
I’m Jim Beck, founder and lead blogger for the Drug and Device Law Blog, and 
for the next hour, I’ll be discussing developments in federal preemption in 
prescription medical product liability litigation over the last 12 months

Some cases will be as recent as last week

I’ve divided this discussion along the lines of the types of preemption that 
defendants assert, express and implied, and within that by the type of product, 
prescription drug, medical device, generic drug, over the counter drug, and 
vaccine

Because I’m  focusing on recent developments, I won’t be discussing the older 
cases that created the preemption principles that are being applied − that 
assumes a fair amount on knowledge on your part

If there’s something that you would like explained in more detail, don’t be 
afraid to say so in the chat box, and I’ll do my best to provide the context
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We start with express preemption and medical devices

This is a well established form of preemption, and most of the action these 
days involves the preemption exception for so-called “parallel claims” that 
purport to assert both violations of state law and FDA regulations at the same 
time and on the same facts

Because PMA preemption is well-established, we often receive emphatic 
statements of preemptive scope, such as the one quoted in the slide above

But this one did not come up in a PMA preemption case, but rather in one of 
the many cases out there filed by people trying to avoid mandatory vaccination 
requirements.

The point is that most courts have a low opinion of these anti-vaccine cases, 
and to the extent that they involve attempts to use the FDCA to gum up the 
works, they can produce good law in unexpected places

So we recommend that our readers cast a broader net than usual, as long as 
these cases are still running their course

I’ve also seen, in the context of PMA preemption − which is express 
preemption by virtue of the preemption clause in the Medical Device 
Amendments − that practically all recent cases where plaintiffs have sought to 
assert a purported “presumption against preemption” that the courts have 
followed the more recent decision in a non-FDCA context that there is no 2



Here’s one of the worst cases of the past year, in the PMA preemption context

The court got hung up on some adverse FDA enforcement activity that had not 
proven to be a significant impediment to preemption in several prior cases in 
2019-20 involving the same product and facts

But in Kaemmlein the result was that everything − even a rather undisguised 
fraud on the FDA claim, were viewed as supposed “parallel” claims and 
escaped preemption

A particularly troubling facet of Kaemmlein was the court’s reliance on the 
Seventh Circuit Bausch decision, even though the case was not in that circuit

Finding no preemption of any claim alleging a violation of the FDCA, even 
though the violation did not closely conform to any prior common-law claim

Even though most NY cases have rejected parallel claims based on failure to 
report adverse events to the FDA, Kaemmlein allowed them and found 
causation adequately alleged

Not easy because most prescribing physicians are not in the habit of looking at 
FDA adverse event websites

Almost uniquely, Kaemmlein chose to view a fraud on the FDA claim − directly 
attacking FDA submissions − as a “parallel” claim rather than a Buckman
implied preemption claim 3



featured NY pleading decisions 
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Like I mentioned earlier, most of the current activity in express PMA 
preemption cases involves plaintiffs’ attempts to evade preemption with what 
they claim are “parallel” violation claims

2021-22 has seen several decisions restricting the “parallel” exception

One favorite P-side approach is to load up their complaints with FDA jargon 
like “adulteration” and “misbranding” and claim that is enough to state a 
parallel claim

Recent courts have largely not been taken in, and have rather viewed such 
jargon as demonstrating that plaintiffs’ claims are at odds with the FDA’s 
current view of the particular medical devices

When plaintiffs respond that their jargon implicates a supposed duty to recall 
an FDA-approved device, preemption has almost always been the result 
because, unless ordered by the FDA, a recall is a voluntary step, which 
prevents state law from effectively making device recalls mandatory

That violates the express “different from or in addition to” express preemption 
language of the Medical Device Amendments’ preemption clause

Plaintiffs continue to try to pass off what are really design claims − involving 
“defects” common to all units of a device − as purported manufacturing claims

True manufacturing defect claims are the most popular form of “parallel” 4



Component parts are a device-specific type of claim − don’t see them much if 
at all with prescription drugs or vaccines

We still see cases, almost always involving off-label use, where class III PMA 
components are mixed with class II §510(k) components in the same device 
construct

These are likewise almost always complex surgeries with high failure rates 
that disproportionately breed litigation − hip and spinal primarily

