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12 ANGRY MEN V. THE AGENCY:  WHY 
PREEMPTION SHOULD RESOLVE THIS 

CONFLICT IN DRUG LABELING LITIGATION 

The Supreme Court has found in favor of preemption in tort liability cases 
involving matters of heavy federal regulation in which Congress has 
delegated implementation of a statute involving technical subject matter to 
the agency.  It has not been the case, however, in matters concerning the 
labeling of prescription drugs, despite the fact that the FDA has exclusively 
regulated drug labeling for more than a century.  In fact, the current state of 
affairs now allows a jury to substitute the judgment of the FDA in approving 
a label on a name-brand drug for their own in state law failure to warn 
claims, allows for preemption on the same question when a generic drug 
manufacturer is involved, and a proposed rule by the FDA set to be released 
in April of 2017 could remove the protection of preemption for generic 
manufacturers, in contravention of the purpose and goals of the Hatch–
Waxman Amendments to the FDCA.  To support the delegation of power 
given to FDA to regulate drug labeling, prevent juries from second-guessing 
the propriety of an FDA-approved drug label, and encourage generic 
manufacturers to remain in the market and provide consumers access to 
drugs at a lower cost, Congress should provide for express preemption to 
both name-brand and generic manufacturers in failure to warn cases.
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Wyeth v. Levine
PLIVA v. Mensing
Bartlett v. Mutual Pharmaceutical Co.



39332-m
qt_100-4 S

heet N
o. 99 S

ide A
      07/17/2017   08:32:28

39332-mqt_100-4 Sheet No. 99 Side A      07/17/2017   08:32:28

C M

Y K

12 ANGRY MEN V. THE AGENCY

lawful

See ,
. PLIVA, 
. Id

. Wyeth, 

. Id
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Promoting Safe and Effective Drugs for 100 Years
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Hippolite Egg Co. v. 
United States

. Id

. Id

. Id
The 1906 Food and Drugs Act and Its Enforcement

. See How Chemists Pushed for 
Consumer Protection—The Food and Drugs Act of 1906

See also
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see also supra
The 1906 Food and Drugs Act and Its Enforcement supra

supra
Taste of Raspberries, Taste of Death: The 1937 Elixir Sulfanilamide 

Incident
. Id

supra

. Id.
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A. The Process of Federal Regulatory Approval 

. Id
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. See The Case for Preemption of Prescription Drug Failure-to-Warn 
Claims
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B. The FDCA and Preemption 
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. Id

Generic Drug Savings in the U.S.

See
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unless 
there is a direct and positive conflict between such 
amendments and such provision of State law

. Id

. Id
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See

The 2007 FDCA Amendments and Preemption,

see also Claim Based on Deceptive Drug Ads is 
Preempted, Third Circuit Holds

. Id.
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that 
drugs, biologics, and certain medical devices are required to 
be approved by the FDA prior to distribution in interstate 
commerce)

Id
. Id. 
. Id. 
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PLIVA

Cipollone v. Liggett Group, Inc.

Pacific Gas & Elec. Co. v. State Energy Resources 
Conservation and Development Comm’n., 

Hines v. Davidowitz

Rice v. Santa Fe Elevator Corp, 

,
see also

. Cipollone
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Riegel,
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. Cipollone ,
.,

Inside Agency Preemption
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A. Agency Preemption Outside of Drug Warning Cases 
Geier v. American Honda Motor Co.

Geier

Products Liability Preemption: An Institutional Approach

Geier,

,

.,

. Id.
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Geier

Geier, Buckman Co. v. Plaintiffs’ Legal Committee

. Geier, .

. Id. .,
see Hillsborough Cty.

Fidelity, 

. Id

. Id.

. Id.

. Buckman .
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B. Preemption in Drug Labeling Cases 
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Wyeth v. Levine
Wyeth 

v. Levine

Wyeth

. Id

. See
Buckman

. Wyeth, 

. Id

. Id.
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. Id.
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sufficient
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safety and effectiveness

Geier Buckman 

See
Adequate

. Id.

. Wyeth

. Id

. Id

. Id.
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sections 314.70
Id.

. Id

. Id
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against a medical professional
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. Id

. See infra

. Wyeth

. Wyeth, 



39332-m
qt_100-4 S

heet N
o. 110 S

ide B
      07/17/2017   08:32:28

39332-mqt_100-4 Sheet No. 110 Side B      07/17/2017   08:32:28

C M

Y K

MARQUETTE LAW REVIEW

Wyeth

Reigel, 

Amicus Curiae, Wyeth
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Geier

Geier

Geier 

PLIVA v. Mensing 

PLIVA, Inc. et al. v. 
Mensing

Wyeth PLIVA

PLIVA
PLIVA

Id.
. Id
. Id

. Id. 

. Id

. Id

. Id
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Wyeth

PLIVA

. PLIVA
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. Id.

. Id
.

. PLIVA

. Id
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PLIVA

. Id

. Id

. Id see also

. PLIVA
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. Id

. Id

. Id



39332-m
qt_100-4 S

heet N
o. 112 S

ide B
      07/17/2017   08:32:28

39332-mqt_100-4 Sheet No. 112 Side B      07/17/2017   08:32:28

C M

Y K

MARQUETTE LAW REVIEW

Bartlett v. Mutual Pharmaceutical Co. 
Mutual Pharmaceutical Co v. Bartlett

PLIVA

. Id

. Id

. Id

. Id

. Id

. Id

. Id
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e.g., Wyeth v. Levine

PLIVA

Mensing

. Id
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PLIVA

,

as reprinted in
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B. Concern for Consumer Safety 

. See infra

. The FDA Should Be in Charge of Warning Labels

supra
. Id
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. Id
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D. Contravention of Agency Purpose 

FDA’s Proposed Generic Labeling Rule: An Economic Assessment

Generic Drug Labeling: A Report on Serious Warnings Added to Approved Drugs and on 
Generic Drugs Marketed Without a Brand-Name Equivalent

See Examining Concerns Regarding FDA’s Proposed Changes to Generic Drug Labeling, 
Hearing Before House Energy and Commerce Committee Subcommittee on Health
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Drug Ads Include a Lot of Warnings—Probably Too Many, FDA Says
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On Overwarning

Medicine’s Epistemology: Mapping The 
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