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III. Implied preemption is an unconstitutional intrusion into the dual
sovereignty of the States.

As demonstrated above, Mr. Bennett adequately pled his claims and they are
not impliedly preempted. If the Court concludes otherwise, Mr. Bennett argues that
implied preemption is a judicially created doctrine that unconstitutionally intrudes
on the sovereignty of the States. Under the Tenth Amendment, Congressional silence
cannot serve as a basis to invalidate State laws under the Supremacy Clause.

“In splitting the atom of sovereignty, the Framers created American
federalism, a unique way of dividing governmental power and a unique way of
aggregating it.” Hon. Jeffrey S. Sutton, 51 IMPERFECT SOLUTIONS, 11 Oxford
University Press (2018). “The horizontal separations of power among the three
branches of the national government, together with the vertical separation of powers
between the national government and the States, provide the soundest protection of
liberty any people has known.” Id.

That dual protection of Americans’ rights is on display in the context of laws
governing products liability for pharmaceuticals. The FDCA and State products laws
were enacted to serve the same purpose: protecting consumers from dangerous
products. Taken together, these protective enactments give consumers the dual
protections of requirements on the front end—through the FDA regulatory scheme—
to attempt to prevent the sale of dangerous drugs, and on the back end—through
State products-liability laws—to give injured people a remedy to redress harm the
federal scheme failed to prevent. The FDCA does not include a private right of action,

nor does it indicate any intention to displace the State laws that do.
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To the contrary, the Supreme Court recognized in Wyeth that the federal
legislation and regulatory scheme complements State law. 555 U.S. at 578. FDCA’s
precursor—The Federal Food and Drugs Act (enacted in 1903)—was the nation’s
“first significant public health law.” Id. at 566. It “prohibited the manufacture or
interstate shipment of adulterated or misbranded drugs, [and] supplemented the
protection for consumers already provided by state regulation and common-law
liability.” Id. Congress increased consumer protection in 1938 with the enactment of
the FDCA, which required pre-market approval of drugs. Id. And as the Supreme
Court in Wyeth recognized, “as it enlarged the FDA’s powers to ‘protect the public
health’ and ‘assure the safety, effectiveness, and reliability of drugs,’... Congress took
care to preserve state law.” Id. at 567. Wyeth, accordingly, rejected the manufacturer’s
contention that FDA regulations created both a ceiling and floor so that FDA approval
of labeling preempts conflicting State law. Id. at 576.

But in interpreting plaintiffs’ claims in the context of pharmaceutical products,
some courts have been quick to displace State laws by putting too much emphasis on
the federal component of dual sovereignty without an adequate statutory basis for

that displacement.17 In short, absent express preemption by Congress, State failure-

17 See, e.g., In re Celexa & Lexapro Mktg. & Sales Practices Litig., 779 F.3d 34, 41 (1st Cir.
2015) (finding that the possibility that the FDA would have agreed to a label change did not
preclude the court from concluding that compliance with both State and federal branding
requirements was impossible); Booker v. Johnson & Johnson, 54 F. Supp. 3d 868, 875 (N.D.
Ohio 2014) (“Creating an alternative design would, by its very essence, require changing the
composition of the drug, which is prohibited by federal law.”); Utts v. Bristol-Myers Squibb
Co., 226 F. Supp. 3d 166, 185-86 (S.D.N.Y. 2016) (“To imagine such a pre-approval duty
exists, the Court would have to speculate that had the defendants designed Eliquis
differently, the FDA would have approved the alternate design”); In re Lipitor (Atorvastatin
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to-warn and design-defect claims may not be rejected under an implied notion of
“Impossibility” when those provisions augment the protection of a State citizen:
requiring manufacturers to do more than the FDCA requires may be inconvenient,
but it is not “impossible” such that the Supremacy Clause can be used as a hammer
to invalidate the protections State legislatures have enacted for their citizens.

The Supreme Court elucidated the contours of judicial deference and statutory
construction in Loper Bright v. Raimondo, 144 S. Ct. 2244 (2024). A reading of Wyeth
in the framework of Loper Bright, together with deference to the police powers of the

States recognized in both Wyeth and Dobbs v. Jackson Women’s Health Organization,

