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Introduction

Federal Preemption has been an effective defense to product liability actions for some time. Since the
landmark U.S. Supreme Court case of Cipollone v. Liggett Group, Inc.,' made it clear that the concept of
Federal Preemption applies to state common law tort actions, courts in lllinois as well as federal courts and
other states' courts have looked to this doctrine increasingly as a means by which common law tort actions can
be dismissed where Congress, either itself or through delegation to federal agencies, has decided that federa
law should control.

Product manufacturers have been frustrated too often by the variability of potentially applicable laws of
the various states, the District of Columbia, and other U.S. territories. This frustration is particularly apparent
where juries evaluate design and manufacturing decisions, while facing the prospect of sending a severely
injured plaintiff away with nothing. Often, these design or manufacturing decisions were made years before the
accident, notwithstanding best efforts and consideration of all potentially relevant safety factors at the time.
Sometimes, these decisions turn out in retrospect to be short of optimal based on the unique facts of a
particular incident.

Federal Preemption recognizes the utility of having one set of guidelines, designs or manufacturing
techniques used to provide a measure of uniformity to products and their regulation. The guidelines are often
based on consideration of a multitude of factors and uses throughout the United States. Such uniformity can
have the benefit of increasing overall society safety and product performance. In the 21st Century, more and
more products are coming to the consuming public from outside Illinois and outside the United States.
Manufacturers and distributors need to know that once their products meet a governmentally mandated
standard or guideline established after rigorous evaluation and testing, designs, materials, and manufacturing
techniques that have been explicitly approved will not be subject to second guessing by an emotionally
charged jury facing the unique circumstances of a particular occurrence.
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But, as will be seen, Federal Preemption is not an all-encompassing defense with universal application.
Simply because Congress has spoken generally regarding a general product type, such as an automobile or a
solvent, does not automatically give rise to preemption. Instead, Congress must speak clearly in expressing its
desire to set both a floor and a ceiling regarding the regulation of product design, materials, packaging, and
related features. Sometimes, Congress expresses its intentions clearly as to this issue. At other times,
Congress' sintent must be inferred by an encompassing set of related laws and agency regulations.

This Monograph will discuss the preemption defense including, its basic concepts and operation, aswell as
Illinois cases where preemption has been asserted. It will provide some examples and case law discussion of
various statutes where preemption might be available to the defendant. This Monograph builds upon and
updates a Monograph published in the IDC Quarterly more than 14 years ago.2 The U.S. Supreme Court and
other courts have added much to the jurisprudence of Federal Preemption since that time. Looking both back
and forward since 1996 should help defense counsel in protecting their clients' interests going forward.

I. Federal Preemption — The Concept, the Law, and the Basics

The basis for Federal Preemption comes from the Supremacy Clause of the U.S. Constitution. It states:

This 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.®

It is this clause that enables the acts of Congress (and regulations promulgated by its designees) to control
over laws enacted by states or local governments. As will be seen, this also applies to common law tort suits,
as verdicts and the award of money damages can have the same regulatory effect as locally enacted laws,
statutes, and regulations.”

The cases discuss three types of preemption, noting that they are not always easily separated depending on
the circumstances. Regardless of type, there is one major concept that pervades the analysis. This concept
remains the most important policy issue involved in determining whether preemption will operate: the courts
focus at all times on the intent of Congress. Did Congress intend for the statutory regime at issue (or
regulations enacted pursuant to congressional authority) to so totally control over the issue involved in the
lawsuit such that the states' police powers—their traditional role in health and safety of their residents — should
be supplanted by the federal government?

A. “3'5” Types of Preemption

The United States Supreme Court is well aware that historically it has been the states that used their police
powers to protect health and safety of their citizens. This subject has been seen largely as a matter of local
concern.” Given the states' historical role, the Court has indicated that preemption provisions should be read
narrowly, with a presumption against their appli(:ation.G As tort litigation often involves health and safety
issues, the impact of preemption on notions of federalism in this context are clear. For preemption to operate, it
must be determined that federal control over the issues that arise in the litigation at issue was the “clear and
manifest” purpose of Congress. From the attempts to answer this all-important question, the types of
preemption were devel oped.”

The first type is “express preemption,” which exists when Congress's intent is stated clearly within the
statute enacted.® Typically, such enactments provide that a state or local government cannot legislate regarding
the stated matters or even the general subject matter of the statute.

The next two types of preemption fall into the general category of implied preemption. The second typeis
called “conflict in fact”® or “conflict preemption,”*® where either the federal statutory scheme or regulatory
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regime, or both, conflict with that of a state or local government, such that a choice must be made regarding
with which to comply. Under this scenario, compliance with both federal and state law would be impossible.

