Chevron Deference on the Brink: Small Fish May
Mean Big Changes for FDA

by Chad Landmon, Aaron Savit & lan Swan

Since 1984, courts have frequently invoked the Chevron doc-
trine to grant broad discretion to federal agencies to inter-
pret statutes.! Such broad application of Chevron, however,
has fallen out of favor with many jurists, including several
of the most recently appointed Supreme Court Justices.?
Moreover, the Supreme Court appeared to eschew Chevron
in more recent cases, such as American Hospital Ass’n v. Bec-
erra.?® Other federal courts have followed suit and given less
weight to Chevron deference. Now, the Court is considering
two related cases, Loper Bright Enterprises v. Raimondo and
Relentless v. Department of Commerce, that may narrow
Chevron deference or overturn it entirely.

If the Court’s decision in Loper Bright and Relentless
weakens Chevron deference, a flood of challenges to FDA’s

administrative decisions may ensue.

The Chevron Framework

The two-step Chevron test provides a framework for re-
viewing statutory interpretations by federal agencies. First,
a court must determine whether “Congress has directly
spoken to the precise question at issue” because “[i]f the in-
tent of Congress is clear . . . the court, as well as the agency,
must give effect to the unambiguously expressed intent of
Congress.” Second, if Congress has not directly addressed

the question at issue, the court then determines whether

the “agency’s answer is based on a permissible construction
of the statute.”

Under the Federal Food, Drug, and Cosmetic Act (FDCA),
FDA has broad power to develop advisory regulations, which
have the force of law provided they undergo the notice and
comment rulemaking process.® But, FDA often treats certain
nonbinding guidances and policy statements as having the
same force of law.” FDA thus “occasionally cross[es] a stat-
utory or constitutional line when necessary to accomplish
some valuable end.”® Chevron has been used to further bol-
ster FDA's rulemaking power by requiring that courts defer
to any reasonable agency interpretation of a statute that is
deemed ambiguous.

The Administrative Procedure Act (APA) allows federal
courts to set aside any agency action that is “arbitrary, ca-
pricious, an abuse of discretion, or otherwise not in accor-
dance with the law.”® Although the APA urges some degree
of deference to agencies, judges are given the last word on
incorrect agency interpretations of law.}® Where a statute
is ambiguous, Chevron has been applied by some courts to
accept any reasonable agency interpretation—even when
there are better, more reasonable constructions!! or the
interpretation first appeared during litigation.!? Courts have
consequently invoked Chevron to bestow agencies with

broad interpretive power when a statute is silent on an
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issue. Chevron deference has thus allowed agencies to ex-
plore the limits of their authority, knowing that such efforts

are rarely curtailed by the courts.?®

Today’s SCOTUS on Chevron

The Supreme Court has signaled that the days of Chevron
may be numbered. Several Justices have indicated a desire
to narrow or eliminate Chevron deference. For example,
Justice Thomas characterized the doctrine as a violation of
the separation of powers.* Chief Justice Roberts, by con-
strast, has endorsed a gatekeeping “step zero,” in which a
court considers whether Congress gave an agency authority
to make rules carrying the force of law before moving on to
the traditional two-step deference test.!® The Chief Justice’s
high bar for “step zero,” under which courts would reach
Chevron Step One “only if Congress has delegated authority
to definitely interpret a particular ambiguity in a particular
manner[,]” suggests that he favors restricting administrative
deference.’ Justice Alito has been willing to apply Chevron
while it remains good law'” and expressed reluctance to im-
plicitly phase out the doctrine through non-use.’® But Justice
Alito has also criticized Chevron deference as “a massive shift
of lawmaking from the elected representatives of the people
to unelected bureaucrats.”*®

Newer Justices have deepened the ranks of the Court’s
Chevron skeptics. For example, Justice Kavanaugh shares
Alito’s criticism? and favors a more robust Chevron Step
One.? Justice Gorsuch has argued that Chevron deserves
second-rate precedential consideration because it is a diffi-
cult-to-administer, procedural rule.?? And he recently stated
that Chevron “deserves a tombstone no one can miss.”?
Justice Barrett’s position on Chevron is less clear,?* but her
recent endorsement of the “major questions doctrine”
suggests she may support narrowing Chevron.?® Under the
major questions doctrine, courts do not consider “statutory
opacity” to be a delegation of Congress’ legislative authority
when an interpretation implicates a major question of social,
economic, or political policy.?®