This year brought the Pietrowski decision which took a relatively pro-
preemption view of component cases

First, off-label use is completely compatible with the FDCA, particularly with 
the express practice of medicine limit in the MDA − so the P-side argument 
that off-label use means no FDA review, and thus no preemption, was firmly 
rejected

Then the court applied the component-by-component approach that the 
defendant favored and found all of the plaintiff’s most serious allegations 
preempted, because they targeted the use of the PMA component (the “cup” in 
a hip replacement) 

Particularly significant win because it came in a California state trial court, 
which is one of the most dangerous jurisdictions for defendants
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A variety of relatively one-off type of PMA preemption holdings also occurred 
over the past 12 months

A rare product liability claim involving a “humanitarian device” produced a 
highly favorable preemption decision that such devices are a form of FDA 
PMA, and are thus protected by extensive preemption

On the other hand, there were several adverse cases where the plaintiffs 
targeted alleged actions by sales representatives or other employees of device 
manufacturers who had the misfortune to encounter the plaintiff in the context 
of the surgery being litigated

These are probably the toughest cases to win on pre-trial motion because the 
FDA scheme doesn’t impose specific restrictions on the activities of these 
personnel

Lots of sound practical reasons why manufacturer’s representatives are 
present at surgeries and to ensure that electronic devices continue to function 
properly after implantation

But preemption makes them targets, both because they allow the pleading of 
non-preempted claims and because these defendants’ domiciles are frequently 
non-diverse and allow plaintiffs to keep cases in state court

In one particular recent case, the claims were dismissed as implausible − not 
because of preemption − because the activity in question, the adjusting of an 6



This is a placeholder

Unfortunately there have been no positive developments concerning 
preemption in the context of non-PMA medical devices over the last 12 months

Even though there are plenty of reasons why Lohr’s discussion of preemption 
in the context of a 1982 “grandfathered” medical device should not apply to 
current §510(k) devices cleared under the Safe Medical Devices Act that 
thoroughly revamped this process in the early 1990s

Courts continue to reject all forms of §510(k) preemption, relying on Lohr and 
no serious efforts to seek re-examination of Lohr occurred in 2021-22
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Another major form of express preemption in the drug/device area involves 
OTC drugs

There is a big, fat “product liability” exception to this express preemption, so 
the only place we see OTC preemption arising is with claims for purely 
economic loss, usually brought as class actions

The dividing line between “product liability” and everything else for purpose of 
OTC preemption has been whether personal jurisdiction or property damages 
is alleged − if it is, then it’s “product liability” and there’s no preemption

But in a MD attempt by a governmental body to recovery for the costs of 
supposedly “useless” contaminated OTC drugs was preempted because the 
government’s claims were not product liability, and the claims otherwise sought 
to find liability where federal regulations were complied with

Another favorable OTC preemption decision occurred last week in Goldstein v. 
Walmart drug preemption victory.  The applicable FDA monograph addressed 
whether a “drowsiness” warning was required.  It wasn’t

Plaintiff’s claim that a “non-drowsiness” statement was false and should be 
removed.  That claim was preempted because a misrepresentation claim 
attacking a non-drowsiness statement was functionally no different than an 
omission claim to demanding an affirmative drowsiness label .

One is the flip side of the other, and virtually every omission claim could be 8



There were a couple of similar drowsiness claims where OTC preemption was 
raised in 2021-22

Neither were as good as Goldstein, and one wasn’t good at all

They all involve OTC cold medications, and they are essentially cut and past 
versions of the Goldstein case

As usual, California is much more pro-plaintiff on these forms of consumer 
class actions than elsewhere

Only the Lemus case gives any credit to the plaintiffs’ purported distinction 
between a misrepresentation claim against a “non-drowsy” statement and a 
omission claim over a lack of a “drowsy” statement − which even plaintiffs 
concede would be preempted

Other OTC claims in 2021-22 have been allowed to use medical device-
developed “parallel claim” analysis in OTC cases, given the substantive 
similarity of the preemption language in the two clauses

That means that affirmative misbranding claims have been permitted to 
proceed as “parallel” to the FDCA’s prohibition against false and misleading 
statements

So far these rulings have only been at the pleading stage.
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The last year has seen a noticeable uptick in vaccine cases