The third type is called “field preemption,” which is arguably the most difficult to apply."* This third
method looks at the federal regulatory regime and attempts to determine whether the degree of pervasiveness
reaches a level such that it reasonably can be inferred that Congress intended to occupy the entire regulatory
field. In such an instance, there is no room left for the states to exercise their police powers. This third method
often operates within the context of silence on the subject of preemption in the original law passed by
Congress.*

A review of the cases suggests that some of these seemingly separate preemption types actually operate in
conjunction with one another.™ The courts do not always apply each in a discrete fashion. Further, the lack of
an express preemption provision by itself is not seen by the courts asitself an expression of intent by Congress
not to preempt state law.

Lastly, although not a separate “type” of preemption per se, in the last few years, commentators have
discussed something dubbed “agency preemption.” This preemption occurs where a federal regulatory agency
expresses its view or perception regarding the scope of preemption within a formal rulemaking, often in the
preamble of such arulemaking contained in the Federal Register.

Note that preemption provisions often are not the only relevant components of expressions of
congressiona intent regarding the role of the states in areas where Congress has chosen to regulate. Some
statutes contain “savings clauses’ in addition to preemption provisions.** Such savings clauses address the
balance Congress is attempting to reach relative to its desire to completely supplant the role of state and local
governments in their exercise of traditional police powers, and the use of these same police powers to enhance
public safety and the efficacy of products used by both consumers and industry.

To determine whether a case or claim is preempted, it is important to examine carefully the alegations
being made in the action, as well as the multiple theories of liability being pursued. The examples below
discuss several U.S. Supreme Court cases in the context of products liability. The Court, in some instances,
found some liability theories preempted (mostly negligence and strict liability claims). But, the Court has
allowed other theories of recovery, such as express warranty claims, to proceed based on the fact that express
warranty claims are contractual claims between the parties themselves. As such, express warranty claims do
not involved in the exercise of state police powers.™

B. Preemption Cases Decided by the U.S. Supreme Court in the Context of
Products Liability Claims, since 1990

Since the 1990s, the United States Supreme Court has spoken to the issue of preemption in the context of
products liability claims a number of times. A discussion of these cases helps to understand how this doctrine
operates, and can assist defense counsel in formulating strategy to enable preemption to operate in the desired
manner. Practitioners should be mindful of the observation made by the Court over 60 years ago:

It is often a perplexing question whether Congress has precluded state action or by the choice of

selective regulatory measures has left the police power of the States undisturbed except as the state
and federal regulations collide.™®

This Section explores six cases that have developed the Court’ s jurisprudence regarding preemption within
the context of products liability claims.
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1. Cipollone v. Liggett Group, Inc.

Cipollone v. Liggett Group, Inc.'’ is a good starting point, as it touches on multiple aspects of the
preemption doctrine. The Court’s decision in that case laid the groundwork for subsequent decisions with
ramifications for products liability cases. Cipollone was a products liability case filed in federal district court in
New Jersey, alleging that Rose Cipollone developed lung cancer due to smoking cigarettes. Later she died (and
eventually her spouse died too) and the suit was pursued by her estate. The plaintiff’s complaint asserted
several bases of recovery by alleging of a number of theories of liability commonly used in products cases:
negligence, strict liability, express warranty, and intentional tort.

The bases asserted for recovery are important in that the Court applied the preemption principles
separately to each. These bases included: (1) design defect claims arising out of the failure to use a safer
aternative, and the use of the risk utility test; (2) failure to adequately warn of the hazards of smoking; (3)
negligent testing, research, sale, and advertising of cigarettes; (4) breach of express warranty based on
statements in advertising that minimized the dangers of smoking; (5) fraudulent misrepresentation regarding
the hazards of smoking; and (6) conspiracy related to dissemination of health and safety information.*®

At the district court level, the defendants argued that two statutes, the Federal Cigarette Labeling and
Advertising Act of 1965™ (the 1965 Act) and its successor, the Public Health Cigarette Smoking Act of 1969
(the 1969 Act) preempted the plaintiff’s suit in its entirety. The trial court rejected this argument and struck the
defendants’ preemption affirmative defenses. The Second Circuit Court of Appeals found no express
preemption. But that court did hold that the plaintiff’s warning and advertising based claims were preempted to
the extent that they asserted that some wording or message different than what was mandated by federal
regulations.

After the Court denied a petition for certiorari, the case was remanded and tried by the district court. The
district court found that the failure to warn, express warranty, fraudulent misrepresentation, and conspiracy
claims were preempted to the extent they relied on the defendants’ actions after the effective date of the 1965
Act. A verdict for the plaintiff was obtained, and the Supreme Court eventually granted a petition for
certiorari.”*

The Court focused on the two statutes listed above, discussing their history and the reasons for their
enactment. From this exercise, Congress's intent was discerned. In tracing the history of the legislation, the
Court discussed the differences between the two statutes and the evolution of their regulatory effect. Each of
these statutes had express preemption provisions, athough their text differed. The fact these provisions were
present, however, led the Court to conclude that their mere presence, coupled with the belief that their presence
was a reliable expression of congressional intent to supplant state authority, meant that there was no need to
infer an intention to preempt state law from looking to the other provisions of the legislation. As such, those
issues not expressly preempted by the statutes were not preempted.?

