail, and who should make that determination? If the balance is left to 
the discretion of high-level political appointees who change with each 
presidential administration and whose discretionary decision-making may be 
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subject to capture, the agency may find itself unmoored from unwavering and 
assuredly public-serving goals.142

Though it seems to have enthralled scholars in its appeal to our intuition, 
regulatory capture has not escaped criticism following unsuccessful attempts to 
substantiate the theory with empirical evidence,143 leading some to suggest that 
the better policy may be to “[l]et the revolving door spin,”144 or at least to “make 
peace with the revolving door.”145 Avant-garde theories such as the human-
capital hypothesis and the market-expansion hypothesis emerged to justify the 
paradoxical empirical finding that regulators who later accepted industry 
employment were more, not less, harsh as regulators.146 Others have suggested 
that the revolving door phenomenon may have offsetting benefits such as 
increased regulatory compliance by private-sector firms that hire former 
regulators, perhaps because former regulators bring with them a more fulsome 
understanding of the importance of relevant regulation.147 Despite continued 
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debate and inconclusive empirical evidence, regulatory capture continues to 
pervade discussions of the administrative state,148 and new evidence continues to 
emerge that the revolving door may indeed negatively impact regulatory 
performance.149 Although capture provides a framework to understand the risks 
that the revolving door spawns, definitive empirical support for capture need not 
be a stumbling block to meaningful reforms to address the revolving door when 
those reforms respond to a pressing public need for agency impartiality and align 
with the practical reality that regulators tend to flock to private-sector jobs in the 
regulated industry. 

C. “Revolving Door” Lessons from Outside of the FDA 
The post-employment restrictions applicable to FDA officials are the same 

as those applicable to other executive agency officials, as described in section 
II.A supra.150 Revolving door concerns, however, are not at all unique to the 
FDA; instead, they pervade all levels and branches of government. A fruitful 
comparison may be drawn to procurement officials, although additional 
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compensation restrictions apply to this class of officials.151 With respect to 
government procurement, ethics laws are intended to prevent other contractors 
from unfairly gaining knowledge of competitors’ bids or proposals, as well as 
confidential information regarding government “source selection,” which could 
be used to the detriment of competitors: 

The Government has a substantial interest in maintaining a level playing 
field for all competitors for Government contracts and any perception that 
the process is unfair is likely to discourage potential competitors. The net 
result of diminished competition in Government procurements is increased 
costs to the Government, whether because of a higher contract price or less 
satisfactory products or performance.152

Notable here is the justification for ethics restrictions in the procurement 
context: the government’s interest in a “level playing field” and fair process. By 
analogy, the FDA has an interest in maintaining a level playing field for all drug 
companies, among other regulated companies, that submit applications to the 
FDA. If a former FDA official promptly accepts work after leaving the agency 
at a company whose drug or device application received approval during the 
official’s tenure, it parallels closely with the scenario of a procurement official 
who accepts employment with a private contractor to whom a valuable 
government contract was granted during the procurement official’s tenure. 
Similarly, if a former FDA official subsequently confers on its industry employer 
critical knowledge of the drug review process, or even general knowledge of 
FDA’s handling of applications for a similar class of drugs that have been in 
FDA’s queue for review, it resembles (though somewhat less closely) 
unauthorized disclosure of contractor bid or proposal information. A perception 
of unfair process may discourage competing drug companies from submitting 
applications, ultimately resulting in fewer new drugs, higher drug prices, or 
lower drug quality, all else equal. The perception of undue influence, whether or 
not undue influence exists, could thereby diminish competition in the market for 
FDA-regulated products. Following this line of reasoning, placing restrictions on 
post-agency employment of FDA officials can be conceptualized as helping 
ensure a fair drug approval process and a competitive pharmaceutical 
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marketplace, which are made that much more essential in light of the growing 
market power of the pharmaceutical industry.153

A discussion of the revolving door would be incomplete without at least a 
brief discussion of federal lobbying restrictions. Senior FDA officials may not 
necessarily engage in “lobbying activities” as that term is defined in the 
Lobbying Disclosure Act of 1995 when they take a position at a pharmaceutical 
or biotech company after departing the FDA.154 “Lobbying contacts,” which 
comprise “lobbying activities,” refer to oral or written communications made on 
behalf of a client to a “covered” executive or legislative branch official regarding 
the following matters: federal rules, regulations, executive orders, legislation, or 
other policies or programs of the U.S. government; the execution of federal 
programs or policies; or the nomination or confirmation of a person before the 
Senate.155 Members of the House and Senate, along with certain congressional 
staffers, must comply with a one- to two-year “cooling-off” period, during which 
they cannot conduct lobbying before members of Congress or legislative branch 
employees.156 Despite these prohibitions, former members of Congress (and 
other former employees of the legislative branch) are not prevented from 
wielding knowledge or connections gained during government service to carry 
out non-advocacy activities or otherwise work for the benefit of private 
employers in a non-representational capacity. Thus, lobbying restrictions on 
former legislative branch employees and officials exhibit the same deficit that is 
present in the post-employment restrictions of executive branch employees: a 
focus on representation that in effect exempts various other forms of influence. 

There has been activity recently at the state level to strengthen lobbying 
restrictions for former public officials. In 2018, Florida voters passed a 
constitutional amendment to lengthen the cooling-off period for lobbying by 
public officials to six years after leaving office.157 The measures, which took 
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effect in December 2022, will make Florida the state with the longest cooling-
off period, far exceeding the six-month to two-year revolving door prohibitions 
found in most other states.158 A Missouri ballot measure approved in 2018 as part 
of the “Clean Missouri” initiative extended the prohibition on lobbying of the 
Missouri state legislature after leaving office from six months to two years.159

The measure also included changes to campaign finance and redistricting. 
Although the redistricting provisions were repealed in 2020,160 the two-year 
lobbying restriction remains, despite legal challenges.161

Also notable are presidential “ethics pledges” that supplement statutory 
restrictions.162 Both President Biden and President Trump issued by executive 
order an ethics pledge restricting lobbying activities of executive branch 
personnel and supplementing the restrictions of 18 U.S.C. § 207.163 Both pledges 
included a two-year prohibition after appointment on participation in matters 
“directly and substantially related” to work done for a previous employer two 
years prior to appointment.164 Unlike the Trump pledge, the Biden pledge 
extended the restrictions of 18 U.S.C. § 207(c)(1), discussed in section II.A,165

from one year to two years. Senior and “very senior” appointees, according to 
the Biden pledge, also had to agree for a period of one year not to “materially 
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assist others” in making “communications or appearances” that would otherwise 
be prohibited if carried out by the appointees themselves, colloquially termed 
“shadow lobbying.”166

