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INTEREST OF AMICUS*

The Association of American Medical Colleges
(AAMC) is a nonprofit association dedicated to improv-
ing the health of people everywhere through medical
education, health care, medical research and communi-
ty collaborations. Its members are all 158 U.S. medical
schools accredited by the Liaison Committee on Medi-
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and no person or entity, other than amicus curiae or their counsel
made a monetary contribution intended to fund the preparation or

submission of this brief.
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cal Education, 13 accredited Canadian medical schools,
approximately 400 academic health systems and teach-
ing hospitals and more than 70 academic societies. The
AAMC leads and serves America’s medical schools,
teaching hospitals and academic health systems
(AMCs), and through these institutions and organiza-
tions represents hundreds of thousands of individuals
across academic medicine, including full-time faculty
members, medical students, resident physicians and
graduate students and postdoctoral researchers in the
biomedical sciences.

AAMC’s members pioneer discoveries and innova-
tions that save lives and transform health care. More
than half of all research sponsored by the National In-
stitutes of Health is conducted at medical schools and
teaching hospitals. Research at AAMC member insti-
tutions brings new treatments from the laboratory to
the patient bedside in impacted communities. Organ
transplant, immunotherapies for cancer and laparoscop-
ic surgery are just three of the many innovations in
medical care pioneered at teaching hospitals. The ad-
vances growing out of this research save lives and im-
prove the quality of life for millions of people.

The cutting-edge research and high-quality patient
care for which AMCs are recognized depends in large
part on the Food and Drug Administration (FDA)’s sci-
entifically rigorous process for evaluating and approv-
ing new drugs. Doctors rely on the FDA’s determina-
tions regarding the safety and efficacy of drugs, includ-
ing conditions of use and clinical data described in the
FDA-approved prescribing information and FDA an-
nouncements regarding drug safety, to inform their
treatment decisions. Additionally, patients rely on con-



3

tinued access to and availability of FDA-approved
drugs on which their health depends. Accordingly,
AAMC has a significant interest in the stability of the
FDA’s evidence-based, science-driven review and deci-
sion-making process on which its members rely to pro-
vide expert patient care and pursue state-of-the-art
medical research that saves lives and improves health.

SUMMARY OF THE ARGUMENT

Congress has vested the FDA with sole authority
to review and approve new drugs, including their con-
ditions for distribution and use, through a multidiscipli-
nary, science-based process. Where a court is review-
ing whether FDA actions taken pursuant to its drug
approval and oversight authority were arbitrary and
capricious under the Administrative Procedure Act,
and especially in matters like this involving public
health, the court’s review is appropriately deferential
to scientific determinations that Congress has commit-
ted to the agency’s expertise. The court may not, as
the Fifth Circuit did here, substitute its view of the sci-
entific evidence for the agency’s own.

AAMC supports petitioners’ arguments that the
FDA’s actions with respect to mifepristone that are at
issue in this case were lawful. Namely, the FDA’s deci-
sion to change the conditions of use, adverse event re-
porting requirements and in-person dispensing re-
quirements for mifepristone were not arbitrary and ca-
pricious. AAMC agrees with petitioners that the Fifth
Circuit’s unprecedented second-guessing of the FDA’s
expert judgment about the conditions required to as-
sure the safe use of mifepristone contradict this Court’s
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precedents and applicable administrative law princi-
ples.

AAMC writes separately to address the implica-
tions of the Fifth Circuit’s decision beyond the particu-
lars of mifepristone. It is of critical importance that the
scientific review and regulatory decision-making pro-
cess remains the purview of the expert agency (the
FDA) to which Congress has delegated specific author-
ity for the scientific review of medical products—not
the judicial branch.

AAMC’s member institutions bring about life-
changing, cutting-edge medical treatments and im-
prove patient care through scientific discoveries. The
use, study, purchase and prescribing of FDA-approved
products are critical to the institutions’ core missions of
research, clinical care and educating the future health
care workforce. AMCs rely on the FDA’s rigorous, sci-
ence-driven drug approval process, as well as the con-
tinued availability of FDA-approved drugs, to guide
research and investment decisions and inform medical
practice.