As for the 1965 Act, the Court found that the preemption provision prohibited requiring a different
warning than was mandated in the Act itself. The relevant provisions were as follows:

(&) No statement relating to smoking and health, other than the statement required by section 4 of this
Act, shall be required on any cigarette package.

(b) No statement relating to smoking and health shall be required in the advertising of any cigarettes
the packages of which are labeled in conformity with the provisions of this Act.”

Section 4 of the 1965 Act contained the required warning language.®*

Given the narrow reading used, the Court found that this provision was focused only on the content of the
warning label and was simply a prohibition against other state and local governments mandating any other
language. This ruling did not preempt other aspects of the litigation, including common law damages claims.?

The Court then looked to the 1969 Act. The relevant provision regarding preemption in the 1969 Act was
asfollows:
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(b) No requirement or prohibition based on smoking and health shall be imposed under State law with
respect to the advertising or promotion of any cigarettes the packages of which are labeled in
conformity with the provisions of this Act.%

The Court juxtaposed the preemption provisions of each act. In so doing, the Court found the preemption
provision in the 1969 Act to be broader in that it prohibited not only different “requirements’ related to
warnings and advertising, but also addressed “prohibitions” imposed by state law. Further, unlike the 1965
Act, the preemption provision of the 1969 Act also focused on advertising and promotion, not just advertising.
The Court decided there was a distinction between a “regulation” which it said was a positive enactment by a
legislative body and a “prohibition” which the Court found encompassed common law tort actions. The Court
found that common law tort cases were based on the existence of a “legal duty” and as such imposed
“requirements or prohibitions.” o

The key to Cipollone is the notion that common law actions, where concepts of legal duty are an integra
part, can be preempted just like a state or locally enacted statute, law, or ordinance. This conclusion regarding
potentia preemption of common law actions was made by a plurality of the Court. In fact, the remainder of the
opinion applying preemption principles to the various theories of liability was also contained in the plurality.
Yet, as seen below, the concept of legal duties defined in common law actions being subject to preemption
analysis now has evolved into amajority view at the Court.

The Court nonetheless was unwilling to find all of the common law claims preempted and to sweep them
al aside. Instead, the Court carefully examined each claim and theory of recovery aleged with aview towards
a narrow construction of the relevant preemption statute and a strong presumption against preemption. The
Court used the following test:

The central inquiry in each case is straightforward: we ask whether the legal duty that is the predicate
of the common-law damages action constitutes a “requirement or prohibition based on smoking and
health . . . imposed under State law with respect to . . . advertising or promotion,” giving that clause a
fair but narrow reading.”®

The Court found any warnings-related claims which focused on conduct after the effective date of the
1969 Act aleging any different warning be used other than the congressionally mandated warning, or the lack
of warnings in advertising or promotion, to be preempted. It found claims unrelated to advertising or
promotion to be not preempted.”

As for the express warranty claims, the Court observed that express warranties were a private contractual
matter. They did not involve a “requirement or prohibition” imposed by state law. Such agreements were
found to be undertaken voluntarily and as such not preempted. It was of no matter that the basis of such claims
was the advertising itself, and it did not matter that the courts were used to enforce such agreements. ®

Asfor the fraudulent misrepresentation claims, the Court found the plaintiff’ s theory asserting that the way
the defendants advertised negated the effect of the mandated warning to be preempted, as this was the converse
of requiring awarning in advertising, which the 1969 Act had forbidden. Another of the plaintiff’s theories of
recovery aleged intentional concealment of material information. The Court found that so long as these claims
did not focus on advertising or promotions (that is, a duty to disclose such information using means other than
advertising or promotion), they would not be preempted. The Court found the latter to be grounded in a more
general type of duty, a duty not to deceive, as opposed to a duty based on smoking and health which was the
subject of the 1969 Act. This same rationale was used to save the plaintiff's conspiracy claims.®

In sum, the Court in Cipollone used express preemption to find that the 1969 Act preempted the plaintiff’s
common law claims, which necessarily would have involved a different warning or required a warning in
advertising or promotional materials. To the extent the defendants writings or statements could be construed
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as creating an express warranty, such claims were not preempted. Tort claims based on more genera duties
consistent with the goals of the 1969 Act and the actions of the Federal Trade Commission in regulating
consistent with the 1969 Act were also found not to be preempted.*