Various theories have been put forth regarding the value of former 
government employees as lobbyists: one suggests that the network of 
connections such individuals enjoy is critical to their role as lobbyists, and 
another suggests that these individuals offer specialized expertise and familiarity 
with the inner workings of government that they bring to bear on policymaking 
for a subsequent employer or client.167 Although the influence wrought through 
the revolving door phenomenon is often believed to occur through connections, 
a recent book on the subject of revolving door lobbying by Professors Timothy 
LaPira and Herschel Thomas argues that the value of lobbying comes from 
“process knowledge” rather than connections.168 Lobbyists leverage expertise 
and familiarity with the intricacies of policymaking to confer on the organized 
interests for whom they work a form of “political insurance.”169 When lobbying 
is defined in the manner LaPira and Thomas propose, senior FDA officials who 
later work for a pharmaceutical company, for example, may indeed carry out a 
“lobbying-type” function by offering “process knowledge” and “political 
insurance” to their employers. Because such a lobbying-type influence on 
government is indirect, it likely falls outside of the “shadow lobbying” 
prohibition contained in the Biden pledge. Lobbying is perhaps best 
conceptualized as a spectrum of influence. Private-sector employment of former 
government regulators that does not qualify as lobbying per se, or even “shadow 
lobbying,” may nonetheless constitute a troubling form of influence that warrants 
restriction or oversight. 
�
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III. BEHAVIORAL INSIGHTS INTO THE RISKS POSED
BY PROSPECTIVE POST-GOVERNMENT EMPLOYMENT IN INDUSTRY

“We are moved far more by forces that we do not appreciate . . . and 
far less by forces to which we attribute behavior . . . .”170

The crux of the issue that animates this Article is whether, and to what extent, 
potential future employment in a regulated industry influences the decisions of 
incumbent regulators. Most people would like to believe that they can separate 
themselves from outside influences and remain impervious to potentially 
corrupting forces. Yet the belief that we can shield ourselves voluntarily from 
making conflicted choices when conflicts of interest are present implies a 
dispositionist model of human behavior, one in which, “by their very nature[,] 
humans enjoy the freedom to order their actions as they see fit.”171

Dispositionism treats human conduct as “the free expression of individuals’ 
preferences and will.”172 However, conflicts of interest are by their very nature 
situational considerations, making a purely dispositionist account of human 
behavior and human decision-making necessarily incomplete in the presence of 
conflicts and their situational progenitors. The inadequacies of a dispositionist 
model and the existence of situational forces create circumstances ripe for deep 
capture because, “if the depth of our dispositionism [itself] can be influenced by 
situation[,] . . . then profit-maximizing firms [and other special interests] will 
exercise their power over situation to promote it.”173

In the background of agency decision-making lingers the time-limited nature 
of an official’s tenure at the agency, which is especially true for political 
appointees on whom some of the agency’s most critical decisions rest. To believe 
that a regulator will make decisions unaffected by the prospect of lucrative 
private-sector employment in a regulated industry places unrealistic faith in the 
idea that human behavior is the product of conscious choices over which we have 
full control.174 It also gives short shrift to the fact that regulators’ decisions will 
tend to be given the benefit of the doubt when viewed through a dispositionally 
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motivated lens, even when those decisions have been tainted by bias.175

The best of intentions cannot overcome the potential for conflicts of interest 
to affect decision-making, at least in part because biased decision-making is 
often the result of unconscious processes. Researchers have described the 
problem as follows: “While most people think conflicts of interest are a problem 
of overt corruption, that is, that professionals consciously and intentionally 
misrepresent the advice they give so as to secure personal gain, considerable 
research suggests that bias is more frequently the result of motivational processes 
that are unintentional and unconscious.”176 When the existence of unconscious 
bias goes unrecognized, recipients of advice tend to underestimate the degree to 
which that advice may be biased.177 Similarly here, to the extent that the public, 
and regulators themselves, do not recognize the unconscious bias that may result 
from regulators’ post-government employment in a regulated industry, they will 
tend to underestimate its distorting effects on individual- and institution-level 
decision-making. Study after study within the healthcare context has illuminated 
associations between industry-related conflicts of interest among physicians and 
researchers and study outcomes that appear to favor industry, providing evidence 
to suggest that financial connections to industry may indeed elicit pro-industry 
bias.178 There is no reason to believe that regulators with financial connections 
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to industry—whether past, present, or anticipated to arise in the future—are 
somehow immune from the influence observable in other contexts. 

A pattern of post-agency employment in regulated companies could exert 
unconscious influence on newly appointed regulators, and on who seeks to 
become a regulator and why. If the modest salaries of government employees are 
hitched to the prospect of highly profitable future employment in industry, it 
would give life to a new and undesirable motive for entering public service. Yet 
there is a larger interest at stake in the revolving door than mere private benefit 
to a former regulator. The integrity of government is at risk when a pattern of 
post-government employment in industry occurs both because of effects 
(including actual, perceived, and potential effects) on decision-making, but also 
because of the message that is sent to regulated entities about the manner in 
which they may interact with and influence government regulators. For 
government regulators as well as for government attorneys:

[Their] duty is not to a client but to the set of institutions through which 
society is governed and the public interest in pursued. Thus, in choosing a 
course of action, the government lawyer must ask himself not only: “How 
will my behavior affect the performance of my job in government?,” but 
also: “How will my behavior affect the performance of government in 
general?”179

The revolving door, itself a form of capture, may increase the likelihood of 
capture in other aspects of the agency’s work and detract from the larger goals 
the agency purports to accomplish. The gatekeeping function of the FDA to 
approve drugs before they can be made available on the market distinguishes it 
in an important respect from other regulatory agencies and may make it more 
prone to capture.180

A. The Revolving Door Through the Lens of Gift-Giving 
The academic literature on gift-giving also proves relevant to the question 

of whether anticipated post-government employment in industry could influence 
the decisions of incumbent regulators. Intensifying concern in the 1980s and 
1990s that extravagant gifts from industry to physicians such as travel to 
conferences and even lesser gifts such as free meals or honoraria might influence 
physicians’ prescribing practices prompted calls for a ban on all industry gifts to 
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doctors and teaching hospitals.181 Policies in the 2000s imposed various 
constraints on industry sponsorship of professional meetings and continuing 
education.182 In the context of the practice of medicine, the Institute of 
Medicine—now the National Academy of Medicine—defines a conflict of 
interest as “a set of circumstances that creates a risk that professional judgment 
or actions regarding a primary interest will be unduly influenced by a secondary 
interest.”183 Often, “goals and obligations are at risk of being compromised by 
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the undue pursuit of financial gain or other secondary interests.”184 Elsewhere, 
secondary interests have been described as including financial interests as well 
as “intangible” interests in “professional advantage, prestige, or power.”185

Financial conflicts, in contrast to other forms of personal advantage, tend to be 
detectable and therefore avoidable.186

Conflicts of interest exist along a continuum wherein the magnitude of the 
conflict varies with “(1) the likelihood that professional decisions made under 
the relevant circumstances would be unduly influenced by a secondary 
interest,”187 in other words the probability of bias, “and (2) the seriousness of the 
harm or wrong that could result from such influence.”188 By either measure, 
private-sector, post-government employment in a regulated industry exists on the 
far end of this spectrum. Employment is not a one-time, small-dollar benefit, as 
is a pharmaceutical company gift to a physician, for example. Instead, it confers 
large and ongoing private financial benefits, in addition to power and prestige. It 
also enables the former regulator to add value to a private company through a 
deep understanding of the inner workings of an agency, how key decisions are 
made, and who makes them. Finally, it poses serious harm to the institutional 
legitimacy of the agency and of government more generally. 