Even the Court’s more liberal Justices have expressed
mixed views about Chevron. To be sure, Justices Ka-

gan and Sotomayor both support deference to agency

Chevron Deference on the Brink

Chad Landmon is the chair of Axinn,
Veltrop & Harkrider’s Intellectual Property
and FDA Practice Groups, where he
focuses on patent litigation and FDA
advocacy on behalf of clients in the life
sciences industry.

Aaron Savit is an associate in Axinn’s IP
and FDA Practice Groups.

lan Swan is an associate in Axinn’s IP and
FDA Practice Groups.

interpretations of law in some circumstances.?” But, both
Justices joined the majority in Kisor v. Wilkie, which nar-
rowed judicial deference to agency interpretations of their
own regulations.?® Justice Kagan wrote that “before conclud-
ing that a rule is genuinely ambiguous, a court must exhaust
all the ‘traditional tools’ of construction.”? In multiple cases
post-Kisor, Justices Kagan and Sotomayor have declined
deference to administrative interpretations, instead finding
statutes unambiguous after applying traditional statutory
interpretation tools.?° Justices Kagan and Sotomayor could
thus potentially join an opinion narrowing Chevron.

Justice Jackson has committed to “apply[ing] faithfully all
binding precedents . . . including any precedent pertaining to
the level of deference that should be afforded to agencies.”*!
One analysis found that, prior to her time on the Court,
then-Judge Jackson “show[ed] no inclination to challenge
long-standing doctrines like Chevron.”* It nevertheless not-
ed that “[s]he does appear to apply Chevron actively . . . and
cannot be accused of using it as a ‘rubber stamp’ for agency

action.”3® Overall, there is no indication that Justice Jackson
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would favor a significant change to the
doctrine.

A majority of the Supreme Court thus
appears willing to reevaluate the scope
of Chevron deference. So, what will that
look like and what impact will it have on

FDA and other federal agencies?

An Inflection Point for
Chevron

For many observers, American Hospi-
tal Ass’n v. Becerra was a signal from
the Supreme Court that Chevron’s

days were numbered. In that case, the
statute required the U.S. Department
of Health and Human Services (HHS)

to conduct a hospital survey before

it changed reimbursement rates for
different groups of hospitals. But HHS
did not do so, and chose instead to de-
crease reimbursement rates for certain
hospitals without the requisite survey.
Ultimately, the Court overturned HHS's
interpretation, but the opinion was
notable for what it omitted—the Court
did not provide a single reference to
Chevron, nor did it conduct a two-step
analysis. Instead, the Court applied “the
traditional tools of statutory interpreta-
tion” to analyze the text, structure, and
purpose of the statute.3* By omitting
Chevron in an important case involving
administrative deference, the Court
appeared to distance itself from the
doctrine.

Since then, American Hospital Ass’n
has been frequently cited in cases
challenging administrative action. In
United States v. Texas, for example,
the Supreme Court even cited its own
opinion in American Hospital Ass’n to

support the idea that it is “routine[] and

appropriate[] [to] decide[] justiciable
cases involving statutory requirements
or prohibitions on the Executive.”*® Oth-
er federal courts have also referenced
American Hospital Ass’n, including the
U.S. District Court for D.C. and the D.C.
Circuit, both of which handle a large
share of administrative challenges.3®
Other federal appellate courts
have increasingly left Chevron by the
wayside. For example, the Fifth Circuit
has noted that “there is no need to go
through [the Chevron] steps when a
statute unambiguously forecloses an
agency’s position.”*” The Ninth Circuit
likewise noted that “the future of the
Chevron deference doctrine has been
called into question.”3® A range of
federal courts have thus signaled their
willingness to limit the use of Chevron

significantly.