Some of these involve “shoulder injury related to vaccine administration” 
(SIRVA) injuries

If a vaccine is on the CDC’s list of approved childhood vaccines, that means 
that Vaccine Act preemption applies, even though the particular vaccine 
recipient is an adult

P-side arguments that Vaccine Act preemption only applies to injuries caused 
by the inherent condition of the vaccine itself have been rejected

SIRVA cases are in the vaccine table, even though the injury stems from the 
administration of the vaccine and not from the vaccine’s condition

The Trump Administration tried to delete SIRVA from the Vaccine Act table, but 
the Biden Administration reversed that action

Most notable vaccine preemption development is procedural − the first MDL 
ever involving a childhood vaccine was allowed in 2022 − against Gardasil

Expected to put even more strain on the already overburdened Vaccine Act 
compensation system because any and all MDL plaintiffs first have to go 
through the Vaccine Act compensation system

Can expect the MDL to explore the nooks and crannies of the Vaccine Act − 



Two general trends at work in the context of implied preemption of branded 
prescription drugs 

First, the cases continue to digest the revisions to implied preemption created 
by the 2019 Albrecht Supreme Court case, both the “newly acquired 
information” prong that Albrecht did not directly address, and its modifications 
of the “clear evidence” route to preemption

Second, more and more courts are recognizing the logic of implied preemption 
− that the same principles that apply to generic drugs necessarily also apply to 
brand name drugs

As I just mentioned in the context of vaccines, the logic of the Mensing
independence principle − that any type of claimed “defect” (or other liability) 
that would require FDA pre-approval to fix means that design defect claims 
involving prescription drugs should universally be preempted

All design defect claims that can be brought as product liability claims 
necessarily involve changes that affect the safety and effectiveness of the 
drug, and therefore constitute “major changes” that require FDA pre-approval, 
and thus are preempted under Mensing
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The impact of the Mensing independence principle has let plaintiffs to 
advocate the creation of a wholly novel − and contrary to existing state product 
liability law − concept of a “pre-approval” design defect

This is a claim that the defendant should never have even submitted its 
“defective” drug (or medical device) design to the FDA in the first place

Because the FDA doesn’t require pre-approval of initial approvals, plaintiffs 
argue that Mensing doesn’t apply because the defendant could have submitted 
some other design to the FDA in the first instance

Most of these allegations have been litigated as preemption issues only, but as 
product liability claims they should fail on state-law grounds

Because of the novelty of these claims, I’m addressing the non-preemption 
aspects because they have not been litigated sufficiently in the case law to 
date

Such claims do not exist at state law, and federal courts sitting in diversity − 
including MDL courts − should not recognize novel torts

First, both the second and third Restatements require that product 
defectiveness be evaluated at the time of sale of the particular unit that injured 
the plaintiff − not at the much earlier time that the product was submitted to the 
FDA
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Moreover, from a preemption standpoint, the assertion that some other design 
should have been submitted to and approved by FDA, does not eliminate the 
Mensing independence basis for preemption, since the FDA would still have to 
approve some alternative product − otherwise the claim fails the alternative 
design requirements of most states’ laws

Further, properly analyzed pre-approval design defect claims are simply 
another variant of a preempted “stop selling” claim − now called a “never start 
selling claim”

They share the same fundamental characteristic, that they would require the 
defendant to cease acting altogether to avoid liability − by not selling its FDA-
approved drug

Buckman preemption is also another basis for eliminating pre-approval design 
defect claims, since they would not exist but for the FDCA, since without the 
FDCA there would be no approval date, and thus no “pre-approval” defect 
period

Why, then, are they being successful in many courts?