2. Medtronic, Inc. v. Lohr

In 1996, the Court again addressed preemption in a products liability context with its decision in
Medtronic, Inc. v. Lohr.® There, plaintiff Lora Lohr had undergone a procedure to insert a pacemaker
manufactured by the defendant. Eventualy, the pacemaker had to be replaced on an emergency basis. The
plaintiff attributed the failure of the device to a lead, an electrical connection between the device itself and
Mrs. Lohr's heart. The plaintiff filed a suit in Florida state court aleging that defects in the pacemaker
necessitated the emergency surgery. The complaint sounded in both negligence and strict liability. The
defendant removed the case to federal district court. Later, the defendant moved for summary judgment
asserting the preemption provisions of the Medical Device Amendments of 1976* (MDA), an act of Congress
that amended the Federal Food and Drug Cosmetic Act® to add medical devices to the list of items previously
subject to at least some oversight by the federal government. The Food and Drug Administration (FDA) was
the agency designated to regulate under these acts.® The Court outlined the history of congressional action in
the area of drug and medical devices and observed that the MDA contained a preemption provision which
provided in relevant part:

(a) General rule—
Except as provided in subsection (b) of this section, no 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 chapter to
the device, and

(2) which relates to the safety or effectiveness of the device or to any other matter included in
arequirement applicable to the device under this chapter.*’

MDA also created a hierarchy of regulation by classifying various medical devices based on perceived risk
to the public. Pacemakers were listed as Class 111 devices and as such were to receive the most scrutiny. Class
Il devices were required to pass a rigorous pre-market evaluation called “pre-market approval” before being
allowed to be sold. The Court, however, recognized that, because medical devices were added later to the list
of regulated products, and because it would be impractical to require their sale to be ceased while the FDA
performed a pre-market approval for each one, some were alowed to remain on the market pending
evaluation.®

Also, new, unapproved devices could be sold absent the more intense pre-market approval process so long
as the manufacturer certified that any such new device was “substantially equivalent” to a device already on
the market. The approval process associated with the “substantially equivalent” standard was less rigorous than
the regular standard, and sales could begin before this less encompassing equivalency approval process began.
The Court observed that, because of the volume of time needed to complete the pre-market approval in
combination with the volume of devices in need of pre-market approval, most medical devices were reaching
the market by way of the less rigorous “substantially equivalent” process. It was through this method that the
pacemaker at issue reached the market.*

The district court initially denied the defendant’s summary judgment motion as to the case in its entirety
based on preemption. Later, it reconsidered in light of then-new Court of Appeals for the Eleventh Circuit
precedent and granted the summary judgment motion as to all claims. At the time, some courts of appeals,
including the Eleventh Circuit, had begun to hold that FDA “approva” pursuant to MDA was enough to
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trigger preemption.40 On appeal from the district court’s ruling, the Eleventh Circuit reversed in part and
affirmed in part. In so doing, it found the preemption provisions of MDA to be vague. It then focused on
regulations issued by the FDA, the agency statutorily designated to perform pre-market approvals and the
“substantially equivalent” inquiry. It held that the plaintiff’s negligent design claims were not preempted, but
that negligent manufacturing and failure to warn claims were. It applied the same analysis and ruled similarly
asto the strict liability based claims.*

At the Supreme Court, the defendant argued that using express preemption, the plaintiff’s case was
preempted in its entirety. This argument was rejected. The Court held that the preemption provision in MDA
did not clearly prohibit all common law claims. The Court looked to the language of the preemption provision,
focusing on the term “requirement.” It decided that the use of this term suggested that Congress actually was
concerned with states enacting laws that created duties focused on specific devices or aspects of devices, and
not with common law actions or duties that may derive from such actions.

Further, the Court noted that one policy behind MDA was to provide for the safety and effectiveness of
regulated devices. Congress was aware that common law cases had been litigated for years before MDA was
enacted. In that sense, the Court found that parallel common law claims were both consistent with and an
augmentation of this policy. The Court’s belief was that the potential of an award of money damages would
help motivate safety consciousness and increase device effectiveness, notwithstanding the capacity of such
claims having a possible chilling effect on product innovation. In essence, the Court found that Congress was
mostly concerned with inhibiting additional, positive regulation by states, not curtailing preexisting duties
under common law.*

After disposing of the more general preemption argument, the Court focused on the specific claims. The
Court found that the “substantially equivalent” inquiry was not nearly as rigorous as the pre-market approva
process, and was an inquiry focused on “equivalence” not “safety.” Thus, this “equivalence” inquiry provided
no protection to the consumer of the device. Instead it was simply intended to maintain the status quo. For this
reason, the Court found that the design defect claims were not preempted. Further, the Court found that claims
based on the federal requirements themselves, that is, the failure of the device to meet applicable federa
requirements for similar devices, were likewise viable and not preempted. This result occurred because the
preemption statute prohibited only those “requirements’ that were not equal to or substantially similar to
federal requirements.®

Among the factors the Court relied on for its rulings in Lohr were the FDA-issued regulations as well as
information about the medical device approval process the FDA promulgated. The Court noted that Congress
had delegated to the FDA the right to implement MDA. Congress l€ft it to the FDA to determine the scope of
scrutiny a given medical device would receive. In this sense, it appears that the plurality decided that Congress
effectively gave the FDA the right to determine the potentially preemptive effect MDA would have on claims
concerning a particular device. This result was due to the fact that whether a claim would be preempted was
found to be dependent on whether the FDA actually created a federal “requirement” applicable to that device.
Thus, the scope of the FDA scrutiny turned out to be the thing that defined the potential for preemption in
Lohr. Aswill be seen below, the role of published agency views on the issue of preemption and any regulatory
actionsisitself a potential quagmire asit relates to the preemption doctrine.