Permitting an individual court or judge to substi-
tute his or her opinions for the FDA’s expert judgment
threatens to upset this established, and highly success-
ful, science-driven process and undermines the very
authority Congress granted to the FDA. The frag-
mented approach that would be permitted under the
Fifth Circuit’s decision—where the availability of drugs
and their applicable conditions of use could vary by ju-
dicial district—would undercut more than eight dec-
ades of progress since the passage of the Federal Food,
Drug, and Cosmetic Act, imperiling innovative, life-
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saving research and product development and threat-
ening patient care.

The Court should reaffirm faithfulness to the
FDA’s evidence-based process, rather than embark on
a new path in which individual judges, without access
to the scientific resources and expertise of the FDA,
are permitted to substitute their own views for those of
the experts that Congress has entrusted to protect the
public health.

ARGUMENT

I. THIS CASE IS ABOUT JUDICIAL DEFERENCE TO
AN AGENCY’S EXPERT EXECUTION OF CONGRES-
SIONALLY DIRECTED SCIENTIFIC DECISION-
MAKING IN HIGHLY COMPLEX, TECHNICAL
FIELDS

Unlike other cases that this Court is presently con-
sidering, such as Loper Bright Enterprises v. Raimon-
do, No. 22-451 (S. Ct. argued Jan. 17, 2024), this case
does not concern judicial deference to an agency’s legal
opinion regarding the meaning of a statutory or regula-
tory text. Rather, this case concerns the proper role of
judicial deference when reviewing, under an arbitrary
and capricious standard, an agency’s scientific judg-
ment, made in the exercise of their core, Congressional-
ly assigned technical expertise—especially when those
decisions implicate the public health. Justice Ka-
vanaugh has described as “[a] basic principle of admin-
istrative law,” that “[iln Administrative Procedure Act
cases alleging arbitrary and capricious agency action,
courts must be careful not to unduly second-guess an
agency’s scientific judgments.” Cytori Therapeutics,
Inc. v. FDA, 715 F.3d 922, 923 (D.C. Cir. 2013) (Ka-
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vanaugh, J.). This Court should be wary of undermin-
ing that deference or otherwise elevating the opinions
of judges without scientific training over the science-

driven process employed by expert agencies like the
FDA.

In general, “courts owe significant deference to the
politically accountable entities with the ‘background,
competence, and expertise to assess public health. ”
FDA v. Am. Coll. of Obstetricians & Gynecologists, 141
S. Ct. 578, 579 (2021) (Roberts, C.J., concurring) (quot-
ing South Bay United Pentecostal Church v. Newsom,
140 S. Ct. 1613, 1614 (2020) (Roberts, C.J., concurring)).
See also Marshall v. United States, 414 U.S. 417, 427
(1974) (“When Congress undertakes to act in areas
fraught with medical and scientific uncertainties, legis-
lative options must be especially broad and courts
should be cautious not to rewrite legislation, even as-
suming, arguendo, that judges with more direct expo-
sure to the problem might make wiser choices.”). Put
differently, while judges should “do” law, scientists
should “do” science.

There is even greater cause for judicial deference
to agency expertise where, as here, Congress has es-
tablished and delegated to the FDA robust authority
and the resources to evaluate and make decisions on
the basis of complex scientific evidence. See Part I1.A.,
mfra. On the record before the Court, and for the rea-
sons stated in the federal petitioners’ brief, AAMC
supports petitioners’ arguments that the agency’s deci-
sion to change the conditions of use, adverse event re-
porting requirements and in-person dispensing re-
quirements for mifepristone were neither arbitrary nor
capricious. Pet. 33-44. AAMC agrees with petitioners
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that the Fifth Circuit’s unprecedented second-guessing
of the FDA’s expert judgment about the conditions re-
quired to assure the safe use of mifepristone contradict
this Court’s precedents and applicable administrative
law principles. Moreover, AAMC supports the argu-
ments set forth in the briefs of numerous amici support-
ing certiorari regarding the demonstrated safety and
efficacy of mifepristone, the critical role mifepristone
plays in women’s reproductive health and the detri-
mental impact the Fifth Circuit’s decision would have
on patient care and medical practice. See, e.g., Ameri-
can College of Obstetricians & Gynecologists et al.
Cert. Amicus Br. 7-23; Patient & Provider Advocacy
Orgs. Cert. Amicus Br. 9-20.