Because the Mensing independence principle as articulated by the Supreme 
Court as a basis for preemption is more powerful than many judges are 
prepared to accept

That principle effectively eliminates warning defect claims − when defendants
13



On other fronts, the news from implied preemption prescription drug cases n 
2021-22 has been significantly better

We start with the resolution of the preemption question that had been before 
the United States Supreme Court in Albrecht

Because preemption was a question of law, the court would resolve any 
factual disputes relating to the summary judgment motion on implied 
preemption 

Albrecht did not overrule Levine on clear evidence and actual FDA rejection at 
every step

On remand found, first that the defendant fully informed FDA of everything it 
knew about the relevant risk (certain “atypical” femur fractures in long-term 
users of the drug), and of the reasons for its proposed label change

The FDA in turn told the manufacturer that no such label change would be 
permitted due to lack of scientific evidence

Informal FDA communications, while not preemptive in and of themselves, 
were admissible to interpret the preemptive effect of the formal steps − a 
Complete Response Letter − that the FDA did take

Preemption required formal, but not final, FDA exercise of its legal authority
14



Newly acquired information continued to emerge as an alternative, post-
Albrecht second avenue to preemption

If the prerequisites to the use of the CBE regulations to make unilateral label 
changes are not present, then simultaneous compliance with federal and state 
legal obligations is impossible and the state law is preempted

Timing is critical to whether information is “new” − the information must 
become available after the FDA last evaluated the drug and before the 
plaintiff’s injurious use of the drug

Since the information must reasonably evince a causal relationship, it must 
come to at least a tentative conclusion that causation existed − suspicions and 
“more study” recommendations fail this test

There must be evidence that the information was not submitted to the FDA 
when the plaintiff’s injurious drug use occurred

Newly acquired information must be capable of being acquired, it cannot be 
created after-the-fact for litigation purposes

No duty for a manufacturer to take positive steps to create new information 
that did not in fact exist at the relevant time
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Lots of useful examples of what courts accepted as newly acquired information 
in 2021-22 decisions

The slide lists the most important

If the scientific criteria are met, the form of the information is not particularly 
important

Preemption can be defeated by any type of scientifically valid data or re-
analysis that actually existed at the time

Unanalyzed raw data − usually adverse event reports − is much less likely to 
show a sufficient causal basis than is date that is actually studied statistically

However, if the number of reports is large enough, even raw data might be 
enough, depending on other circumstances

Studies showing that exposure correlates with the risk, and lack of exposure 
does not − so-called “dechallenge/rechallenge” evidence − is adequate new 
information

The information need not be completely new − reanalysis of previously existing 
data, if done at the relevant time, will support a CBE application and thus 
defeat this prong of preemption 

The risk need not be totally omitted from the labeling; evidence that that a risk 



Conversely, here are a list of types of information that flunked the newly 
acquired information test in 2021-22

Litigation-driven reanalysis of data that had not occurred at the relevant time

This is probably the most important, given the proclivity of plaintiffs’ experts to 
massage prior data when the issue is causation, rather than preemption

Another thing plaintiffs frequently did is claim that information already in the 
hands of the FDA was “newly acquired” simply because some new study 
repeated prior analysis of the same data

Animal studies do not usually meet the FDA’s science requirements for 
sufficient causation to require a label change

A few other odds and ends − studies that study something other than the risk 
that the plaintiff encountered; inconclusive “more study needed” studies; ADEs
that plaintiffs could not show exhibited a sufficient “signal” to justify a label 
change

Again timing is important − anything that occurs after the plaintiff’s injurious 
drug use cannot possibly be “newly” acquired so as to support a causally 
relevant label change
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Decisions in 2021-22 also addressed the elements of the now formalized 
“clear evidence” test for the preemption prong that Albrecht actually did 
address

Cases, that like Levine, involved no actors other than the defendant 
manufacturer and the FDA

“Clear evidence” prong of impossibility preemption − the defendant  
manufacturer must show:  (1) it fully informed the FDA of the basis for the 
warning state law allegedly required, and (2) the FDA informed the drug 
manufacturer that such warning was impermissible

Subsequent FDA actions concerning scientifically identical warnings is best 
basis for preemption

Not all cases are “like” Levine

Other actors like other manufacturers of same class of drugs and citizen 
petitioners

Also a drug’s regulatory history is not constant − manufacturers keep seeking 
FDA approval of changed labeling, including after litigation begins

Defendants becoming more selective about preemption motions since Levine
− not made in cases “like” Levine, but more frequently in cases involving 
citizen petitions 18
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How, procedurally, to bring a dispositive motion on an issue that is a pure legal 
question, with courts authorized to decide any subsidiary issues of fact

Some initial movement to consider unusual procedural approaches like bench 
trial procedures − those cases, which were further along in the litigation 
process (Pradaxa and gadolinium), mostly settled