Calcium) Mktg., Sales Practices & Prod. Liab. Litig., 185 F. Supp. 3d 761, 770-71 (D.S.C.
2016) (“To hold otherwise would mean that any new information regarding a drug would
allow a drug manufacturer, under the CBE regulation, to wholly re-write a drug label,
completely divorced from the FDA-approved label, regardless of whether the new information
was relevant to particular statements being changed or not. Such an interpretation is
contrary to the regulatory scheme of the FDCA and contrary to the CBE regulation itself”);
Fleming v. Janssen Pharms., Inc., 186 F. Supp. 3d 826, 833 (W.D. Tenn. 2016) (claims that
defendants should have designed the drug differently pre-approval were preempted); Mitchell
v. Boehringer Ingelheim Pharms., Inc., No. 116CV02384STAEGB, 2017 WL 5617473, at *4—
5 (W.D. Tenn. Nov. 21, 2017) (“In the present case, any claim that Plaintiff has made against
Defendant based on the alleged inadequacy of the initial FDA approved label fails as a matter
of law because Defendant was required to use that label when it first marketed Jardiance
and could not have changed the label after FDA approval based on alleged pre-launch data
that was known to the FDA at the time of the approval”); Patton v. Forest Lab’ys, Inc., No.
EDCV17922MWFDTBX, 2018 WL 5269239, at *11 (C.D. Cal. Sept. 19, 2018), affd, 793 F.
App’x 608 (9th Cir. 2020) (“While it is obvious that the FDA, in approving the relevant
Lexapro initial labeling and not yet requiring Defendants to change their label, disagreed
with Plaintiffs, even if the FDA were wrong, only the government (i.e., not Plaintiffs) may
bring suit to enforce the FDCA and the FDA’s regulations requiring Defendants to change
their label”); Brashear v. Pacira Pharms., Inc., No. 1:21-CV-700, 2023 WL 3075403, at *2
(S.D. Ohio Apr. 25, 2023) (“Federal law impliedly preempts state law ... in at least two
circumstances: when Congress intends federal law to occupy the field, or when state law
conflicts with a federal statute”) (citation omitted); Bossetti v. Allergan Sales, LLC, No. 1:22-
CV-523, 2023 WL 4030681, at *3 (S.D. Ohio June 15, 2023) (in the absence of express
preemption, is there clear evidence that a federal agency would prohibited the defendant
from taking the necessary steps under state law).
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affirms Mr. Bennett’s position: if Congress wants to make a law, or to displace a State
law, it must explicitly say so.

A. Loper Bright reaffirmed the judiciary’s crucial role in
interpreting the law as it is enacted by Congress.

Recently, the Supreme Court addressed implicit delegations of power and the
contours of judicial deference to other branches of government in Loper Bright. 144
S. Ct. 2244. It described the judiciary’s Constitutional obligations, traditional
statutory construction, and the limits of judicial deference to the political branches.
Id. at 2257. In overturning Chevron, U.S.A., Inc. v. Natural Resources Defense
Council, Inc., 467 U.S. 837 (1984), Loper Bright signaled a full embrace of the
Framers’ understanding of the judicial function: to interpret acts of Congress to
ascertain the parties’ rights. Id. These are foundational principles of the Republic,
not restrained to cases involving administrative agencies.

The Constitution vests the federal judiciary with the “responsibility and power
to adjudicate ‘Cases’ and ‘Controversies.” Id. Interpretation of the laws is the “proper
and peculiar province of the courts.” FEDERALIST NO. 78 at 525 (A. Hamilton). The
Constitution requires judges to exercise their judgment “independent of influence
from the political branches.” Loper Bright, 144 S. Ct. at 2257. Where a court’s
judgment “differ[s] from that of other high functionaries” the court is “not at liberty
to surrender, or waive it.” Id. at 2258. Courts need not—and cannot—sacrifice their
own judgments in deference to the political branches. The Court in Loper Bright
articulated the “traditional understanding”—even outside of the APA—*that courts

must decide all relevant questions of law.” Id. at 2260 (internal citation omitted).
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Chief Justice Marshall famously declared that “[i]Jt i1s emphatically the
province and duty of the judicial department to say what the law is, the role of the
judiciary has been to “interpret the act of Congress, in order to ascertain the rights of
the parties.” Id. at 2257 (quoting Marbury v. Madison, 1 Cranch 137, 177 (1803)).
Interpretation necessarily begins with an act of Congress, not an absence of one, and
requires the reviewing court to determine “whether Congress ha[s] directly spoken to
the precise question at issue.” Id. at 2247. If the intent of Congress is clear, “that is
the end of the matter.” Id. at 2264. Such interpretation requires the court to find the
best meaning, which “is fixed at the time of enactment” and without regard to policy
preferences “that had not made it into the statute.” Id. at 2266, 2268 (cleaned up).

Where a question is of “deep economic and political significance” the Supreme
Court expects Congress to delegate authority “expressly, if at all.” Id. at 2269. Modest,
vague, or subtle words will not suffice, just as words that did “not make it into the
statute” cannot dictate judicial interpretation. Id. at 2268—69. See also Hon. Raymond
M. Kethledge, Ambiguities and Agency Cases: Reflections After (Almost) Ten Years on
the Bench, 70 VAND. L. RECc. EN BANC 315, 320 (2017) (emphasizing the importance of
relying on text rather than “purposes” in interpreting law to “maintain our
constitutional separation of powers”).