If future employment in industry were conceptualized as a gift or reward to 
a regulator for favorable treatment during her tenure, then it would, as a matter 
of course, be taken more seriously in terms of the conflict of interest it poses.189

Gifts are a mechanism of social control and subordination, and they tend to create 
in recipients the feeling of a need to reciprocate.190 If a senior FDA regulator 
were to turn down industry employment after leaving the agency, the regulator 
would in essence “refuse[e] to play the role of grateful recipient,” thereby 
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signaling to industry a lack of cooperation that stands in opposition to the 
collaborative posture many FDA regulators assume while at the agency.191 In 
other words, if post-agency employment in industry is indeed a form of gift, 
regulators may feel obliged to accept it, even when moral or ethical imperatives 
would lead them to decide otherwise.

Literature on gift-giving suggests that “every gift-giving dyad is 
characterized by a moral dominance of one member over another.”192 If the first 
gift-giver occupies a position of moral dominance over the recipient, then the 
question becomes who furnishes the first gift—in this case, industry or the 
regulator. A “first gift” of post-government employment, conferred on the former 
regulator, would place the industry-employer in a position of moral dominance. 
That dominance may in turn create a sense of obligation on the part of the former 
regulator to impart regulatory knowledge and insights to the industry-employer 
after the transition to private-sector employment, as a means to fulfill the 
obligation to reciprocate. If, on the other hand, the “first gift” were to come from 
a government regulator (in the form of a drug approval or favorable regulatory 
treatment, for example), the regulator would possess moral dominance in the gift-
giving dyad, generating in the industry-recipient a sense of obligation to 
reciprocate that could materialize in the form of an offer of post-government 
employment.

Relevant to this line of analysis is the relative size of a gift.193 If the first gift 
were a new drug approval (or a speedier or less costly approval than might 
otherwise have occurred), the attendant profits to a drug company could be on 
the order of many billions.194 Recent research has estimated the research and 
development costs to bring a new therapy to market average $1.6 billion and can 
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exceed $2 to 3 billion for some therapeutic agents.195 A single “pivotal” clinical 
trial supplying scientific evidence for FDA approval has been estimated to cost 
$19 million.196 A decision to deem flawed trial data sufficient rather than require 
a company to redo a clinical trial would undoubtedly confer significant savings.

Returning to the example of eteplirsen, the FDA approved the therapy under 
the accelerated approval pathway in 2016, with an understanding that its sponsor, 
Sarepta Therapeutics, would be required to conduct confirmatory clinical 
trials.197 Now, six years later, the therapy’s drug label retains the warning: 
“Continued approval for this indication may be contingent upon verification of a 
clinical benefit in confirmatory trials.”198 The Institute for Clinical and Economic 
Review (ICER), an independent non-profit devoted to comparative-effectiveness 
and cost-effectiveness research of pharmaceuticals and other health treatments, 
concluded after examining subsequent clinical trial data on eteplirsen: “There is 
no high- or moderate- quality evidence demonstrating improvements in function 
with eteplirsen . . . . We consider the evidence to be insufficient (“I”), as certainty 
of net benefit based on currently available evidence is low.”199 Yet, consistent 
with the predictions of the FDA regulator who challenged eteplirsen’s approval, 
no apparent efforts have been made to remove eteplirsen from the market.200

Despite a lack of proven effectiveness, eteplirsen has been ranked by some 
reports to be among the most expensive therapies in the United States in recent 
years, with a list price that approximates one million dollars per year.201 And 
eteplirsen is only one among many drugs approved via accelerated approval for 
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which confirmatory trials have yet to be completed.202

When a drug is approved based on indirect evidence of efficacy, as is the 
case for drugs approved via accelerated approval due to the use of surrogate 
endpoints, the size of the “gift” to a drug company of a premature or imprudent 
approval (including both cost savings from avoiding additional trials prior to 
marketing and product revenue after marketing) is quite large relative to the total 
costs of drug development. When viewed in this light, it is no surprise that a drug 
company may offer employment to a former regulator whose favorable treatment 
helped a drug application secure approval or whose decisions on the whole 
advanced the company’s financial position; an offer of employment becomes a 
small price to pay in relation to a company’s degree of indebtedness. 

B. The Power of Valence: Approval Versus Rejection 
Another matter specific to the FDA is worth addressing here, and that relates 

to the special conflicts that may arise in the setting of a drug approval. The very 
nature of drug approval intrinsically enjoys a positive valence, whereas a denial 
of approval possesses a negative one; this itself can bias decision-making when 
a choice between the two is a close call. In addition to being intrinsically 
favorable because it expands the corpus of therapeutic options, a therapy’s 
approval attracts positive attention both to the agency and to the pharmaceutical 
company that markets a newly approved drug. The FDA can announce, and in 
part take credit for, a notable drug approval (or EUA, for example) and speak 
favorably of the therapy’s potential to improve patients’ health and of the 
agency’s role in making that therapy available safely to the public.203 A 
pharmaceutical company, in turn, is buoyed by the future revenue stream that 
ineluctably follows from a newly approved drug. Announcement of a favorable 
FDA decision often raises stock prices,204 enriches existing investors, draws 
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additional investment, and improves the company’s financial outlook and the 
public’s perception of a company’s prominence. Patients and organized patient 
interests, too, celebrate new drug approvals as providing a source of hope and 
the promise of improved health for affected patients who often suffer from 
incurable ailments.205 A deeply ingrained conception of an approved drug 
application as “success” and a rejected application as “failure” in the eyes of 
various stakeholders bakes into the drug approval process an inherent risk of 
distorted decision-making by all parties involved. In other words, all 
stakeholders are inclined toward what they perceive to be a “positive” outcome: 
drug approval.206

IV. AGENCY DISCRETION AND THE PRINCIPAL-AGENT PROBLEM

There is good reason to accept the view that regulatory agencies are captured 
by industry and that regulators are influenced, consciously or unconsciously, by 
the prospect of employment in a regulated industry. Nonetheless, the ardent 
believer in human rationality can reach the same ultimate conclusion—that new 
measures to address the revolving door are needed—using a different and more 
traditional theoretical frame: principal-agent theory. Principal-agent is a familiar 
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configuration of the fiduciary relationship: a principal endows authority in an 
agent to act on the principal’s behalf.207 Yet the delegation of authority,208

information asymmetries,209 imperfect monitoring of the agent,210 and a 
divergence of interests211 all jeopardize the agent’s ability to act reliably and 
consistently in the principal’s interest. The relationship is thus fraught with an 
inherent risk that an agent will abuse the power bestowed on him.212 The 
confluence of these enumerated risks—delegation of authority, information 
asymmetry, imperfect monitoring, and divergent and potentially conflicting 
interests—takes its most dangerous form not when an agent follows dictates, but 
rather when an agent exercises discretion. Insightful scholarship by Professors 
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D. Gordon Smith and Jordan Lee has identified discretion as a “universally 
recognized . . . essential aspect of fiduciary relationships”213—a “crucial part of 
the fiduciary bargain.”214 Discretion, and the duty of loyalty which curtails its 
exercise, sit at the heart of the fiduciary relationship.215 Yet the centrality of 
discretion to the proper fulfillment of fiduciary duties threatens the very 
functioning of the relationship itself. Put differently, identifying discretion as a 
“crucial part of the fiduciary bargain” as Smith and Lee have called it, helps 
explain the vulnerability of the fiduciary relationship to outside influences, 
including the fiduciary’s own self-interest. 