The issues before the Court in this case, however,
go far beyond the specifics of an individual medication
or its conditions of use. The scientific review and regu-
latory decision-making process must remain the pur-
view of the federal agency to which Congress has en-
trusted specific authority for the scientific review and
approval of medical products—not the judicial branch.
That science-driven process has been the bedrock of
medical innovations that have been and continue to be
vital to patients’ health and wellbeing. The Court
should not lightly undermine that essential foundation
of the American health care system.

II. THE FIFTH CIRCUIT’S DECISION WOULD JEOP-
ARDIZE THE SCIENCE-DRIVEN FDA APPROVAL
PROCESS AND THE CONTINUED AVAILABILITY OF
APPROVED DRUGS

The use, study, purchase and prescribing of FDA-
approved products are critical to AMCs’ core missions
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of research, clinical care and educating the future
health care workforce. AMCs rely on the FDA'’s rigor-
ous, science-driven drug approval process, as well as
the continued availability of FDA-approved drugs, to
guide research and investment decisions and inform
medical practice. Permitting individual courts or judg-
es to substitute their opinions for the FDA’s expert
judgments of the scientific record threatens to upset
this established, and highly successful, evidence-based
process and undermines the very authority Congress
granted to the FDA.

A. Congress Has Vested the FDA with Broad
Authority to Review and Approve New
Drugs, Including Their Conditions for Dis-
tribution and Use, Through a Multidiscipli-
nary, Science-Based Process

Through the Food, Drug, and Cosmetic Act of 1938,
Pub. L. 75-717, 52 Stat. 1040 (1938) (codified as amend-
ed at 21 U.S.C. 301 et seq.) (FDCA), Congress has vest-
ed the FDA with exclusive governmental authority to
“protect the public health by ensuring that * * * drugs
are safe and effective” and to “promote the public
health by promptly and efficiently reviewing clinical
research and taking appropriate action on the market-
ing of regulated products in a timely manner.” 21
U.S.C. 393(b). In furtherance of this mission, the
FDCA establishes a comprehensive regulatory frame-
work for the review and approval of new drugs through
the new drug application (NDA) process. 21 U.S.C.
355. The FDCA strictly prohibits the introduction or
delivery for introduction into interstate commerce of
any new drug unless and until the NDA for such drug
has received FDA approval. 21 U.S.C. 355(a). Estab-
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lishment of a national standard for drug approvals
through the NDA approval process was based on Con-
gress’ recognition that the previous patchwork ap-
proach to regulating drugs was inadequate, as evi-
denced by an incident in 1937 where an untested drug
led to the deaths of more than 100 people in 15 states.
See, e.g., Carol Ballentine, Off. of Pub. Affairs, U.S.
Food & Drug Admin., Sulfanilamide Disaster (June
1981), https://www.fda.gov/about-fda/histories-product-
regulation/sulfanilamide-disaster.