The Cases Before
SCOTUS
The two cases before the Supreme
Court will likely decide the future of
Chevron deference. On January 17,
2024, the Supreme Court heard oral ar-
guments in Loper Bright and Relentless.
Loper Bright involves a challenge to
regulations from the National Marine
Fisheries Service (NMFS) requiring
fishing vessel owners to pay per diem
fees for compliance officers that vessels
must carry to monitor compliance with
fisheries rules.?® On appeal, the D.C.
Circuit employed a traditional Chevron
analysis, identifying potential ambiguity
in the statute (Step One) before apply-
ing Step Two and holding that “the Ser-
vice’s interpretation of the [statute] as

authorizing additional industry-funded

monitoring programs is reasonable.”°
The Supreme Court granted certiora-

ri in Loper Bright on May 1, 2023 to
decide whether it “should overrule
Chevron or at least clarify that statutory
silence concerning controversial powers
expressly but narrowly granted else-
where in the statute does not consti-
tute an ambiguity requiring deference
to the agency.”

Relentless involves another challenge
to an NMFS rule requiring that herring
fishing companies pay for monitors to
accompany each vessel. On appeal, the
First Circuit departed from the typical
Chevron analysis. In upholding NMFS’s
interpretation of the relevant statute,
the court noted that it “need not decide
whether [to] classify this conclusion as
a product of Chevron step one or step
two.”* On October 13, 2023, the Court
granted certiorari on the same question
as in Loper Bright, consolidating the two

cases.

Oral Arguments
When the Supreme Court heard oral
arguments for both cases on January
17, 2024, the Justices’ questions tele-
graphed a likely change to the standard
for agency deference. The Court’s
conservative wing was largely critical of
Chevron deference, whereas the more
liberal Justices defended its utility. But
across the board, all Justices seemed to
think that Chevron needs a significant
overhaul, if it is not overturned alto-
gether.

The more conservative Justices
appeared unpersuaded by the Solicitor
General’s defense of Chevron, ques-

tioning the doctrine’s constitutional
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basis and its ability to parse between
questions of law and policy. Justice
Gorsuch attacked Chevron’s underlying
presumption that any statutory ambi-
guity implies a congressional delegation
of interpretive authority, calling it a
“fiction.”? Justice Kavanaugh expressed
concern with the doctrine’s effect on
the separation of powers, particularly
how it shifts power from Congress to
the Executive branch.* He and Justice
Alito questioned the justification for
treating certain questions as policy mat-
ters under Chevron, when those same
issues would be resolved as questions
of law absent an Executive agency.*
The more conservative Justices thus
seemed unconvinced that Chevron
deference properly respects congres-
sional intent or aligns with principles of
statutory interpretation.

Justices Gorsuch and Kavanaugh also
asserted that Chevron deference de-
creases stability and uniformity in the
law by delegating authority to Executive
agencies. According to them, Chevron
deference creates a “recipe for anti-reli-
ance” that causes “shocks to the system
every four to eight years when a new
administration comes in” and changes
agencies’ policy goals.*® As evidence
that Chevron fails to standardize results
in real cases, Justice Gorsuch stated
that “some judges claim never to have
found an ambiguity [in a statute] and
other equally excellent . . . judges have
said they find them all the time.”*

Questions from the Court’s more
liberal Justices expressed an opposing
view regarding separation of powers
and cautioned against vesting the

judiciary with powers that Congress

had properly delegated to Executive
agencies.*® Justice Jackson pointedly
noted that, absent Chevron, unelected
judges could become “uber-legislators,”
able to override the will of Congress
under the guise of judicial interpretive
power.* Justices Kagan and Sotomayor
also stressed the importance of stare
decisis, given the numerous cases that
have relied on Chevron to validate
agency interpretations.>°

Justices Kagan and Sotomayor also
defended the rationale behind Chev-
ron, i.e., in cases where there is more
than one reasonable interpretation of a
statute, the issue should be decided by
field-specific experts rather than judg-
es.> The Court’s more liberal Justices
thus defended Chevron’s constitutional
underpinnings and real-life applicability.