The role of the FDA clearly was important in the Court’s decision not to preempt the Lohr plaintiff’'s
common law manufacturing defect and warnings claims. In finding no preemption, the Court looked closely at
the MDA preemption statute. That statute indicated that preemption existed only with respect to requirements
for a device that related to its safety or effectiveness. The FDA'’s position, as stated in its statement regarding
the regulations it issued, was that it believed there was preemption only with respect to regulations issued that
pertained to a particular device or counterpart regulations. Further, the regulations indicated that preemption
was not intended to operate where state and local requirements at issue applied to products other than regulated
devices or to unfair labor practices with requirements not limited to devices. According to the FDA,
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preemption should be available only when there was potential for conflict between the federal regulations and
state and local requirements. Claims based on the Uniform Commercial Code warranties were unaffected.”

Thus, the Court found that preemption would operate only with regard to conflicts relating to health and
safety issues and where there were specific regulations (or counterpart regulations) focused on a particular
device. The defendant had argued that there were regulations that governed manufacturing (called Good
Manufacturing Practices™), and that claims regarding manufacturing defects should be preempted. Because the
Court characterized these regulations as general and not necessarily specific to a particular device, it found that
they did not provide a basis for preemption. In fact, the Court saw such general duties as providing no greater
burden or duty on the defendant as would a general common law duty to use due care. In that sense, a common
law duty to use due care would not be “different from, or in addition to” the FDA regulations. These general
regulations’ lack of specificity meant that the preemption provision of the MDA was inapplicable to Lohr's
manufacturing defect claims.®

3. Riegel v. Medtronic, Inc.

Several years later, the Court revisited medical-device-related products ligbility litigation in Riegel v.
Medtronic, Inc.,47 this time with a different result. Riegel involved a catheter that failed during a cardiac
angioplasty. The plaintiffs filed a products liability suit asserting common law claimsin a United States district
court in New York. The defendant successfully argued preemption at the trial court level, and this result was
affirmed by the Second Circuit Court of Appeals.48 The Supreme Court examined the preemption issue under
the same analysis used in Lohr, and concluded that the plaintiffs’ claimsin thisinstance were preempted.49

One key distinction between Lohr and Riegel noted by the Court was that the catheter in Riegel actually
underwent the rigorous pre-market approval process, and was not ssimply scrutinized under the “substantially
equivalent” regulation as had been the device in Lohr. As such, the regulatory issue for the catheter in Riegel
was not just “equivalency,” but instead was “safety.” The catheter was actually determined by the FDA to be
both safe and effective, meeting the standard for obtaining pre-market approval. It was not simply found to be
equivalent to other similar devices. The FDA regulations prohibited changes to its approved design, absent a
resubmission to the FDA for pre-market approval. The FDA aso approved the device's labeling, finding it
neither false nor misleading.™

Given that the device in Riegel went through the rigorous pre-market approval process, the Court found
that the common law action asserting the typical tort theories of recovery such as negligence, strict liability,
and breach of implied warranty were preempted. It reasoned that a verdict against the defendant based on these
theories would mean that the FDA'’ s judgment about safety was second-guessed. The Court held that alowing
claims asserting common law duties different from what the FDA imposed were state “requirements’ different
from what Congress intended, and thus preempted. The Court observed that the FDA performed an overall
cost-benefit analysis as part of its work in determining whether a medical device would be allowed to be sold.
It compared this analysis to atrial court verdict where juries are often focused on the individual plaintiff and
costs to that individual, not the benefits to other persons or society as awhole.

Although the result of averdict for the plaintiff in a common law action was damages, and not injunctive
relief or adirective that mandates specific conduct as a statute or regulation would, the Court nevertheless saw
an award of money damages as way to govern conduct.” In fact, it would appear that anytime the regulatory
body engages in a congressionally mandated balancing between health and safety on one end, and efficiency
and other commerce-related interests on the other, a common law claim that touches upon the balance reached
usually would involve a measure of second-guessing and so be subject to preemption.>

The Court rejected the notion that the FDA regulatory activity involved in Riegel amounted to no more
than giving rise to general, common law duties. It accepted the FDA’s view on its own regulatory activity as
substantive and focused, not general in nature.®* One important difference between Cipollone and the more
recent decision on Riegel is that the notion of common law duties being scrutinized as potentialy creating
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duties conflicting with congressional intent is no longer the view of a plurality of the Court, but instead enjoys
asolid majority.