Preemption motions in 2021-22 cases were procedurally based on usual 
motion to dismiss and summary judgment procedures

While courts can no longer use the “factual dispute for the jury to decide” 
dodge to avoid deciding preemption, the two decisions mentioned in the slide 
indicate that, notwithstanding Albrecht, courts will use disputed facts as a 
reason to deny motions to dismiss and allow discovery

Procedurally, the two-pronged approach of, first, newly acquired information 
issues, followed by clear evidence determinations has become dominant

Because of the difficulty of proving a negative, most courts, led by the Second 
and Ninth, have required the plaintiff, while not bearing any burden of proof, to 
identify what any supposed newly acquired information is

A few courts do not, and require the moving defendant to guess − this has 
proven inefficient, as plaintiffs simply respond with any other material they 
claim to be “new” − requiring extra rounds of briefing or repetitive motions 
(judgment on the pleadings following motion to dismiss)



The manner in which courts are resolving “clear evidence” issues under 
Albrecht is beginning to provide some sense as to where Buckman refusal to 
allow state law attacks on the sufficiency of FDA submission ends and where 
Albrecht “fully informed” the FDA evaluation begins

Unless the FDA itself is brought into litigation − as it was in Albrecht as amicus 
curiae, and was in Zofran through the defendant’s CBE submission of the 
plaintiffs’ experts’ purported science − then litigation-inspired second-guessing 
of what a defendant told the FDA is inherent in the Albrecht “fully informed” 
element of the “clear evidence” test

And that is precisely what cases in 2021-22 appear to allow

The two cases mentioned in the slide, Whaley and Barry, hold

They are both motion to dismiss cases in which the courts allowed attacks on 
the accuracy or sufficiency of the defendant’s relevant label-related FDA 
submissions to put the “full information” element of the Albrecht clear evidence 
test into play and require denial of motions

The emerging dividing line appears to be the distinction between a state law 
claim, such as inadequate warning, misrepresentation, or fraud, in which the 
inadequacy of submissions to the FDA is part of the proof of the underlying 
state-law claim − which is properly preempted under Buckman

On the other side, the adjudication of the federal legal defense of preemption 20



Just as the lack of an express preemption defense is currently so clearly 
established in §510(k) cases that there is little to report − the existence of 
broad preemption protection for manufacturers of generic drugs is sufficiently 
well established after Mensing and Bartlett that what we saw during 2021-22 
was really just tinkering around the edges

A couple of general propositions were reinforced − as mentioned in the slide 
the broad preemption of claims that the information in generic labeling was 
inadequate cannot be avoided by calling them “express warranties” and 
claiming they are “voluntary” contractual undertakings

As long as the information at issue appears in the labeling, and that labeling is 
identical to the referenced branded labeling, warranty claims cannot be based 
on inadequacies in that labeling

Also, impossibility preemption does not turn on a manufacturer’s intent, but 
rather in FDA decisionmaking − even if an FDA decision rejecting a particular 
warning change is not contemporaneously communicated to the manufacturer

A good reason to employ Freedom of Information Act inquiries to the FDA in 
cases where preemption is at issue
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Defense wins in 2021-22 have almost wiped out what remained of Amiodarone 
litigation − where the plaintiffs primary preemption dodge was to deny 
receiving the FDA mandated medication guide for that drug

The overall result has been the creation of a body of law that comprehensively 
rejects, on both state and federal grounds, claims based on medication guide 
availability

That is a good thing going forward because the FDA’s medication guide 
database has 889 entries, and any plaintiff can claim not to have received 
such a guide

Here’s your other breaking news update − Amiodarone liability theories, 
including those based on medication guides were comprehensively rejected 
late last week in a published California Appeals court case called (fittingly 
enough) Amiodarone Cases

We’ll be blogging about this win shortly, but here are the core rulings:

Amiodarone affirmed a demurrer − the CA state equivalent of a motion to 
dismiss − in coordinated litigation against both generic and branded 
manufacturers

Addressing the medication guide claims first, Amiodarone found them 
preempted because they also failed to state a claim under state law
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Back to generic preemption, as is typical when plaintiffs are confronted with 
preemption barring the usual claims brought in product liability litigation, the 
response is to dream up novel causes of action not adopted by state law and 
try to fit them into some preemption exception