A bedrock of the fiduciary relationship is the duty of undivided loyalty owed 
to the principal; in fact, the duty of loyalty has been labeled the “essence of 
fiduciary duty” designed to “protect[] . . . against opportunistic behavior by 
fiduciaries,”216 and characterized as “a sensitive and ‘inflexible’ rule of 
fidelity.”217 This duty is violated when an agent acts to advance her own interests 
at the expense of those of the principal, including when an agent undertakes to 
secure personal benefits as a result of the fiduciary relationship or that might 
otherwise have accrued to the principal.218 A corollary to the duty of loyalty is 
the rule against self-dealing: an agent must “either . . . refrain from self-dealing 
or . . . disclose the material facts of the transaction and how the fiduciary’s 
conflict might compromise the fiduciary’s judgment.”219
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Whenever a government official makes a decision motivated, even 
subconsciously, by a desire for, or anticipation of, future employment in a 
regulated company, the duty of loyalty is implicated; the regulator’s conduct in 
accepting a post-government position at a regulated entity, especially one with 
some connection to his former work as a regulator, could be viewed as a form of 
self-dealing and a violation of the fiduciary duty of loyalty owed to the public. 

Indeed, fiduciary theory of principal-agent has found robust application in 
administrative law, where scholars have posited that government officials and 
the administrative state stand in a fiduciary relationship to the public.220 “Implicit 
in this public entrustment,” writes Professor Evan Criddle, “is the expectation 
that agencies, like private-law fiduciaries, will align their performance with the 
expressed and implicit interests of their beneficiaries, exercising their discretion 
to promote the beneficiaries’ welfare.”221 In the broadest sense, the public, via 
Congress, has bestowed on the FDA the authority to make decisions to promote 
public health through the regulation of food and drugs, and FDA regulators 
thereby function as agents on behalf of the public. Of course, Congress delegates 
authority to administrative agencies such as the FDA to carry out statutory 
mandates, and, as an executive branch agency, the FDA is headed by a 
commissioner of Food and Drugs, removable at will by the President, and led by 
various officials, some of whom are political appointees. The FDA commissioner 
and other agency officials therefore stand as agents to the President, to the 
Congress, and to the public. 

It is commonly believed that administrative agencies offer governance 
advantages that other branches lack by virtue of their concentrated expertise, 
resources, flexibility, and accountability to other branches.222 Yet the divergence 
in interests between agencies qua agents and their principals (whether conceived 
of as other branches of government or the public) generates persistent tension 
that threatens to undermine the proper functioning of the administrative state. 
Professors Jacob Gersen and Matthew Stephenson deconstruct the principal-
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agent problem in administrative agencies and highlight another key tension:
The basic problem is that principals are at an informational disadvantage 
relative to their agents . . . . [F]or many decisions, the agents have better 
information about the likely consequences of different courses of action. 
Indeed, this is one of the major reasons for a principal to delegate to an 
agent in the first place. Even after a decision is made, the principal may be 
unsure whether the agent did the right thing. This is particularly true when 
the “right thing” depends on probabilistic judgments about consequences, 
and when policy consequences are hard to discern.223

The informational disadvantage and consequent uncertainty that principals 
experience when assessing the decisions of their agents apply in the context of 
approval of new drugs, a task that demands highly specialized medical, scientific, 
and regulatory expertise. Approval or rejection of an application for a new drug, 
or grant or denial of an EUA, for example, may lead members of the public to 
question, as many of them have done, whether the agency made the “right” 
decision—a question that may be unanswerable by the lay public. In some sense, 
the problem stems from the very structure of administrative agencies as agents, 
with all of the attendant limitations of that relationship;224 but in another sense, 
the problem can be narrowed to the challenges of correctly evaluating and 
assessing agency decisions after the fact, especially those involving probabilistic 
judgments and prediction, as Gersen and Stephenson astutely recognize. Part V 
returns to this matter as one of the central challenges for FDA governance and 
institutional trustworthiness in light of the ubiquity of the revolving door.

V. ADDRESSING THE RISK OF UNDUE INFLUENCE FROM THE REVOLVING DOOR:
OPTIONS AND PROSPECTS FOR REFORM

The FDA is arguably one of the nation’s most important government 
agencies. It oversees products constituting at least one-fifth of all U.S. consumer 
spending.225 The FDA’s reach has been called “enormous”226 and its work 
“vital”227 by champions and critics alike. In the face of its gargantuan mission, 
the FDA must manage issues confronting every government agency, including 
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time and resource constraints that limit what the agency can feasibly accomplish 
and that force the agency and its staff to make difficult tradeoffs involving its 
limited budget, staff, and resources.228 The agency must also manage delicate 
relationships with regulated industries from which cooperation and regulatory 
compliance are undeniably sought.

Along with responsibility for regulation of products essential to the economy 
and to human existence comes a high degree of public scrutiny—and perhaps 
rightly so—when a decision of the FDA misfires or a product by happenstance 
turns out to be unsafe or ineffective. Many recent examples can be cited of drugs 
removed from the market or restricted in their labeling only after causing 
unfortunate harm to many.229 Yet, even when harm happens, it is not always an 
easy task to label an agency decision as mistaken based on the information 
available at the time the decision was made. The FDA’s decisions are complex, 
requiring expertise that few have and evaluation of data to which only the agency 
may have access. Such information asymmetry tends to lessen the public’s ability 
to fully and accurately evaluate the FDA’s decision-making. Did the FDA indeed 
approve Aduhelm too hastily, for example? Was the approval of eteplirsen based 
on insufficient evidence, or did the lack of treatment alternatives for Duchenne 
muscular dystrophy justify the decision to approve? Should the FDA have issued 
an EUA for hydroxychloroquine in the first instance? Although members of the 
public may pass judgment on these decisions, lay judgment suffers from inherent 
informational limitations.