The NDA process requires that the FDA under-
take a rigorous, science-driven evaluation of any NDA,
as well as any new conditions for use of a previously
approved drug submitted under a supplemental NDA
(sNDA), to determine, inter alia, whether the drug is
“safe for use” and will have the “effect[s] it purports or
is represented to have” under the conditions of use pre-
scribed in the labeling. 21 U.S.C. 355(d). Recognizing
that no drug is devoid of safety risks, teams of scientific
experts undertake a careful and balanced risk-benefit
assessment to determine whether the benefits of the
drug outweigh the potential risks. Ibid. See also U.S.
Food & Drug Admin., Guidance for Industry on Bene-
fit-Risk Assessment for New Drug and Biological
Products (Oct. 2023), https://www.fda.gov/media/
152544/download. The technical review process re-
quires experts from relevant scientific disciplines (e.g.,
medical, chemistry, pharmacology, statistics, clinical
pharmacology) to analyze, interpret and synthesize the
information and evidence in the application, including
proprietary or unpublished information, as well as any
additional information the applicant provides in re-
sponse to FDA requests for information. See U.S.
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Food & Drug Admin., FDA’s Drug Review Process:
Continued (Aug. 24, 2015), https://www.fda.gov/drugs/
information-consumers-and-patients-drugs/fdas-drug-
review-process-continued. The technical review pro-
cess includes a thorough evaluation of the complete sci-
entific record, including the clinical and non-clinical
studies of the drug, associated study protocols, statisti-
cal analysis plans, clinical study reports and detailed
data sets and the relationship between such studies in
establishing the risk-benefit profile of the drug. See,
e.g., U.S. Food & Drug Admin., Review Team Respon-
sibilities (Sept. 1, 2015), https://www.fda.gov/about-
fda/center-drug-evaluation-and-research-cder/review-
team-responsibilities.

These technical reviews do not merely rely on the
information provided in the application, but require the
FDA’s scientific experts to undertake an independent
analysis of the data and exercise their scientific judg-
ment to make conclusions and recommendations re-
garding the product, including whether the application
meets the statutory standards for approval. The tech-
nical review process ensures that any approval deci-
sions are based on a comprehensive assessment of the
evidence and the consensus of a multidisciplinary group
of experts in the relevant scientific fields, rather than
any single individual’s opinion.

If, based on this scientific review process, the FDA
determines that a drug meets these statutory stand-
ards for safety and effectiveness and the benefits of the
drug outweigh the risks, the FDA will approve the
NDA, allowing the drug to be marketed in the U.S.
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Congress has vested the FDA with authority to
make safety and effectiveness determinations and un-
dertake the complex risk-benefit assessments required
for approval. The FDCA neither defines nor provides
precise standards for what it means for a drug to be
“safe” or “effective” or when the benefits outweigh the
risks. Rather, the FDCA explicitly assigns to the FDA
the responsibility to apply the standards to individual
products in an exercise of the FDA’s scientific exper-
tise and well-reasoned judgment. For example, regard-
ing safety, the FDA may refuse to approve an NDA if
“the Secretary finds * * * he has insufficient infor-
mation to determine whether such drug is safe for use.”
21 U.S.C. 355(d)(4). The statute does not elaborate on
what level or type of information is “sufficient” to
demonstrate a drug is safe; instead, Congress explicitly
assigns to the FDA the task of determining whether
the information is sufficient.

Similarly, regarding effectiveness, the FDCA per-
mits the FDA to refuse to approve an NDA if “the Sec-
retary finds *** there is a lack of substantial evi-
dence that the drug will have the effect it purports or is
represented to have.” 21 U.S.C. 355(d)(5). Here, the
FDCA defines the term “substantial evidence” as “evi-
dence consisting of adequate and well-controlled inves-
tigations, including clinical investigations, by experts
qualified by scientific training and experience to eval-
uate the effectiveness of the drug involved, on the basis
of which it could fairly and responsibly be concluded by
such experts that the drug will have the effect it pur-
ports *** ” 21 U.S.C. 355(d) (emphasis added). That
definition does not articulate specific requirements re-
garding the level of evidence necessary to meet this
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standard but, again, relies instead on the FDA to exer-
cise its judgment in making this efficacy determination,
emphasizing that such decisions should be rooted in the
judgment of experts who are scientifically trained to
evaluate drugs. Ibid.