Despite their defense of Chevron,
both the liberal wing of the Court and
the Solicitor General recognized that
Chevron needs to be reworked. Justices
Sotomayor and Jackson acknowledged
that there was major disagreement
about the definition of “ambiguity”
as used in the first step of Chevron.>
At one point, the Solicitor General
suggested that the Court could take
a number of steps to overhaul the
Chevron analysis, including: 1) “reem-
phasiz[ing] the rigor of the [Chevron]
step one analysis,” 2) assessing whether
an agency has transgressed the outer
boundaries of a statute at Step Two, 3)
emphasizing that Chevron only applies
where Congress has empowered an
agency to speak with the force of law,
and 4) stressing the importance of look-
ing at statutory indications that Chev-

ron deference is not meant to apply.>

Chevron Deference on the Brink

Even the more pro-Chevron Justices,
and indeed the Executive branch itself,
seem to concede that Chevron needs a
more clearly defined Step One analy-
sis before a court defers to an agency
interpretation.

Although the Justices’ criticisms
of Chevron generally correlated with
their political views, Justice Barrett’s
questions indicated that she could
be more open to reworking Chevron,
even though her more conservative
colleagues may be inclined to abandon
it altogether. Justice Barrett joined
Justice Kagan in questioning the strict
divide between questions of law and
policy, asking whether judges were
fit to decide whether a product was
a “dietary supplement” or a “drug.”®*
She also joined Justice Kagan to ask
what “Kisorizing” Chevron® might look
like, allowing the Solicitor General to
lay out the government’s vision of how
to modify, rather than eliminate, the
Chevron doctrine. Predicting a “flood
of litigation” if the Court overturns
Chevron,®® Justice Barrett echoed the
government’s concern about litigants
“com[ing] out of the woodwork” to
challenge agency interpretations that
were upheld under Chevron.>

The Justices’ questions touched on
another issue of particular relevance
to food and drug law. Justice Gorsuch
criticized agencies for using informal
adjudications and rulemaking, as well as
interpretive rules, to essentially make
law without providing for public notice
or comment.>® Of course, FDA frequent-
ly resolves thorny issues through the
issuance of guidances or letter decisions

on particular matters.>® These are not
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formal regulations, subject to notice
and comment. FDA’s use of such infor-
mal rulemaking may thus come under

greater scrutiny.

Where Does this

Leave Us?

The questioning in Loper Bright and
Relentless confirmed that the days of
Chevron, as we know it, may be num-
bered. The writing on the wall indicates
that the Court is poised to narrow
Chevron deference significantly or
replace it entirely. Regulated industry
and public interest groups may benefit
from a more even playing field in liti-
gation against FDA and other agencies.
In the short term, this may result in
Justice Barrett’s predicted “flood of
litigation” challenging how agencies
read and apply the law. Of course, only
time will tell whether the judiciary in a
post-Chevron world will more actively
evaluate the scientific determinations
impacting FDA’s health and safety de-
cisions, as Justice Kagan seems to fear.
At a minimum, however, a scaling back
of Chevron deference will create more
uncertainty for FDA and the companies
it regulates.

Absent the litigation advantage of
Chevron deference, agencies may also
become more responsive to challenges
to their interpretations. As such, reg-
ulated industry may find even greater
benefit from proactive advocacy before
initiating litigation against an agency.

We will learn shortly from the
Supreme Court whether Chevron def-
erence will have any life left. But, if the

last days of Chevron are upon us, then

FDA and the industries it regulates may
have to buckle up for a bumpy ride.
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and experience. Those people are ate to do so.”); Garvey v. Admin. Rev. note 41, at 73.

found in agencies.”); Transcript of Oral Bd., U.S. Dep’t of Lab., 56 F.4th 110, 59. Am. Acad. of Pediatrics, 379 F. Supp.

Argument at 24-25, Kisor v. Wilkie, 121 (D.C. Cir. 2022) (“We need not 3d at 497.

139 S. Ct. 2400 (2019) (No. 18-15) decide any Chevron issue in this case.

(Justice Sotomayor arguing that Auer The Supreme Court has made it clear

deference is based on agency exper- that ‘Chevron deference does not

tise and adding “regulated parties apply where the statute is clear.””).
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