The evaluative dilemma, as one might call it—that is, the difficulty that 
individuals external to an agency face in assessing agency decisions—is made 
only more acute when conflicts of interest exist, such as those arising from the 
revolving door. Faced with little information by which to assess the FDA’s 
decisions, members of the public may wrongly attribute well-founded but 
injurious decisions to pro-industry bias. And, regrettably, the public is left with 
little ability to confirm or disprove the actual occurrence of bias even as agency-
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to-industry job transitions become increasingly commonplace.230 The prospect of 
the revolving door thus poses a grave risk to the agency: At worst, it produces 
actual bias that manifests itself in decisions favoring industry at the expense of 
the public. At best, it produces a lingering aura of perceived or potential bias that 
may have a detrimental impact on the public’s assessments of the FDA’s work. 
Regardless of the occurrence of actual bias, perceived or potential bias is a 
delegitimating force that undermines the agency’s efforts and reduces confidence 
in its decisions. In 1971, a staff paper entitled Reforming Regulation that 
evaluated the proposals of President Nixon’s Advisory Council on Executive 
Organization231 made reference to the familiar problem of the revolving door:  

[T]he FDA shares the problem of most regulatory agencies that most of the 
job opportunities available to their employees after they leave government 
service are in the regulated industry. This is bound to raise the suspicion 
that staff members are overly responsive, or at least subconsciously 
sympathetic, to the needs and claims of the industry simply because in the 
long run they will probably be working in the industry.232

Nearly forty years later, in 2007, a House hearing convened a panel of four 
FDA commissioners—Donald Kennedy, David Kessler, Frank Young, and then-
Commissioner Andrew von Eschenbach—to address, among other things, 
“scientific integrity” at the agency, specifically the concern that “key decisions 
at FDA have been made under the cloud of real or perceived political 
interference.”233 Former Commissioner Young spoke of a “revolving door 
syndrome” at the FDA that leads to relatively short stints of employment among 
top agency personnel and that may compromise stable leadership.234 In the 
absence of a lifetime ban on all post-FDA employment in regulated industries—
a policy that could greatly reduce revolving door–induced conflicts of interest 
but that few would endorse—conflicts of interest will continue to cast a shadow 
on the FDA’s work. 

What should be done to address the problem of perceived or potential bias 
due to post-agency job transitions to industry? A lengthier cooling-off period for 
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senior agency officials, or a cooling-off period that prohibits a wider range of 
activities extending beyond representation to encompass utilization of agency 
knowledge for the benefit of private interests, could be beneficial, and these 
options will be discussed in more detail below. But, if the prospect of eventual 
private-sector employment is merely shifted a few years down the road, that is 
unlikely to meaningfully reduce any tendency of an incumbent regulator to 
exhibit, consciously or unconsciously, partiality toward industry. Instead, this 
Article suggests that the better approach is to treat the revolving door problem as 
one among many sources of potential industry influence on the FDA’s work and 
to implement a set of institutional safeguards that help keep that influence in 
check and limits its impact on outcomes. In particular, to the extent that the risks 
posed by post-government employment in a regulated industry come to fruition 
through unchecked exercises of discretion, limiting ad hoc discretion by FDA 
administrators and establishing mechanisms to check individual exercises of 
discretion will help mitigate the risk of biased decision-making. 

The next section briefly discusses transparency and enhanced post-
employment restrictions as mitigation measures before turning to internal and 
external checks on discretionary decision-making. 

A. Transparency and Enhanced Post-Employment Restrictions 
There has been a push within the FDA for increased transparency and 

continued calls for greater transparency from those outside the agency.235
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Transparency could offer a partial remedy to the revolving door dilemma, albeit 
one of indeterminate effectiveness. Professor Archon Fung and colleagues have 
explored the governance concept of “targeted transparency,”236 the purpose of 
which is to “reduce specific risks or performance problems through selective 
disclosure.”237 Targeted transparency, however, can “do more harm than good” 
when information is “incomplete, inaccurate, obsolete, confusing, or 
distorted.”238 Transparency measures can also fail when “users . . . simply do not 
care about the new information to which transparency gave them access.”239 To 
the extent that eventual disclosure of post-agency employment in industry (which 
in effect already occurs due to reporting by the news media on subsequent career 
moves of top agency officials) does not provide information upon which the 
public will act or know how to act, it arguably will fail to have any effect. 
Members of the public will either disregard such disclosures, especially if they 
are common, or will be unsure how to adjust their view of a regulator and that 
regulator’s decision-making in light of a disclosure.240

If there are no consequences to holding post-agency employment in a 
regulated industry but eventual disclosure, that does little to ensure that whatever 
effect post-agency employment might have on in-office decision-making will be 
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kept in check.241 In fact, anticipated disclosure could have precisely the opposite
of the desired effect, providing FDA regulators with a moral license to continue 
partial decision-making or generating a paradoxical increase in bias to offset 
expected discounting of their decisions, a phenomenon termed strategic 
exaggeration.242 Implicit in the restrictions of 18 U.S.C. § 207 seems to be the 
foundational premise that mere disclosure is not enough.243

Greater transparency in other facets of the FDA’s work, such as the data on 
which the FDA bases its decisions and the rationale behind its decisions, could 
help allay fears of biased decision-making due to the conscious and subconscious 
enticements of the revolving door.244 Take, for example, the collaborative 
workstream that the FDA and Biogen jointly undertook nearly two years prior to 
Aduhelm’s approval.245 The House report on Aduhelm leaves unanswered how 
often the agency conducts collaborative workstreams with pharmaceutical 
companies of the kind offered to Biogen. On one view, if such workstreams are 
not offered to all sponsors, they should not be offered to any. Even if the agency 
were to determine that only a subset of investigational new drugs (INDs) or drug 
applications warrant such intensive intervention, transparent standards ought to 
be established to delineate in what circumstances a workstream will be triggered. 
This is in the interest of fairness to drug sponsors—including those sponsors that 
do not receive the benefit of a workstream to facilitate data analysis and approval 
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— as much as it is a matter of sound agency policy and a deterrent to conflict of 
interest-induced bias.

Transparency measures often aim not at the source of the bias, but instead at 
the outputs of potentially biased decision-making. Arguably, the public and the 
agency should care most about the ultimate decisions the FDA makes that impact 
consumers and patients. Greater transparency into why the FDA made a decision 
to approve or reject a drug application, for example, can reduce fears of industry 
bias skewing outcomes and can help establish a record on which FDA decisions 
may later be challenged.

Transparency as a remedy for conflicts of interest is fundamentally limited. 
Another item on the menu of policy options is enhanced post-employment 
restrictions. Arguably, the FDA has experienced growth in its power and 
influence over the last several decades due to an increase in new drug and 
biologic approvals,246 increasing use of expedited review pathways,247 steady 
growth in drug prices,248 and the expansion and growing financial dominance of 
the pharmaceutical and biotech industries.249 With increased power comes 
increased responsibility, higher stakes decisions, and increased incentives for 
regulatory capture. Adjustments to conflict of interest laws to lengthen and 
enhance post-government employment restrictions for senior FDA officials 
could be one course of action to address the risk of capture head-on. Recent ballot 
initiatives to lengthen revolving door prohibitions on lobbying at the state level 
suggest that there may be a similar appetite among voters for enhanced 
employment restrictions after officials transition away from work within 
government agencies.250

A flat prohibition for a period of time on senior FDA officials’ employment 
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in industry is likely to face the familiar charges that individuals will be deterred 
from entering government service, private interests in gainful employment will 
be unduly trammeled, and agency-industry cooperation will suffer.251 These 
concerns, however, may be overblown; there is no strong argument to be made 
that agency-industry cooperation depends in any real sense on whether a high-
level regulator may later assume a role in industry. To suggest that a cooperative 
relationship between agency and industry cannot exist if the revolving door is 
closed for a lengthier period of time only lends support to the notion that one or 
both parties view the revolving door as a “strings-attached” benefit. And the 
charge that some individuals may be dissuaded from entering government 
service should not override the more pressing need for institutional legitimacy 
and impartial decision-making. 