Congress has also authorized the FDA, as part of
its risk-benefit assessment, to require an applicant to
implement a risk evaluation and mitigation strategy
(REMS) under certain circumstances to ensure the
benefits of the drug outweigh the risks. 21 U.S.C. 355-
1(a)(1)-(a)(2). Consistent with Congress’ delegation of
authority for product approval, the FDA is vested with
authority to determine whether a REMS is necessary
and what elements are required for a particular drug to
assure safe use. Specifically, the FDA may impose a
REMS for a specific drug if “the Secretary * * * makes
a determination that such a strategy is necessary to en-
sure that the benefits of the drug outweigh the risks of
the drug.” 21 U.S.C. 355-1(a)(2). Similarly, the FDA
may require that the REMS include one or more ele-
ments as part of the strategy (e.g., medication guide,
communication plan, disposal requirements) or require
additional elements to assure safe use (e.g., training for
health care providers who prescribe the drug, limiting
dispensing to certain health care settings), “if the Sec-
retary determines” such elements are required. 21
U.S.C. 355-1(e)-(f).

In assessing whether a REMS is necessary for a
particular drug and the elements required thereunder,
the FDA is required to consider several factors, includ-
ing the estimated size of the patient population, the ex-
pected benefit of the drug, the duration of treatment,
the seriousness of any known or potential adverse
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events and whether the drug is a new molecular entity.
21 U.S.C. 355-1(a)(1). Although the FDA is required to
consider these factors, the statute vests the Secretary
with the exclusive authority to apply these factors to
the risk-benefit framework to make a determination
that a REMS is required. Ibid. The FDA’s decision to
implement a REMS involves a complex, drug-specific
inquiry that considers the risk-benefit profile of the
drug, available clinical and post-marketing data related
to the risk and the input of internal and external ex-
perts with specialized expertise relevant to the risk.
See, e.g., U.S. Food & Drug Admin., Guidance for In-
dustry on REMS: FDA’s Application of Statutory Fac-
tors in Determining When a REMS Is Necessary (Apr.
2019), https://www.fda.gov/media/100307/download.

The conditions of an initial approval, including a
REMS, are subject to modification as new data be-
comes available. Such data may come from a variety of
sources including clinical trials, real-world evidence
studies, post-marketing adverse event reporting, pa-
tient and physician reports and the FDA’s own moni-
toring processes. Indeed, the FDCA requires the FDA
to conduct routine, comprehensive assessments of
REMS to assess whether the elements of the REMS
assure the safe use of the drug, are not unduly burden-
some on patient access and minimize the burden on the
health care delivery system. 21 U.S.C. 355-1(f)(5).

The FDA is permitted to require modifications to
the REMS at any time to add, modify or remove ele-
ments from the approved strategy to, inter alia, ensure
the benefits of the drug outweigh the risks, minimize
the burden on the health care delivery system of com-
plying with the strategy or accommodate different,
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comparable aspects of the elements to assure safe use.
21 U.S.C. 355-1(g)(4). These are the only factors the
FDA is required to consider when modifying a
REMS—nothing in the statute requires the agency to
rely on specific evidence or evaluate the cumulative ef-
fects of proposed modifications in a single study, as the
Fifth Circuit suggests. Pet. App. 44a-45a. The FDA
has repeatedly exercised its broad authority to modify
and remove REMS programs without relying on any
specific clinical data, as other amici have explained. See
Food & Drug L. Scholars Cert. Amicus Br. 11-12.

The FDA’s comprehensive, multidisciplinary, sci-
ence-driven process guides the entire product lifecycle
and the same rigorous standards that apply to the ini-
tial approval apply equally to subsequent approvals of
sNDAs and other modifications to the application, in-
cluding modifications to REMS.!