The Court did observe that, had the plaintiffs alleged that the defendant’ s device did not comply with FDA
regulations for the catheter in question, such claims would not be preempted. Such claims would not have
involved state regulation which was “different from, or in addition to” the applicable FDA regulations. In other
words, the Court would have allowed so-called “paralel claims’ notwithstanding the degree of regulation that
it found so important to its decision. The Court also somewhat reiterated the discussion in Lohr regarding
deference to the FDA’s own conclusions about the preemptive effect of its own actions.

4. Bates v. Dow Agrasciences, LLC

In a decision unrelated to medical devices, the Supreme Court in Bates v. Dow Agrasciences, LLC55
discussed preemption in the context of atort case involving damage from the use a pesticide. In that case, some
Texas peanut farmers sued the manufacturer, Dow, after their peanut crop was damaged from the application
of a Dow pesticide. This pesticide was subject to regulation by the United States Environmental Protection
Agency (EPA) pursuant to the Federa Insecticide, Fungicide, and Rodenticide Act® (FIFRA). The product
was submitted for registration under FIFRA, a process including a submission of the pesticide’s label to enable
the EPA to determine whether the product was “misbranded.” This process involves an assessment that
determines whether the label contains false or misleading statements, whether it contains adequate instructions
for use, and whether there are no omissions of necessary warnings or other important information. Under
FIFRA, selling mislabeled products regulated by that act isillegal. FIFRA also provides for a continuing duty
to submit reports of incidents involving a regulated product’s toxic effects that may not be addressed in an
earlier, approved label >’

The issue with the pesticide in Bates was that it apparently damaged crops under certain soil conditions. At
the time of sale in this case, there was no warning advising against its use under such conditions. After the
crops were damaged, and before the next growing season, Dow sought to change the label to add a warning
regarding use in such soil conditions. After unsuccessful pre-suit settlement negotiations, the farmers notified
Dow of their intention to sue pursuant to the Texas Deceptive Trade Practices Act>®In response, Dow filed a
suit in federal district court, seeking a declaratory judgment of preemption of the farmers' claims. In turn, the
farmers filed a products liability counterclaim for damages based on negligence, strict liability, fraud and
breach of warranty. The district court found almost all of the farmers' claims preempted. The Court of Appeals
for the Fifth Circuit affirmed.>

The Supreme Court discussed the preemption provision at issue in FIFRA, which the Court noted was
added well after FIFRA and its predecessor were passed by Congress decades earlier. Initialy, these statutes
focused largely on labeling. In 1972, FIFRA was amended to make it a more comprehensive regulatory statute.
As aresult, manufacturers were required to submit information regarding use, effectiveness and safety, not just
proposed labeling. A preemption provision was a so added, and provided as follows:

(@) In general—
A State may regulate the sale or use of any federally registered pesticide or devicein the State, but
only if and to the extent the regulation does not permit any sale or use prohibited by this
subchapter.

(b) Uniformity—

“Such State shall not impose or continue in effect any requirements for labeling or packaging in
addition to or different from those required under this subchapter.
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(c) Additional uses-
(1) A State may provide registration for additional uses of federally registered pesticides
formulated for distribution and use within that State to meet specia local needs in accord with the
purposes of this subchapter and if registration for such use has not previously been denied,
disapproved, or canceled by the Administrator. Such registration shall be deemed registration
under section 136a of this title for all purposes of this subchapter, but shall authorize distribution
and use only within such State . . . .%

In 1978, FIFRA was again amended, this time to authorize the EPA to waive the requirement that product
efficacy information be provided to the EPA, a waiver the EPA put into place in 1979. It was under this
regulatory framework that Dow’ s pesticide was registered. In this case, the EPA never substantively evaluated
Dow’s claims regarding the lack of use restrictions based on soil conditions for the pesticide in questi on.™

The Court’s focus here was whether the farmer’s common law claims were an additional or different
“requirement” and thus preempted under the circumstances of this case. In so doing, the Court looked at two
guestions it saw raised by the wording of the newly added preemption provision: (1) whether the requirement
was focused on “labeling or packaging” and (2) whether such alabeling or packaging requirement was in fact
additional or different than the previous one.””