More stringent post-employment restrictions would undoubtedly sacrifice 
the private interests of former regulators. A primary goal, as discussed, is greater 
public confidence in the impartial regulation of food and drugs. Yet studies have 
cast doubt on the wisdom of stringent revolving door laws due to unintended 
effects on the quality of regulators and regulatory effectiveness.252 As an 
alternative to enhanced post-employment restrictions, FDA officials could be 
asked to self-regulate by declining to accept employment in industry, at least for 
a period of time, as some have done voluntarily.253 Reliance on self-regulation, 
however, can hardly be thought a dependable solution to a problem that 
implicates the institutional legitimacy of one of the world’s most powerful 
government agencies.

B. Checks on Agency Discretion 
Professor Lawrence Lessig has called the “economy of influence” the “great 

threat to our republic today.”254 He compares the problem of government 
corruption arising from the influence of money in politics to a “dependency;” 
like a physical dependency, it gives rise to “a pattern of interaction” that is self-

�����2I@K@E>�89FLK�:FE=C@:KJ�F=�@EK<I<JK�@E�?<8CK?�:8I<�8E;�D<;@:@E<
�+IF=<JJFI�-@:?8I;�
 GJK<@E�?8J�8I>L<;�K?8K�U6K7?<�:FE=C@:K�F=�@EK<I<JK�HL<JK@FE�;F<J�EFK�D@O�N<CC�N@K?�89JFCLK<�
98EJ
�N?@:?�B@CC�LJ<=LC�:FFG<I8K@FE�V�-@:?8I;���� GJK<@E
��=<4:71BA�=4��<B3@3AB�7<��3/:B6��/@3��
-6=��C/@2A�B63��C/@27/<A�
����+��������
�
������(������
������������

���	�)33��3	5	
�(8I:�/��'8N����?<IPC�3��'FE>
�(3D=:D7<5��==@�"/EA�/<2�)B/B3�&C0:71�
+B7:7BG��=;;7AA7=<3@A
���-���
����"�������������
����������������=@E;@E>�<M@;<E:<�K?8K�
GFJK�<DGCFPD<EK� I<JKI@:K@FEJ� @DGFJ<;� FE� GL9C@:� LK@C@KP� I<>LC8KFIJ� N<I<� 8JJF:@8K<;� N@K?� 8�
J@>E@=@:8EK�I<;L:K@FE�@E�K?<�C@B<C@?FF;�K?8K�K?FJ<�I<>LC8KFIJ�N<I<�<OG<IKJ�@E�K?<@I�=@<C;J���

�����!FID<I��FDD@JJ@FE<I�(8I>8I<K�#8D9LI>�;<J:I@9<;�?<I�GFJK�8><E:P�<DGCFPD<EK�
;<:@J@FEJ�@E�K?@J�C@>?K��U$�8D�EFK�:FEJ@;<I@E>�;F@E>�8EP�9F8I;J�F=�8EP�:FDG8EP�9@>�FI�JD8CC�
K?8K�N8J�I<>LC8K<;�9P�K?<�!���=FI�8�:FLGC<�F=�P<8IJT8�:FFC@E>�F==�G<I@F;T<M<E�K?FL>?�JFD<�
F=�K?<�JD8CC<I�9@FK<:?�:FDG8E@<J�8I<�K<:?E@:8CCP�I<8CCP�@EK<I<JK@E>�8E;�@K�NFLC;�9<�=8J:@E8K@E>�
KF�J<<�=IFD�K?<�FK?<I�J@;<�V�)33��<IB<���&8GC8E
�AC>@/�EFK<�����/?@J�=FID�F=�J<C=�I<JKI8@EK�
:FLC;�9<�8�DF;<C�=FI�=LKLI<�:FDD@JJ@FE<IJ��

�����'��������'���
�
�-����

�
�'�����#���(����������������������T���� ��
+
������.����$���
������������



44906-stl_34-1 Sheet No. 33 Side B      02/15/2023   10:10:40

44906-stl_34-1 S
heet N

o. 33 S
ide B

      02/15/2023   10:10:40

50897BCD33FB775B3ECE35967D31F02C.DOCX (DO NOT DELETE) 2/13/23 11:09 PM 

58 STANFORD LAW & POLICY REVIEW [Vol. 34:1

reinforcing and that can be difficult to resist.255 Lessig’s framing is useful 
because he shifts the focus from the individual to the institution, thereby 
elevating the gravity of the problem and underscoring that it is not properly 
addressed by maligning the choices or predisposition of individuals. He writes:

It is this pattern that explains . . . corruption without assuming evil or 
criminal souls at the helm. It will help us, in other words, understand a 
pathology that all of us acknowledge (at the level of the institution) without 
assuming a pathology that few could fairly believe (at the level of the 
individual).256

Lessig paints “dependency” in metaphorical terms as a deviating force that 
“draw[s] the institution away from the purpose it was intended to serve: [t]he 
people.”257 Lessig’s diagnosis of the “economy of influence” finds useful 
application in the context of executive branch agencies such as the FDA. Though 
unelected, agency administrators stand subject to the same deviating force of 
powerful and wealthy interests.

Acknowledging the problem of revolving door influence as an institutional 
one, even when it acts through the decisions of individual regulators, points 
toward solutions at the institutional level. Institutional corrective mechanisms 
include both intra-agency checks and extra-agency checks. Each will be 
discussed in turn.

1. Intra-agency Checks

Intra-agency checks could include creating procedures within the agency 
that allow concerned FDA scientists or other staff who seriously question one of 
the agency’s decisions to initiate a process for reconsideration. Dr. Ellis Unger 
attempted such an appeal of eteplirsen’s approval before the FDA’s Scientific 
Dispute Process Review Board, but the appeal was ultimately unsuccessful and 
appears to have created a dangerous precedent of near-complete deference to the 
Director of CDER on drug approvals.258 According to an FDA staff manual 
guide, the Scientific Dispute Process Review Board is a standing committee 
within the FDA chaired by the Chief Scientist that may receive disputes when a 
party “believes that a significant scientific issue has not been adequately 
addressed by Center dispute resolution processes.”259 Although the dispute must 
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be scientific in nature, the staff manual defines “scientific” broadly to include 
“interpretation of science and decisions taken upon that interpretation.”260 The 
Review Board, which has representation from the FDA’s Office of Scientific 
Integrity and various ombudspersons,261 has the feel of a (perhaps perfunctory) 
ethics committee review rather than a true appeals process. It is therefore unclear 
whether the Scientific Dispute Process Review Board was a suitable forum for 
the sort of appeal Unger sought. When an appeal is brought before the Review 
Board, the FDA commissioner has authority to make a final decision on the 
following matters: 

[O]n whether a Center followed its processes[;] whether the Center 
provided an adequate opportunity to the initiator to express his or her 
concerns; whether all relevant evidence bearing on the scientific question 
at issue has been considered; and whether the dispute should be remanded 
to the Center Director for corrective action.262

The first two matters (whether the Center followed its own processes and 
whether it provided the initiator adequate opportunity to express concerns) are 
procedural in nature, and the third only broaches whether all relevant evidence 
was considered. Thus, it is doubtful that an appeal of this sort would entail 
reexamination of existing evidence for a final agency action such as approval of 
a new drug application, for example. Although the Scientific Dispute Process 
Review Board may serve an important purpose within the agency, the FDA may 
be better served by formalizing an internal pathway to appeal agency decisions 
on the merits based on a broader set of grounds, including potential conflicts of 
interest. An important question here would be the appropriate standard of review 
for such an appeal. There should be a consistently applied standard of review, 
and it is unclear whether a deferential one would ferret out mistaken or conflicted 
decisions.