If, following approval, the FDA determines that
the risks of a drug outweigh the benefits, even with ap-
propriate labeling and other protections, the FDA may
initiate an action to withdraw its approval of the drug.
Specifically, the FDCA requires the FDA to withdraw
an NDA approval “if the Secretary finds * * * that
clinical or other experience, tests, or other scientific da-
ta show that such drug is unsafe for use under the con-
ditions of use upon the basis of which the application
was approved.” 21 U.S.C. 355(e). Although the statute

' Indeed, this comprehensive, multidisciplinary, science-driven

process is evident in the agency’s initial and supplemental approv-
als for mifepristone, as well as FDA’s decision to modify the
REMS. See Pet. 34-38, 41-44; see also Food & Drug L. Scholars
Cert. Amicus Br. 7-8, 13-15.
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assigns to the FDA the responsibility to make the find-
ing that a drug is unsafe, it does not allow the FDA to
make such a scientific determination on a whim, with-
out due process. Rather, the FDA is required to pro-
vide “due notice and opportunity for hearing to the ap-
plicant” prior to withdrawal, or in exceptional cases
where the Secretary determines there is an imminent
hazard to the public health warranting the immediate
suspension of an approval, provide the applicant with
an opportunity for an expedited hearing following such
suspension. Ibid.

B. AMCs Rely on the FDA’s Evidence-Based,
Science-Driven Process for the Review and
Approval of New Drugs

As part of the drug approval process discussed
above, the FDA undertakes a comprehensive review of
the scientific data to make expert-based judgments re-
garding the safety and efficacy of the drug and the con-
ditions for distribution and use. See Part II.A., supra.
Entities like AMCs that conduct complex biomedical
research not only rely on the FDA’s rigorous review
process to support clinical practice, but also depend on
the FDA'’s decision-making process to determine where
to make investments in new research. Thus, AMCs’
continued ability to rely on these processes is vital to
both advancing scientific discovery and patient care.

AMCs play a pivotal role in the research and de-
velopment of drugs across all stages of the product
lifecycle. Numerous innovative therapeutics were ini-
tially discovered by researchers at AMCs and subse-
quently licensed or otherwise transferred to pharma-
ceutical partners for clinical development. See, e.g.,



16

Ashley J. Stevens et al., Role of global public sector re-
search in discovering new drugs and vaccines, J. Tech
Transfer (Apr. 27, 2023), https://link.springer.com/art
icle/10.1007/s10961-023-10007-z. Even after out-
licensing or transferring a product candidate to a
pharmaceutical partner, AMCs typically remain in-
volved throughout the clinical research process. AMCs
lead almost half of all clinical trials conducted in the
U.S. See, e.g., Urté Fultinavic¢iaté & Irena Maragkou,
Profit vs inquiry: Clash of objectives in academic and
commercial trials, Clinical Trials Arena (Nov. 16,
2023), https://www.clinicaltrialsarena.com/features/acad
emic-commercial-clinical-trials/.  Additionally, AMCs
continue to invest in research activities post-approval,
including by conducting FDA-required post-approval
studies in partnership with commercial sponsors, as
well as other studies evaluating new therapeutic uses,
potential safety risks and comparative effectiveness of
available therapies. Ibid. See also e.g., Gregory K.
Robbins et al., Comparison of Sequential Three-Drug
Regimens as Initial Therapy for HIV-1 Infection, 349
New Eng. J. Med. 2293 (Dec. 11, 2003), https:/
www.nejm.org/doi/full/10.1056/nejmoa030264 (describ-
ing results from a post-approval study conducted at
numerous AMCs comparing treatment regimens for
first-line HIV-1 infection). AMCs’ continued ability to
conduct these studies depends in part on their ability to
rely on the FDA’s science-based determinations of
safety and efficacy and the availability of approved
products.