Preemption of State laws is suspect because of the risk to “the sovereignty
States enjoy under the Constitution.” Id. at 2286 n.5. If a Congressional grant of
authority to an administrative agency to determine who pays the monitors on

Atlantic herring vessels (i.e., the underlying facts of Loper Bright) is a question of
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“deep economic and political significance,” the usurpation of a State’s police power
imperiling the dual sovereignty on which our federalist system is based is also a
question of deep economic and political significance. If Congress has not provided an
express preemption clause in a statute, that must be the end of the matter,
particularly where it is clear that Congress chose not to. For example, when Congress
amended the FDCA in 1976 and enacted an express preemption provision for medical
devices, it declined to do so for prescription drugs. Wyeth, 555 U.S. at 567. The
Congressional decision not to enact an express preemption provision for
pharmaceuticals cannot be read as anything other than a desire not to preempt State
laws.

The Chevron court presumed that statutory ambiguity indicated an intention
for the executive to fill in the gaps rather than the judiciary in its traditional role.
Under Chevron, where a statute was “silent or ambiguous,” including because
Congress simply failed to consider a question, a reviewing court could not construe
the statute without deferring to another branch, even though an “ambiguity is not a
delegation to anybody, and a court is not somehow relieved of its obligation to
independently interpret the statute.” Loper Bright, 144 S. Ct. at 2266. As the Loper
Bright Court pointed out, if Congress intended such a deferential standard to
questions of law in departure from the traditional rule that courts interpret statutes
and the Constitution, it would have said so. Id. at 2261.

As Loper Bright confirms, in the absence of an express delegation, the role of

the reviewing court is to independently interpret the statute and effectuate the will
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of Congress subject to constitutional limits. Id. at 2263. Loper Bright demands that
Congressional actions, whether to preempt or delegate, be expressly taken. It is the
judiciary’s job to interpret those actions using its own judgment, without deference to

the political branches outside of its obligation to interpret the words of the Congress.

B. Implied preemption jurisprudence does not honor the
judiciary’s proper role in interpreting the law as Congress has
enacted it.

The role of the judiciary, as held in Loper Bright, is inconsistent with the
accumulated implied preemption jurisprudence interpreting the FDCA and FDA
regulations. As the Supreme Court has held, Congress knows how to preempt State
laws, and it is settled that the powers of the States are “not to be superseded by the
Federal Act unless that was the clear and manifest purpose of Congress.” Wyeth. 555
U.S. at 565.

But some interpretive case law goes beyond what Congress actually did and
puts courts in the role of divining what Congress meant to do and why. Following the
statutory-construction dictates of Loper Bright requires, as Justice Thomas points
out in his concurrence in Wyeth, preemptive effect should “be given only to those
federal standards and policies that are set forth in, or necessarily follow from, the
statutory text that was produced through the constitutionally required bicameral and
presentment procedures.” 555 U.S. at 586 (Thomas, J. concurring). In other words,
“le]vidence of pre-emptive purpose [must be] sought in the text and structure of the

¢

[provision] at issue’ to comply with the Constitution.” Id. at 588. The “manifest
purpose” of Congress is clearest when it has explicitly declared its intentions. Courts

cannot fill a blank space with anything other than the assumption that the silence
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was intentional. Efforts to displace the duly enacted legislation of the States in

service of unstated Congressional “purposes” or through excessive deference to

administrative decisions transgresses the proper role of the judiciary as held in Loper
Bright and Wyeth.

C. Implied preemption infringes on the States’ historical authority

to regulate the health and safety of its citizenry when Congress

has not expressly preempted that authority under the
Supremacy Clause.

In Dobbs v. Jackson Women’s Health Organization, the Supreme Court
recognized the primacy of State police power in the absence of Congressional action
or Constitutional provisions 597 U.S. 215 (2022). Inquiries into legislative motives
rather than legislative language “are a hazardous matter.” Id. at 253 (cleaned up).
The Dobbs Court noted that where there is nothing in the federal law governing a
right, it is left to “the people’s elected representatives.” Id. at 256. Congress is free to
act, but where 1t has not it is not for a court to substitute its preferences. Id. at 240.
Nor are courts free to substitute Congress’s unenacted “purposes” for the expressed
will of “the people’s elected representatives” who enact State laws.

