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Supreme Court Finds Preemption of State Law Design-
Defect Claims Against Generic Drug Makers

In another major victory for the generic drug industry, the Supreme Court ruled yesterday that 
many state-law design-defect claims against generic drug makers directly conflict with, and 
therefore are preempted by, federal law.  Just two Terms ago, in PLIVA, Inc. v. Mensing, 131 S. 
Ct. 2567 (2011), the Court held that federal law preempts state failure-to-warn claims against 
generic drug makers.  By the same 5-4 split—with Chief Justice Roberts and Justices Kennedy, 
Scalia, and Alito in the majority and Justices Ginsburg, Breyer, Kagan, and Sotomayor 
dissenting—the Court in Mutual Pharmaceutical Co. v. Bartlett has now held that federal law 
also preempts design-defect claims where a manufacturer’s only “choices” are to violate state 
law or stop selling its product.

The Court framed its analysis in terms of the federal labeling laws considered in PLIVA, 
holding that “state-law design-defect claims that turn on the adequacy of a drug’s warnings are 
preempted … under PLIVA.” (emphasis added).  Central to the Court’s analysis, however, was 
that redesign of the drug itself is “not possible” given federal design requirements.  As Justice 
Alito explained for the Court, “state-law design-defect claims like New Hampshire’s that place 
a duty on manufacturers to render a drug safer by either altering its composition or altering its 
labeling are in conflict with federal laws that prohibit manufacturers from unilaterally altering 
drug composition or labeling.”  (Emphasis added).  Indeed, according to Justice Sotomayor’s 
dissent, the decision not only protects generic drug makers from state design-defect claims; 
it also provides “de facto immunity from design-defect liability” to all “manufacturers of 
products that require [federal] pre-approval”—even manufacturers of name-brand drugs.

The case arose when plaintiff Karen Bartlett was injured by a generic version of the drug 
sulindac.  She sued the manufacturer under New Hampshire law, asserting both failure-to-warn 
and design-defect claims.  The failure-to-warn claim was dismissed after her doctor admitted 
that he had not read the drug’s label, but the design-defect claim went forward.  The jury found 
the manufacturer liable and awarding Ms. Bartlett more than $21 million in damages.

On appeal, the manufacturer argued that the claim was preempted under PLIVA.  The First 
Circuit, however, disagreed.  It acknowledged the federal mandates that generic drugs be “the 
same as” their brand name counterparts in terms of labeling, active ingredients, safety and 
efficacy.  And yet, according to the First Circuit, it was possible to comply with both state and 
federal law because generic drug makers could always “choose not to make the drug at all.”

The Supreme Court reversed.  It determined that generic drug makers could not comply with 
New Hampshire law—which requires them to ensure that their products are not “unreasonably 
dangerous”—without “either … changing a drug’s design or … changing its labeling.”  
Changing the drug’s design was “not possible” because “the FDCA requires a generic drug to 
have the same active ingredients, route of administration, dosage form, strength, and labeling 
as the brand-name drug on which it is based” such that the generic manufacturer “cannot legally 
make sulindac in another composition.”  Likewise, changing the drug’s label was impossible 
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because, as PLIVA established, federal law precludes generic drug 
makers from making unilateral changes to their product labels.  
And “[b]ecause it is impossible for … manufacturers to comply 
with both state and federal law, New Hampshire’s warning-based 
design-defect cause of action is pre-empted.”

In so holding, the Court rejected two arguments that might have 
significantly undercut the force of federal preemption.  First, it 
repudiated the proposition that “New Hampshire’s design-defect 
cause of action ‘is compensatory, not regulatory.’”  Bartlett 
had argued that state law does not actually require the generic 
manufacturer to change its product, but merely to pay damages 
to those who are injured.  But as the Court explained, a “strict 
liability” regime like New Hampshire’s still turns on “the breach 
of a duty”—unlike an “absolute liability” regime “in which 
liability does not reflect the breach of any duties at all, but merely 
serves to spread risk.”

Second, the Court rejected the notion that the generic manufacturer 
could “escape” impossibility simply by pulling its product from 
the market.  As the Court explained, “this ‘stop selling’ rationale 
[is] incompatible with our pre-emption jurisprudence,” which 
“presume[s] that an actor seeking to satisfy both his federal- and 
state-law obligations is not required to cease acting altogether in 
order to avoid liability.  Indeed, if the option of ceasing to act 
defeated a claim of impossibility, impossibility pre-emption 
would be ‘all but meaningless.’”  Here, however, the Court 
added a caveat:  It left open the possibility—championed by 
the FDA—that a state design-defect claim could “parallel” the 
federal misbranding statute, which require a manufacturer to 
stop marketing drugs that are “dangerous to health” even when 
“used in the dosage or manner, or with the frequency or duration 
prescribed, recommended, or suggested in the labeling thereof.”  
21 U. S. C. §352(j).

Notably, the Court’s analysis made no mention of any 
presumption against preemption—a point that Justices Sotomayor 
and Ginsburg lamented in their dissent.  Moreover, the Court 
specifically  “welcome[d] Congress’ ‘explicit’ resolution of the 
difficult pre-emption questions that arise in the prescription drug 
context,” noting that “th[e] issue has repeatedly vexed the Court.”  
But even without an “explicit” statement from Congress, the 
Court found a conflict between the duties of state and federal law 
under “a straightforward application of pre-emption law.”

A copy of the Court’s opinion is available here.  Winston & 
Strawn’s amicus brief on behalf of eight generic pharmaceutical 
manufacturers is available here.

http://www.supremecourt.gov/opinions/12pdf/12-142_8njq.pdf
http://interact.winston.com/reaction/PDF/Ranbaxy_Bartlett_Amicus_Br_Merits_Stage_FINAL.pdf
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