A clear-cut internal appeals process in which agency decisions can be 
reevaluated on the merits, and cultivation of an environment in which staff and 
experts feel comfortable engaging such a pathway, may offer great benefits in 
cases of genuine disagreement or concerns that undue influence, for example, 
skewed an outcome. The evaluative dilemma that members of the public face 
when they attempt to assess the accuracy of the FDA’s decisions militates in 
favor of an internal appeals process that places agency staff, who possess greater 
expertise, at the helm of appeal requests.263 Some might regard an internal 
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pathway to appeal agency decisions as duplicative, especially given the extensive 
and many-layered drug review process that the FDA undertakes in the first 
instance. There is also the possibility that such a pathway could be too easily 
coopted by disgruntled or strongheaded employees. These potential critiques 
notwithstanding, an appeals pathway has the potential to function as a key 
process safeguard for some of the most challenging drug and biologic 
applications and may find particular usefulness for therapies reviewed under 
accelerated approval when unmet need is great but evidence may be more 
limited. (In order to reduce the likelihood of frivolous challenges, appeals can be 
made harder to invoke, such as by requiring more than one individual within the 
agency to agree to initiate the appeal.)

To be sure, an appeals process may stymie a subset of drug approvals. But, 
as the high price of new drugs and the steep cost of drug development 
demonstrate, FDA approvals are a high-stakes matter. The financial and practical 
consequences of an injudicious drug approval should temper concerns about 
inefficiency or process ossification. 

Second, the agency could give greater weight to the input of outside experts 
who sit on advisory committees. Currently, advisory committees provide only 
recommendations, which the agency may or may not adopt.264 Agency procedure 
could be adjusted such that advisory committee determinations are 
presumptively accepted absent extraordinary circumstances or a reasoned 
justification.265 Granting FDA advisory committees a greater degree of authority 
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in the drug review process would diminish the ability of senior FDA officials to 
nudge an application prematurely into the “approved” category despite advisory 
committee objections about a therapy’s safety or efficacy. 

Third, it is worth considering whether the FDA may be better organized as 
a multimember commission rather than an agency headed by a single 
Commissioner of Food and Drugs, and to what extent this sort of change in 
agency structure might counteract external forms of influence. Professors 
Ganesh Sitaraman and Ariel Dobkin have argued for the superiority of the single-
director agency structure both because of greater efficiency and “clearer lines of 
responsibility,” which lead ultimately to the agency head.266 To the extent that 
expeditious FDA action is desirable, a single-director structure may indeed be 
superior.267 But, if there are concerns that the pendulum has swung too far in the 
direction of hurried and injudicious drug approvals, a multimember commission 
may produce a welcome reduction in pace, especially for those NDAs or BLAs 
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that are particularly divisive within the agency.
Would an FDA with lengthier periods of review for certain NDAs and BLAs 

be a more effective agency or a less effective one? The answer would depend on 
whether lengthier periods of review are called for and whether they ultimately 
lead the agency to reach “better” decisions for those applications while 
accounting for delays until safe and effective drugs reach the market. (Again, 
though, there are inherent limitations on the ability of the public to evaluate 
whether the agency reached the “right” decision on any particular application 
before it, making an assessment of agency effectiveness challenging.) Writing 
on the topic of independent agencies, Professor Paul Verkuil has characterized 
multimember “collegial bodies” that are often at the helm of independent 
agencies as “more concerned with values of fairness, acceptability and accuracy 
than with the single dimension of efficiency,” and as “consensual, reflective, and 
pluralistic” in their decision-making.268 Sitaraman and Dobkin concede that 
multimember commissions may offer the benefit of more deliberative decision-
making but question whether that is in fact the case when commissioners 
approach their roles with a partisan mindset.269 Although the multimember 
structure may function as a bulwark against political influence on the agency 
head, this may not be true to the extent that the commissioners are chosen, and 
later make decisions, based on party lines. 

Various other factors make the choice between a single-director head and a 
multimember commission for an agency such as the FDA a difficult one. Rapid 
turnover in single-director agency heads not only implicates revolving door 
concerns but also raises concerns about consistency in agency policy and 
consistency in direction.270 An agency might achieve greater continuity and 
consistency via multiple commissioners with overlapping terms rather than a 
succession of single directors who lead for only short stints. On the other hand, 
to the extent that resource constraints continue to afflict the FDA, the greater 
difficulty multimember commissions commonly face in meeting statutory 
deadlines may tip the scales in favor of retaining a single-director structure.271

Fourth, with respect to intra-agency checks, an expanded and strengthened 
system for postmarketing surveillance can function as an indirect check on 
FDA’s decisions with respect to new drug and biologic approvals. The logic here 
is that robust postmarketing surveillance can counteract hasty drug approvals by 
ensuring more vigilant monitoring for safety and efficacy concerns and swifter 
action to enforce changes to drug labels or withdraw drugs that prove unsafe or 
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inefficacious. The case for enhanced postmarketing surveillance has been made 
quite well from the standpoint of drug safety.272 The ability of a more robust 
postmarketing surveillance system to serve as an indirect check on industry 
influence arising from revolving door concerns constitutes yet another benefit of 
this much-needed reform. 

2. Extra-agency Checks

The FDA’s approval of a new drug is not itself considered a “final agency 
action” within the meaning of the Administrative Procedure Act (“APA”) and 
agency regulation, and therefore it is not subject to direct judicial review.273

However, the FDA considers as a final agency action its response to a petition or 
citizen petition requesting, among other actions, withdrawal of a drug from the 
market or rejection of a drug application.274 A citizen petition is a request to the 
Commissioner of Food and Drugs to “issue, amend, or revoke a regulation or 
order,” or alternatively, to “take or refrain from taking any other form of 
administrative action.”275 The Commissioner must issue a response within 180 
days approving the petition, denying it, providing a tentative response, or 
dismissing it as moot.276 Filing of a petition or citizen petition and the FDA’s 
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final administrative action on the petition are thus a necessary precursor to a court 
challenge: “FDA has primary jurisdiction to make the initial determination on 
issues within its statutory mandate, and will request a court to dismiss[] . . . any 
issue which has not previously been determined by the agency . . . .”277

It is fairly commonplace for brand drug manufacturers to file 505(q) citizen 
petitions requesting that the FDA take action to delay a pending abbreviated new 
drug application (“ANDA”) for a generic equivalent of a brand-name drug.278

Although the FDA’s final approval of an ANDA is not dispositive of ripeness,279

final approval may make a challenge more likely to be ripe for judicial review to 
the extent that hardship to the plaintiff is more direct or imminent.280 Challenges 
to NDA or BLA approvals are less frequent than challenges to ANDA or 
abbreviated Biologics License Application (“aBLA”) approvals. However, 
nothing in theory prevents an interested party from challenging an NDA or BLA 
approval in court provided that a final administrative decision has been rendered 
in accordance with 21 C.F.R. § 10.45 and other requirements such as standing 
and ripeness are satisfied.