The FDA’s approval process not only guides AMCs
in selecting products for research but helps protect
their research investments. Specifically, AMCs invest
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in research and development activities based on the
expectation that once a drug is approved, it will be law-
ful to sell the drug in the United States for years to
come, unless new evidence is identified by or submitted
to the FDA that would provide grounds for withdrawal
of approval. Indeed, many license and acquisition
agreements between AMCs and their pharmaceutical
partners contain milestone and royalty payments trig-
gered by FDA approval or other post-approval bench-
marks. See, e.g., Vladimir Drozdoff & Daryl Fairbairn,
Licensing Biotech Intellectual Property in University—
Industry Partnerships, Cold Spring Harbor Persps.
Med. (Mar. 2015), https://www.ncbi.nlm.nih.gov/pme/
articles/PM(C4355252/. These agreements provide op-
portunities for AMCs to reinvest in future research,
but depend on the stability of the FDA regulatory
scheme, approval process, and mechanisms for evaluat-
ing post-approval evidence of drugs’ safety and efficacy
in clinical practice. See also Pharma. Res. Mfrs. of Am.
et al. Cert. Amicus Br. 19-20.

Further, AMCs and health care providers nation-
wide rely on the FDA’s assessment of clinical data and
determination of a drug’s safety and effectiveness, as
well as the continued availability of approved products,
to inform clinical decision-making and medical practice.
Additionally, AMCs and academic societies undertake
similar science-driven assessments in developing rec-
ommendations for clinical care, such as clinical treat-
ment pathways and guidelines. These recommenda-
tions depend on stability in the FDA’s drug approval
process in that they assume that approved products
will remain available for use in clinical practice unless
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the FDA determines there are grounds to withdraw
approval.

C. Substituting the Opinions of the Courts, In-
cluding Individual District Judges, in Place of
the FDA’s Evidence-Based, Science-Driven
Review and Regulatory Decision-Making Pro-
cess Is Not Only Unprecedented, But Danger-
ous

Permitting an individual court or judge, who is not
scientifically trained or bound by a science-based pro-
cess, to substitute their opinions for the FDA’s expert
judgment undermines the scientific rigor and multidis-
ciplinary nature of the FDA’s approval process. Judges
and courts lack the requisite expertise to make the
complex risk-benefit determinations that are funda-
mental to the drug approval process. Moreover, the
judicial process is not conducive to the type of review
required to assess all available scientific evidence, es-
pecially when courts are asked to assess FDA approval
decisions that occurred many years prior. The FDA
has authority to consider all evidence and information
in the scientific record, including proprietary or un-
published information, as well as to request that spon-
sors provide additional evidence or studies as part of
the NDA review process. As noted above, Part I11.A.,
supra, the FDA also has at its disposal experts from
wide ranging disciplines both within the agency and
through advisory bodies to help inform its judgments.
Judges, by contrast, have none of this. Judicial review
is constrained to the arguments and materials provided
to the court, and the judge must make the decision
alone, aided only by non-technical law clerks.
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If permitted to stand, the Fifth Circuit’s decision
would subvert the comprehensive, uniform federal reg-
ulatory scheme established by Congress through the
FDCA. Instead of a single, national agency decision
regarding the safety and efficacy of a drug, the ruling
would potentially permit either a single district court
judge lacking the scientific training and expertise of the
FDA to make that decision for the nation, or—perhaps
even worse—lead to fragmented outcomes district-by-
district with different judges drawing different conclu-
sions, thereby creating uncertainty regarding which
decision controls and leading to arbitrary discrepancies
in the available treatment options from geography to
geography.

Institutions and providers across the nation would
be uncertain about the impact of a single court ruling
nullifying the approval of a drug or restricting the dis-
tribution of that drug on their ability to prescribe the
drug and would not know the outcome or timing of sub-
sequent appeals processes. Moreover, providers might
reasonably be concerned about the risk of medical mal-
practice liability stemming from the prescription of
drug between an initial court ruling disputing the safe-
ty of a drug and a later FDA action compelled by the
courts. The undermining of the national authority of
the FDA to determine which drugs are safe and effec-
tive might invite legal challenges against providers that
call into question established standards of care involv-
ing the use of FDA-approved drugs. Concerns regard-
ing such a fragmented approach are what led to the
passage of the FDCA and permitting such approach
would undercut 85 years of progress. See p. 8, supra.