The first observation the Court made was that common law claims that focused on design or
manufacturing defects, negligent testing or breach of express warranty did not impose any requirements that
focused on labeling or packaging. Thus, such claims were not preempted. The court of appeals had reasoned
that a money-damages judgment based on these particular theories of recovery could induce a label change. It
thought any liability theory on which tort recovery involved potential inducement for change to the label was
enough for preemption to operate. The Supreme Court found a distinction between a law or statute and a
verdict adverse to the defendant. It indicated that a requirement was a mandate that must be obeyed; and that a
jury verdict, while potentially motivating action, was not a mandate. A verdict merely suggested optiona
behaviors that may avoid such verdicts in the future. The Court was critical of what it called “an inducement
test” used by the court of appeals. It found this test overbroad and inconsistent with congressional intent as
expressed in the preemption provision, which it believed contemplated at least some state regulatory activity.63

The Court next addressed the warnings-based claims that focused on labeling. Unlike the preemption
language in Cipollone, the Court in Bates observed that the prohibition instituted by Congress in FIFRA was
on requirements “in addition to or different from” what Congress or the regulatory agency imposed, and was
not a complete ban on any requirements. Thus, to the extent that failure-to-warn claims asserted only duties
that were the equivalent of FIFRA-imposed duties, they could survive preemption. The Court emphasized that
“equivalent” did not mean “identical.” The Court remanded the case for a determination on this point.**

It isthis ruling that initially gave rise to the notion that there can be “parallel requirements’ in tort cases,
whereby the duties imposed under common law are the same as those imposed by statute or regulation and so
not preempted. To reach this conclusion, the Court relied not only on the language of the preemption statute,
but also on the notion of narrowly reading such provisions. The Court found its narrow reading in Bates
particularly appropriate, given the long history of tort litigation involving products regulated under FIFRA.
Significant was that, despite this historical background of common law tort litigation, Congress had not done
more in terms of expressing its preemptive intent. The Court found that tort claims involving labeling could aid
the function of FIFRA, not hinder it. The Court brushed aside concerns about state tort litigation giving rise to
a“crazy-quilt” of state-imposed warning and |abeling requi rements.”

Regardless, the Court suggested that claims asserting that different fonts or colors or word choices likely
would be preempted, as would claims that involve divergence from specific FIFRA mandated labeling
requirements.®® It appears that a warnings claim alleging something other than literal non-compliance with an
EPA regulation issued under FIFRA likely would be preempted.
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5. Wyeth v. Levine

More recently, the Court dealt with a preemption situation that involves what has become known as
“agency preemption.” In the Court’s decision in Lohr, it relied in part on comments made by the regulatory
agency (in that instance the FDA) as part of the process of determining exactly what its regulations would be.
Thereafter, some agencies began to opine expressly about preemption in the preamble of regulatory
announcements and otherwise. Those opinions apparently were made to try to influence the outcome of cases
where preemption could become an issue.

In Wyeth v. Levi ne,”’ the Court dealt with a preemption claim involving a drug label that had been initialy
approved by the FDA in 1955, with some later approved changes. The Plaintiff made failure to warn claimsin
Vermont state court relating to the way the drug at issue was administered to her. Her claim focused on the
alleged lack of warning to physicians about how it should be administered. The drug caused injuries because it
was injected or pushed directly into an IV tube rather than using what was known as the IV drip method.
Apparently, the IV was mistakenly placed in an artery rather than a vein. Had the drip method been used, the
medication would not have entered the artery. It was well known that arterial administration of this medication
rather than venous administration could have drastic, negative side effects.

The drug company sought summary judgment based on preemption. It argued that the drug and its label
had been approved by the FDA, and so no other warning could have been provided. Thetrial court rejected the
preemption argument. It reviewed evidence of the interaction between the FDA and the drug company
regarding labeling issues, noting that the drug company was told that any changes to the drug’s label, which
were eventually approved, had to be identical to what was actually approved. At trial, the court instructed the
jury that it could consider the drug company’s compliance with the FDA regulations, but that compliance was
not dispositive on the issue of liahility. Thetria court aso instructed the jury that the FDA regulations allowed
for unapproved changes to warnings so long as such changes were additions to or a strengthening of approved
warnings, and that the defendant advised the FDA of its actions. A seven figure verdict for the plaintiff was
rendered, and the case made its way through the Vermont appellate and supreme courts.®

In its arguments before the United States Supreme Court, the drug company asserted implied preemption
in two ways. First it argued that it was impossible to comply with both the state common law duty relating to
modification of its warnings and the FDA regulation, that is, conflict in fact. At tria, the plaintiff argued for a
stronger warning about using the IV push method of drug administration. Second, the defendant argued that
allowing the plaintiff's state court tort claim itself created an obstacle to the accomplishment of Congress
objectives, that is, field preemption. In response, the Court applied the standard analysis discerning the intent
of Congress and deciding whether there was some conflict between federal and state law.”

In discussing the intent of Congress, the Court noted the difference between the Federal Food and Drug
Cosmetic Act”® (FDCA) and its amendments, and the Medical Device Amendments of 1976" at issue in Lohr
and Riegel which governed medical devices. Unlike the Medical Device Amendments, there was no express
preemption provision in FDCA. The Court found that Congress acted to preserve the potential applicability of
state law by inserting a savings clause into FDCA when it was amended in 1962."