The actions of other agencies and insurers can also serve as an important 
check on the FDA’s decision-making. CMS coverage decisions, for example, can 
function as an indirect safeguard against miscalculated or rushed drug approvals. 
CMS announced in January 2022 that Aduhelm will be covered only for 
Medicare patients enrolled in “qualifying” clinical trials, which illustrates its 
power to restrict access to FDA-approved therapies.281 CMS’s limited coverage 

G<E;@E>� 8GGC@:8K@FE
� =FI� <O8DGC<�� 0�.�� !���� �� ����� ���
��
� �
�
���� +��
�
���� ����
+��
�
��������.����������
���.����������.���
��������������	��!�����
�!���
�����
�
����������
�������"�
����������$���������� ������
� ?KKGJ�

G<ID8�::
4������'���/?<�
I<>LC8KFIP� C8E>L8><�<EM@J@FEJ�8� GFK<EK@8C�:?8CC<E><� KF�8E�)���� U/?@J� J<:K@FE�8GGC@<J� KF�8�
:@K@Q<E�G<K@K@FE�FI�G<K@K@FEJ�=FI�JK8P�F=�8:K@FE�K?8K�D<<KJ�8CC�F=�K?<�=FCCFN@E>�:I@K<I@8������6K7?<�
G<K@K@FE�I<HL<JKJ� K?8K� K?<��FDD@JJ@FE<I� K8B<�8EP�=FID�F=�8:K@FE� K?8K�:FLC;
� @=� K8B<E
�;<C8P�
8GGIFM8C�F=�������8�E<N�;IL>�8GGC@:8K@FE�JL9D@KK<;�K?IFL>?�K?<�G8K?N8P�;<J:I@9<;�9P�J<:K@FE�
����9�����F=�K?<�!<;<I8C�!FF;
��IL>�8E;��FJD<K@:��:K��������V������!�-��R�������8���

����������!�-��R�������9���
���	�)33�(@:?8<C�����8II@<I����8IC�(@EE@K@
��7B7H3<�&3B7B7=<A��"=<5��"/B3��7:32��/<2��B�

"/AB��3<732
��������0��'��-�������
�������������
������<G?8CFE
�$E:��M��.<9<C@LJ
�����!��.LGG���;����
��������������������
���	�)33� 72	� 8K� �����+=@Q<I� $E:�� M��.?8C8C8
� ����!��;� ���
� ���
� ���� �������@I�� ������

�>I8EK@E>�JLDD8IP�AL;>D<EK�KF�K?<�>FM<IED<EK�8=K<I�+=@Q<I�:?8CC<E><;�K?<�!��XJ�8::<GK8E:<�
F=�(PC8EXJ��)��� =FI�+IF:8I;@8�3'� �E@=<;@G@E<�
� FE� K?<� >IFLE;J� K?8K�+=@Q<I� JL==<I<;� EF�
@DD@E<EK� ?8I;J?@G� =IFD� K?<� !��XJ� 8::<GK8E:<� F=�(PC8EXJ��)��TFI� K?<� !��XJ� C8K<I�
K<EK8K@M<�8GGIFM8C�F=�K?<��)��T8E;�K?<I<=FI<�+=@Q<IXJ�:C8@DJ�N<I<�EFK�I@G<�=FI�I<M@<N����

���	�)33�AC>@/�EFK<�����$E�K?<�:8J<�F=�<K<GC@IJ<E
�JFD<�@EJLI<IJTEFK89CP��EK?<DT:?FJ<�
EFK�KF�:FM<I�K?<�K?<I8GP�JFFE�8=K<I�@K�N8J�8GGIFM<;�;L<�KF�:FE:<IEJ�89FLK�@KJ�<==@:8:P
�9LK�C8K<I�
8CCFN<;�:FM<I8><�GIFM@;<;�K?8K�JG<:@=@:�:C@E@:8C�:I@K<I@8�8I<�D<K��)33��IL:<�%8GJ<E
��<B63;�
)/GA��B�-=<MB��=D3@�)/@3>B/MA�#CAC1:/@��GAB@=>6G��@C5
�!�������*:K���
�����
�������+(�
�
?KKGJ�

G<ID8�::
'03���4�#� �I<GFIK@E>� FE��EK?<DXJ� @E@K@8C� :FM<I8><� ;<:@J@FE���.LQ8EE<�
 CM@;><
��<B63;�(3D3@A3A��=C@A3���5@33A�B=��=D3@�)/@3>B/MA��C163<<3��@C5
��
��	�����
�
����)FM����
������
�?KKGJ�

G<ID8�::
5#����.5&��EFK@E>�K?8K��EK?<DXJ�:FM<I8><�GFC@:P�
I<HL@I<J��(��G8K@<EKJ�KF�D<<K�:<IK8@E�:C@E@:8C�:I@K<I@8
�@E:CL;@E>�8�I<HL@I<D<EK�=FI�8D9LC8KFIP�
:8G8:@KP�8E;�8�><E<K@:�DLK8K@FE�:FDG8K@9C<�N@K?�<K<GC@IJ<EXJ�D<:?8E@JD�F=�8:K@FE���



44906-stl_34-1 Sheet No. 37 Side A      02/15/2023   10:10:40

44906-stl_34-1 S
heet N

o. 37 S
ide A

      02/15/2023   10:10:40

50897BCD33FB775B3ECE35967D31F02C.DOCX (DO NOT DELETE) 2/13/23 11:09 PM 

2023] FDA’S REVOLVING DOOR 65

determination for Aduhelm was based in part on concerns about the relative risks 
and benefits of the therapy; yet, it stands at odds with the FDA’s still-valid 
decision to approve the treatment as safe and effective for its labeled indication. 
Whether CMS should have authority to establish conditional access to FDA-
approved treatments when it determines that risks remain insufficiently studied, 
or whether the FDA should request that sponsors produce additional data prior 
to drug approval, is a matter for debate. Other agencies with a hand in drug 
coverage and reimbursement may exert a similar check, such as the Health 
Resources and Services Administration (“HRSA”) that administers the 340B 
Drug Pricing Program and sets the associated 340B ceiling price for certain 
outpatient drugs.282

CONCLUSION

Industry influence may explain much of the recent controversy surrounding 
the FDA’s contested drug approval and EUA-related decisions: hasty approvals 
based on limited evidence could reflect an individual or institutional favoring of 
industry interests. The “revolving door” movement of government regulators to 
positions in regulated entities is one important mechanism by which industry can 
exert undue influence on incumbent regulators. Theoretical foundations from 
across disciplines help demonstrate that a regulator’s good intentions cannot 
stave off the potential for bias. Even in the absence of actual bias, perceived or 
potential bias due to the prevalence of the revolving door tends to erode public 
trust and confidence in the FDA’s decisions and therefore weighs in favor of 
mitigating measures. The revolving door is best conceptualized as an 
institutional problem. Attendant risks come to fruition through unchecked 
exercises of discretion; therefore, instituting a variety of different checks on 
agency decision-making can keep the hazards that accompany the revolving door 
at bay. 
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