That continues, albeit without a lot of success, in generic drug litigation

In that regard, I commend to you the discussion in one of the more recent 
Zantac preemption decisions (548 F. Supp.3d 1225), which takes on this 
practice directly and refused to dignify these novel claims as separate causes 
of action − they are merely fact patterns that would permit a plaintiff to bring 
the tort of ordinary negligence,” and do not involve “independent duties.”  
Thus, “The Court rejects the Plaintiffs’ theory that ‘sub-duties’ are cognizable 
(and divisible) legal duties, let alone the duties to be used for comparison in 
federal pre-emption analysis.”

The slide lists some novel claims − more properly “sub-duties” that have been 
asserted, and rejected, in generic preemption cases in 2021-22:

The “failure to correct” theory that was referenced in Amiodarone where 
somehow a generic manufacturer is saddled with a “duty” to correct earlier 
statements made by another − that would have to be done, somehow, with 
information concerning the defendant’s generic drug − which would be labeling 
and therefore preempted by the sameness requirement

Liability theories focusing on the containers in which a generic drug is 23



Inside the Vaccine Act, FDA approved vaccine warnings are adequate as a 
matter of law (subject to exceptions that have never been litigated − yet)

There are non-childhood vaccines that thus are outside the scope of Vaccine 
Act express preemption

While COVID-19 vaccines are also not covered by the Vaccine Act − yet, 
because in not too many years the Advisory Committee on Immunization 
Practices will undoubtedly add them to the CDC’s childhood vaccine schedule 
− they are thoroughly covered by PREP Act preemption, and I don’t think we 
will ever see an injury claim against a COVID-19 vaccine manufacturer

The only active non-Vaccine Act vaccine-related litigation is the Zostavax MDL, 
and as discussed already, preemption in that litigation adopted the bogus 
distinction between pre- and post-approval design defects

While there is a parallel CBE requirement for vaccine warnings, the Zostavax
plaintiffs have not asserted warning claims that have been the subject of any 
preemption motion practice

Should warning-related claims involving non-Vaccine Act vaccines be 
challenged on preemption grounds, the same “newly acquired information” 
requirement will apply and presumably so will Albrecht’s “clear evidence” basis 
for implied preemption

But don’t hold your breath 24



Most of the rest of my presentation will focus on what I call “Buckman-related 
applications” of implied preemption

These involve two aspects of the Buckman case:

First and foremost, plaintiffs’ efforts to sneak various forms of attempts to 
enforce supposed FDCA violations into private litigation continues in every way 
that lawyers can be creative

Second, Buckman generally being considered an “obstacle preemption” case, 
there are several types of claims that would undermine the FDA’s ability to 
approve drugs without state-law interference

So far these cases have involved more technical forms of interference with 
FDA approval decisions, but eventually there will be state-law attempts to 
restrict FDA-approved abortion-related drugs

These will not be product liability suits, of course, but they will necessarily 
impact other state-law attempts, such as Bartlett-style “stop selling” claims, 
that are raised in the context of product liability

With that warning, I turn to the Nexus Pharmaceuticals preemption case 
which, due to its likely impact on California food litigation, may be the most 
important preemption case of 2022

Nexus involved a commercial dispute, with the plaintiff drug manufacturer 25



That’s the good Buckman news of 2021-22, now here’s the bad news

The Gilead litigation alleging negligent submission of a non-defective, but 
allegedly less safe drug to the FDA, which the FDA then approved

And which saved thousands of lives in the AIDS epidemic

Should be preempted because it is grounded in nothing more than the 
submission of an approvable drug to the FDA

However, so far preemption has not succeeded − that’s partially because the 
factually weaker preemption argument has been used

The claims that the defendant can be sued because it should have submitted a 
different drug design in the first place have escaped impossibility preemption 
as “pre-approval design defect” claims because the FDA has no control over 
what is submitted to it

But the FDA does control what it approves − and once the FDA approves a 
drug, liability should not attach simply for selling an otherwise non-defective 
FDA approved product, particularly when the alternative is a drug that had not 
even been submitted to the FDA