20

Additionally, the Fifth Circuit’s ruling, if upheld,
would allow judges and courts to set aside the FDA’s
scientific determinations of safety and efficacy and im-
pact the continued availability of approved drugs,
which health care providers rely on to provide critical
patient care. Allowing courts to make such decisions
would have a chilling effect on patient care as providers
would be prevented from using drugs for the uses that
the FDA has deemed safe and effective. Moreover,
providers would be prevented from using the drug for
any appropriately supported off-label uses, which in
some cases are the medically recognized standard of
care, as the FDA itself has previously acknowledged.
U.S. Food & Drug Admin., Guidance for Industry on
Good Reprint Practices for the Distribution of Medical
Journal Articles and Medical or Scientific Reference
Publications on Unapproved New Uses of Approved
Drugs and Approved or Cleared Medical Devices (Jan.
12, 2009), https://www.regulations.gov/document/FDA-
2008-D-0053-0127. For example, few cancer drugs are
approved for pediatric use at the time of initial FDA
approval. See Dylan Neel et al., Timing of first-in-
child trials of FDA-approved oncology drugs, 112 Eur.
J. Cancer 49 (Mar. 28, 2019), https://doi.org/10.1016
/j.ejca.2019.02.011. Most life-saving treatments for
children with cancer are based on chemotherapy agents
approved for use in adults and often for other forms of
cancer. See, e.g., Carmen-Maria Rusz et al., Off-Label
Medication: From a Simple Concept to Complex Prac-
tical Aspects, 18 Int’l J. Environ. Res. & Publ. Health
10447 (Oct. 4, 2021), https://www.ncbinlm.nih.gov
/pmc/articles/PMC8508135/. Additionally, for many ra-
re, life-threatening diseases, there are no FDA-
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approved treatment options, meaning that providers
must use medicines off-label, based on the available
clinical evidence, to treat patients with these condi-
tions. Ibid.

Permitting courts to interfere with the practice of
medicine in this way—Dby restricting access to or avail-
ability of medicines for both approved uses and appro-
priately supported off-label uses—can have life-
threatening consequences, particularly if patients lose
access to their prescribed medications without any pri-
or notice. The level of uncertainty this type of judicial
overreach will create is untenable and could damage
the ability of health care providers to prescribe medica-
tions with the confidence that they would continue to
be available in the future. This would jeopardize the
health and well-being of all patients and interfere with
the practice of evidence-based medicine.

Permitting judges and courts to second-guess the
FDA'’s scientific expertise and regulatory process—by
imposing novel evidence requirements not mandated
by statute and insisting upon seemingly perfect scien-
tific data where such data rarely exists, see Danco Br.
43-44; Pet. 14-15—incorrectly suggests that the FDA’s
decisions are arbitrary and disregards the scientific and
technical complexity inherent in the judgments the
FDA makes regarding drug safety and efficacy. Up-
holding the Fifth Circuit’s decision here would invite
challenges to other drug approvals and REMS deci-
sions and discredit the significance of and trust in the
FDA approval process, which is generally viewed as
the gold standard for drug review. KErosion of the pub-
lic trust in the FDA approval process would potentially
lead patients to question whether the drugs their phy-
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sicians recommend are safe and effective, sowing mis-
trust between patients and their providers.

The FDA’s evidence-based, science-driven process
for evaluating new drug approvals, label revisions and
the application or revision of REMS programs has
served the American public well since the FDCA’s en-
actment. The Court should reaffirm faithfulness to that
process, rather than embark on a new path in which in-
dividual judges, without access to the scientific re-
sources and expertise of the FDA, are permitted to
substitute their own views for those of the scientific
experts that Congress has entrusted to protect the
public health.

CONCLUSION

For the foregoing reasons, the judgment of the
Court of Appeals should be reversed.

Respectfully submitted.
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