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Other Types of  Preemption

Express – Congress passes a law that explicitly preempts 
state law. For example, the FAAAA expressly preempts state 
laws regulating motor carriers’ prices. 

Implied – All other types of preemption. 

Field – Congress occupies an entire area of law. 
One example is seamen injuries. 

Conflict – When compliance with both state and 
federal law is possible but complying 
with state law would interfere with the                      
federal objective. For example, cigarette 
packaging. 



Impossibility Preemption – “where 
compliance with both federal and state 
regulations is a physical impossibility for 
one engaged in interstate commerce.”

Fla. Lime & Avocado Growers, Inc. v. 
Paul, 373 U.S. 132, 142-43 (1963)



Medical Device Preemption

Express Preemption – “[N]o State or political subdivision of  a 
State may establish or continue in effect with respect to a device 
intended for human use any requirement—

(1) which is different from, or in addition to, any requirement 
applicable under this [Act] to the device, and

(2) which relates to the safety or effectiveness of  the device or to 
any other matter included in a requirement applicable to the 
device under this [Act].”

21 U.S.C. § 360k(a).

EXCEPTION – FDA may allow more stringent state and local 
regulations. 21 U.S.C. § 360k(b). 



Medical Device Preemption (cont.)

Medtronic, Inc. v. Lohr, 518 U.S. 470 (1996) – Held that state-law 
tort claims were not preempted because the device was 
approved under § 510(k).  As long as complying with state law 
did not add to, or change, § 510(k)’s requirements, claims were 
not preempted. 



Medical Device Preemption (cont.) 

Riegel v. Medtronic, Inc.,  552 U.S. 312 (2008) – Held that state-
law tort claims are preempted for medical devices that went 
through the pre-market approval process. The Court reiterated, 
however, that claims whose elements are parallel to the FDA’s 
requirements are not preempted. 

Two step-process for determining preemption under Riegel:

(1) are there applicable FDA requirements for a device; and 

(2) are the claims based on state-mandated safety or 
effectiveness requirements that differ from the FDA 
requirements?  



Medical Device Preemption (cont.)

Preemption does not depend on whether the use is on-label or 
off-label. If  the device went through the pre-market approval 
process, all claims are preempted unless they mirror federal 
requirements. 

So most of  the time, preemption turns on the second part of  the 
Riegel test; whether the state-law requirements are “parallel” to 
the FDA’s requirements. The Supreme Court has not expanded 
on what this means.



Medical Device Preemption (cont.)

Most medical device cases address the FDCA’s express 
preemption clause. But a state-law claim against a device 
manufacturer can be conflict preempted.

Buckman Co. v. Plaintiffs' Legal Comm., 531 U.S. 341 (2001)-
Held that fraud on the FDA claims are preempted by federal 
law.  



Drug Preemption

No express preemption for drugmakers. 

The FDCA and FDA still have very detailed requirements for 
drug approval. 

So most litigation involving drugs focuses on impossibility 
preemption; can a manufacturer comply both with state law and 
federal law?



Drug Preemption (cont.) 

Wyeth v. Levine, 555 U.S. 555 (2009) – Here, there is no 
impossibility preemption for state-law failure-to-warn claims if:

(1) name-brand drug;

(2) new information would allow the manufacturer to change 
the label; and

(3) no clear evidence that the FDA would not have approved a 
change to the label. 



Drug Preemption (cont.) 

PLVIA v. Mensing, 564 U.S. 604 (2011) – Held that state-law 
failure-to-warn claims against generic manufacturers are 
preempted by the FDCA. It is impossible for a generic 
manufacturer to change the label—which differentiates them 
from name-brand manufacturers.  

Mutual Pharm. Co., Inc. v. Bartlett, 570 U.S. 472 (2013) – Same 
holding as Mensing, but for strict-liability claims rather than 
failure-to-warn claims. 



Drug Preemption (cont.) 

Drug preemption litigation focuses on three issues:

(1) Does federal law bar the manufacturer from changing the 
label?

(2) Is there new information that would allow the brand-name 
manufacturer to change the label?

(3) If  so, is there clear evidence that the FDA would reject the 
change?



Presumption Against Express Preemption 

Puerto Rico v. Franklin Cal. Tax-Free Tr., 136 S. Ct. 1938 (2016) –
Held that there is no presumption against express preemption.

For claims against device manufacturers that implicate the 
FDCA’s express preemption provision, courts may not apply a 
presumption against preemption.  



Presumption Against Impossibility Preemption 

Who knows?

Four-judge plurality in Mensing said there is no presumption 
against impossibility preemption. 

Four-judge dissent in Mensing said there is a presumption 
against impossibility preemption. 

Justice Kennedy was silent on the issue.



Presumption Against Impossibility Preemption (cont.)

Most lower courts still apply a presumption against 
impossibility preemption. 

Defense counsel should always argue that the presumption does 
not apply. The three justices that did not participate in Mensing
are likely to side with the plurality and hold that there is no 
presumption against impossibility preemption. 
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Clear Evidence Preemption in 
Practice: “A Demanding Defense”
Preempted:

Zofran: “Clear evidence” required that the defendant 
manufacturer “show both (1) that ‘it fully informed the 
FDA of the justifications for the warning required by state 
law’; and (2) that ‘the FDA, in turn, informed the drug 
manufacturer that the FDA would not approve changing 
the drug/s label to include that warning.’” 2021 WL 
2209871, at *25 (quoting Albrecht).