26



While I agree with the argument that never-start-selling claims should be no 
different from an impossibility preemption standpoint than stop selling claims, 
to me the better implied preemption argument is Buckman obstacle 
preemption − that imposing liability for the mere sale of an FDA approved drug 
because it is not a supposedly “better” non-FDA approved drug creates 
obstacles to the availability of FDA-approved drugs
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Other 2021-22 Buckman applications

Most notable is negligence per se − this argument has been around ever since 
Buckman itself and it has been successful around 80% of the time

Some courts reject preemption because they view negligence per se as a 
“traditional” state-law cause of action

However most courts, both in 2021 and 2022 continue to hold FDCA-based 
negligence per se preempted because the FDCA violation is, by definition, a 
“critical element,” under Buckman, of any negligence per se claim grounded in 
such violations

In the other Buckman formulation, by definition a claim for FDCA-based 
negligence per se claim could “not exist” if the FDCA itself did not exist

Both in PMA medical device preemption cases and implied preemption claims 
involving generic drugs we see FDCA-based negligence per se claims, and 
therefore Buckman preemption, raised in defense

The slide quotes the best preemption reasoning that I’ve come across for 
FDCA-based negligence per se during the 2021-22 timeframe

Finally, as to Buckman, the plaintiffs in the Zostavax MDL included fraud on 
the FDA allegations in their complaint, but the court held that aspect of the 
litigation was preempted 27
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Implied preemption is also a primary reason courts give for dismissing the 
latest popular novel theory plaintiffs are now advancing − liability for alleged 
failure to report adverse events to the FDA

The implied preemption basis for dismissal of failure to report claims is related 
to the primary non-preemption basis for rejecting these claims

That state law only recognizes direct failure to warn claims, not indirect claims 
with a government agency as an intermediary

But if state law does not recognize any equivalent claim, then it becomes a 
private attempt to use state law to enforce the FDA’s reporting requirements, 
which creates a second, Buckman preemption basis to dismiss the claim

Failure to report also arises in express preemption cases, usually PMA 
medical devices

To the extent that a plaintiff alleges that more or different reporting should have 
been done than the FDA required, then is “different from or in addition to” what 
the requirements of the FDCA



Usually courts prefer to decide cases on non-constitutional grounds, so simply 
refusing to recognize a state-law cause of action is the most straightforward 
way to dismissal

Also, in federal court, this brings into play the federalism limits on such courts 
predicting expansive new tort theories in diversity litigation

In 2022, however, the Second Circuit certified the failure to report theory to the 
Connecticut Supreme Court, and despite prior precedent rejecting failure to 
report claims in other contexts, the court gave the state’s product liability 
statute a “liberal” reading and recognized an indirect agency warning claim

However, the FDA doesn’t have to include all adverse events in its databases, 
and even when events are received they do not necessarily result in label 
changes

Numerous causation based reasons for dismissing failure to report claims

FDA did not require any different warning after ADEs belatedly reported

Plaintiff’s prescriber did not consult publicly available FDA  ADE information

Plaintiff’s prescriber did not change medical treatment after learning of risk 
from other sources

Failure to report the plaintiff’s own injury cannot possibly be causal 29



Increasingly, claims against distributors, pharmacists, co-promoters, 
contractors, publicists, and others that plaintiffs choose to sue − often simply 
to destroy diversity − have been held preempted on impossibility preemption 
grounds

Claims involving drug/medical device warnings, design and manufacturing 
processes make it impossible to comply simultaneously with both purported 
state duties − to make the changes plaintiffs demand − and federal duties are 
impossible because only the holder of the FDA approved application has the 
power under the FDCA to initiate such changes

Any entity that is not an NDA holder cannot make changes to drug labeling, 
design or manufacturing processes

Thus all such claims are barred by impossibility preemption

Most significant case of 2021-22 was Hernandez v. Aurobindo Pharma, 582 F. 
Supp.3d 1192, 1210 (M.D. Fla. 2022), which collects a lot of precedent

Presumably the holder of a PMA as well, but given extensive express 
preemption, resort has not been had to implied preemption

Still, the cases finding preemption in these situations have not accumulated to 
the degree that courts are willing to find preemption is certain in situations 
involving fraudulent joinder claims

30



31