The Dobbs Court explains that courts must ground decisions in “text, history,
or precedent.” Id. at 270. Implied preemption is not grounded in text, because it
cannot be. It is not grounded in history, because the tenets of federalism have
historically preserved the dominion of State police powers to regulate the health and
safety of State citizens, including State product-liability laws. Following Loper
Bright, implied preemption is not grounded in precedent to the extent courts have

interpreted actions Congress has not expressly taken as preempting State laws. The
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relevant precedents are now Loper Bright and Dobbs. If courts must view rights not
“erounded 1n text, history, or precedent” with suspicion, they must view implied
preemption with equal suspicion as it is ungrounded in Congressional text. It is
grounded only in its absence.

For the first 185 years after the adoption of the Constitution, each State was
permitted to address the question of abortion in accordance with the views of its
citizens. Dobbs, 597 U.S. at 225. In overturning Roe v. Wade, 410 U.S. 113 (1973), the
Dobbs Court found that the Constitution conferred a right to an abortion even though
1t was not specifically mentioned. 597 U.S. at 225. The Court canvassed State laws at
the time Roe was decided, finding that pre-Roe “it was firmly established that laws
prohibiting abortion like the Texas law at issue in Roe were permissible exercises of
state regulatory authority,” and most states exercised that authority. Id. at 261. The
Court observed that Roe “effectively struck down the laws of every single State.” Id.
at 228-29.

Every State has product-liability laws enacted to protect the health and safety
of its citizens. It is accepted that product-liability laws are, just as pre-Roe State
abortion laws were, exercises of “state police power regulations.” Cipollone v. Liggett
Grp., Inc., 505 U.S. 504, 518 (1992). Many pre-date the FDCA. A finding of implied
preemption is an “exercise of raw judicial power” that effectively strikes down the
laws of all 50 states. See Dobbs, 597 U.S. 228-29. But our understanding of ordered
liberty allows “the people’s elected representatives” to decide how rights are

regulated. Id. at 256.
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D. Efforts to displace State product-liability law beyond express
preemption by Congress are an improper application of the
Supremacy Clause.

The Framers anticipated that conflicts may arise between federal laws and
State laws. The Supremacy Clause of the Constitution is intended to address those
conflicts: “[t]his Constitution, and the Laws of the United States which shall be made
in Pursuance thereof . . . shall be the supreme Law of the Land; and the Judges in
every State shall be bound thereby, any Thing in the Constitution or Laws of any
State to the Contrary notwithstanding.” US CONST., art. 6, cl. 2. There is nothing in
the Supremacy Clause that abrogates the dual sovereignty of the States where
Congress is silent. To the contrary, the Tenth Amendment specifically reserves State
powers not expressly delegated to the federal government. U.S. CONST. am. 10 (“The
powers not delegated to the United States by the Constitution, nor prohibited by it to
the States, are reserved to the States respectively, or to the people.”). States maintain
concurrent sovereignty, subject only to the limits of the Supremacy Clause. Wyeth,
555 U.S. at 584.

The Supremacy Clause, however, requires Congress to actually make a law to
be elevated above an actual law of a State. The Supremacy Clause, moreover,
provides that only laws duly enacted by Congress may displace State law. Only when
Congress 1s acting—and, under Loper Bright, acting expressly—within its
enumerated powers can it preempt State law. To allow anything beyond a duly
enacted federal law to displace a State’s law is to impinge on the “federalist structure
of joint sovereigns.” Wyeth, 555 U.S. at 584 (Thomas, dJ., concurring). Though the

Supremacy Clause gives the federal government the right to preempt State laws,
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where Congress is silent it remains the State’s province to fill the gap. This was the
Framers’ intention.

Where Congress has not expressly provided for preemption of State law,
principles of federalism and statutory construction recognized in Dobbs and Loper
Bright preclude a finding of implied preemption. Where Congress has not acted
expressly through a statute, what it has not said cannot restrict States in their
traditional exercise of police power. Implied preemption converts what should be a
statutory inquiry into whether Congress intended to preempt State law into a
metaphysical one whose conclusion lies in the shadows of what Congress did not say
or what an administrative agency has decided. No Congressional enactment suggests
that Congress intended to preempt Ohio product-liability law that the General
Assembly enacted to protect the health and safety of its citizens, like Mr. Bennett,
from dangerous drugs. As Mr. Bennett has detailed above, his well-pleaded
allegations situate his claims squarely within the framework of what Defendants had
the power, ability, and obligation to do. Should the Court conclude that any aspect of
his claims are preempted, it must address the constitutionality of impliedly
preempting State law.

CONCLUSION
For the foregoing reasons, the Court should deny the motion to dismiss and

allow Mr. Bennett’s failure-to-warn and design-defect claims to proceed.
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