When There is Not
Preemption?
• Not Preempted:

� In re Avandia Mktg., Sales & Prod. Liab. Litig., 945 F.3d 
749, 759 (3d Cir. 2019)

� “Thus, if GSK wishes to rely on the Letter as proof that the 
FDA rejected its proposed label change, it must also 
demonstrate that the FDA possessed all the information it 
deemed necessary to decide whether to approve or reject the 
proposed warning at the time it issued the Letter. By arguing 
that it did not have the FDA's requested data and 
information until after the FDA issued its letter, however, 
GSK is, in effect, conceding that the FDA was not “fully 
informed” at the time of the Letter's issuance. For that 
reason, among the others outlined above, GSK cannot satisfy 
the first prong of the test espoused in Merck.”



Examples of Actions Unlikely 
to Trigger Preemption
• Fellner v. Tri-Union Seafoods, LLC, 539 F.3d 237, 255 

(3d Cir. 2008) (holding that “informal policy opinion[s]” 
made “only after [plaintiff’s] injuries” have no 
preemptive effect). 



Examples, Contd.
• Reid v. Johnson & Johnson, 780 F.3d 952, 964 (9th Cir. 

2015) (letter from FDA to California stating that a 
Proposition 65 warning on tuna would be misleading not 
preempted because FDA had not exercised any of its 
many congressionally authorized methods for enforcing 
the law’s misbranding provisions, but instead “merely 
expressed an informal policy opinion in a letter, and it 
did so only after [the plaintiff’s] injuries were allegedly 
suffered.” 

• Wabash Valley Power Ass’n Inc. v. Rural Electrification 
Admin., 903 F.2d 445, 454 (7th Cir. 1990) (holding 
regulatory letter from agency did not have preemptive 
effect) 



Can Clear Evidence Preemption 
Apply Outside of Pharmaceutical 
Litigation?
• “[T]he FDA’s approach to warning labels is very different 

from the manner in which state-law tort principles drive 
the labeling of consumer products as a general matter. The 
FDA is concerned not only with avoiding insufficient 
warnings (that is, failing to warn against risks), but also 
avoiding over-warning (that is, warning against risks that 
are unduly speculative, hypothetical, or not adequately 
supported by science). Thus, while a consumer product . . . 
might bear dozens and dozens of warnings, with little 
regard for the remoteness or obviousness of the risk, the 
FDA takes a more measured approach that is intended to 
provide accurate information to medical professionals and 
patients without unduly discouraging the use of the 
product.” 2021 WL 2209871 at *2

• FDA labeling is “designed to exclude exaggeration of risk, 
or inclusion of speculative or hypothetical risks, that could 
discourage appropriate use of a beneficial drug.” Albrecht, 
139 S. Ct. at 1673



Can Plaintiffs Avoid Bartlett?
• FDCA has been read to confer a federal right to sell

• Zogenix, Inc. v. Patrick, No. 14-11689-RWZ, 2014 WL 
1454696, at *2 (D. Mass. Apr. 15, 2014): If the States 
“were able to countermand the FDA's determinations 
and substitute its own requirements, it would 
undermine the FDA's ability to make drugs available to 
promote and protect the public health”

• Applicability to Pesticides? 

� FIFRA: 7 U.S.C. § 136(v)(a) – “A State may regulate the sale 
or use of any federally registered pesticide or device in the 
State, but only if and to the extent the regulation does not 
permit any sale or use prohibited by this subchapter.”



RIEGEL - MEDICAL DEVICE 
PREEMPTION
• NO PREEMPTION:

• In re Bard IVC Filters Prod. Liab. Litig., 969 F.3d 1067 
(9th Cir. 2020)
� guidance documents addressed risks to common devices that 

contact the body, sterilization guidance documents addressed 
risks to infection which were common to many devices, and 
intravascular-filter guidance documents generally applied to 
every member of class of intravascular filters



RIEGEL - MEDICAL DEVICE 
PREEMPTION
• Preemption:

• Plaintiffs failed to identify any specific federal 
requirement in the PMA approval for the Sprint Fidelis 
Leads that forms the basis for an unpreempted parallel 
claim.

In re Medtronic, Inc., Sprint Fidelis Leads Prod. Liab. 
Litig., 623 F.3d 1200, 1206 (8th Cir. 2010)



Viability of Design Defect Claims if 
Warnings Claims Are Preempted

Is the Product 
Inherently 
Dangerous?

Is the Product 
Useful/Desirable

Defective/Not 
Preempted

Comment K Defense
(“Such a product, properly 

prepared, and accompanied 
by proper directions and 

warning, is not defective, nor 
is it unreasonably 

dangerous.”)
Feasible Alternative 

Design
We have to show how 
the Company could 
have designed the 

Product so it would be 
safe

Design Defect Claim is 
Preempted

Yes

No

No

Yes



Innovator Liability
• T.H. v. Novartis Pharmaceuticals Corp., 4 Cal. 5th 

145 (2017)
� brand-name manufacturers who fail to produce adequate 

label are liable where the plaintiff was injured by a generic 
drug.

� Brand name manufacturer has duty to make sure label is 
adequate

� Generic manufacturer has duty of sameness
� Valid Cause of Action in CA
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