In addressing the first preemption argument, the Court observed that “impossibility preemption” was a
very demanding defense. Although the regulations did prohibit unilateral label changes, there was a provision
to alow changes that strengthened or added instructions to pre-existing, approved warnings, so long as the
manufacturer submitted a supplemental application to the FDA regarding the changes. The defendant argued
this regulation was limited to changes necessitated by wholly new information, not a revisiting of information
that was part of theinitial application to the FDA.. In rejecting the defendant’ s interpretation of this regulation,
the Court found the defendant’s reading too narrow, given the FDA requirement that adverse reactions be
consistently reported even for previously approved medications. For this reason, the Court found that state law
warnings claims were not preempted based on “impossibility,” as warning changes without explicit approval
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by the FDA were alowed. The Court found that state common law simply reinforced the existing FDA
regulatory scheme.”

The Court also disposed of the second preemption argument, that the state tort claim was an obstacle to the
FDA drug-labeling scheme. The drug company argued that the obstacle it faced was allowing a state court
action that assessed the warning's adequacy when the warning in question was specifically approved by the
FDA, after the FDA’s assessment and rejection of aternative warnings. In rejecting this position, the Court
looked to Congress's intent in enacting FDCA. It found that Congress had consumer protection in mind. In
failing to provide a remedy to consumers for mislabeling, Congress intended for consumers to be able to avail
themselves of traditional state law remedies, that is, common law actions for damages. The fact that Congress
had amended FDCA in the interim yet failed to totally preclude common law actions despite its awareness of
such suits being filed was seen as evidence of Congress's intent to allow common law suits to exist in parallel
to FDA oversight.”

It is at this point where the issue of agency preemption is discussed and perhaps resolved. The Court
observed that notwithstanding its assessment of congressional intent, the FDA itself, in the preamble to
amended regulations issued in 2006, opined about the preemptive effect of its regulatory actions. The FDA
indicated that its regulations created both a floor and a ceiling relating to drug labels. It decided that its actions
in approving drugs and drug labels left no room for state action. According to the FDA, suits under state
common law that effectively chalenged the FDA’'s expertise in approving drug warnings were thus
preempted.”

The Court recognized that in the past it had given regulatory bodies’ self-assessment defining the scope of
regulatory action, including the potential effect on preemption, a measure of weight. But, the Court in Levine
observed that it never totally deferred to an agency’s own conclusion regarding the preemptive effect of its
own regulatory activity. The Court recognized an agency’s potential expertise in evaluation of products and
unique understanding of the regulations issued and actions taken by that agency. But the Court said it till
examined the regulatory action as a whole in combination with Congress's intent relating to the degree to
which a body of regulation would control some or an entire aspect of regulatory reach. It was through this
analysis that the Court would determine whether and to what degree regulatory action could serve to preempt
all or part of a suit for damages based state common law."

In Levine, the Court looked at the FDA’s 2006 preemption statement, and found that it was not consistent
with the positions on preemption the FDA had historically taken. It found the statement that accompanied the
FDA'’s 2006 amended regulations to be more of a unilateral declaration, without any opportunity for input by
the States or affected persons. It also found it to be inconsistent with Congress's intent. The Court found that
the FDA historically had seen state common law suits as complementary to the FDA’ s regulatory actions. Such
suits helped to identify unknown hazards, and reinforced the notion that the manufacturers, not the FDA, had
primary responsibility for drug labels. In essence, the Court seemed to ignore the 2006 FDA pronouncement
on preemption given the position the FDA had taken for years prior to that time. In the end, the Court found
the plaintiff’ s state common law claims not preempted.”’

6. Geier v. American Honda Motor Co.

The Court juxtaposed the situation in Levine with a prior decision, Geier v. American Honda Motor Co.,
where it looked at the regulatory actions of the Department of Transportation in promulgating Federal Motor
Vehicle Safety Standard 208.”° This standard provided options to vehicle manufacturers as to whether to
provide airbags as part of a passenger restraint system. The issue in Geier was whether this Standard
preempted claims by persons asserting lack of airbags as a design defect in vehicles. Because an exclusive
choice of restraint mechanisms was given vehicle manufacturers, the Court in Geier preempted claims where
one authorized choice regarding passenger restraint was made over another. The Court relied on the history of
such regulatory actions and the agency’ s explanation as to its rationale for their promul gation.80
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As it relates to agency statements regarding preemption, if the agency statement is consistent with its
historical position, consistent with its specific regulatory actions, and consistent with congressional intent, it is
likely to get more deference than new declarations to the contrary. Note that President William Clinton issued
an Executive Order on August 4, 1999 that discussed his administration’s view on federalism and the potential
impact agency regulatory conduct had on preemption.®*

On May 20, 2009, President Barack Obama issued a memorandum to agency heads that was more focused
on preemption. It essentially prohibits agencies from issuing statements regarding preemption in the preambles
of regulatory announcements unless there is a specific regulation in place regarding preemption. It also advised
agency heads to review regulations issued over the prior 10 years that discuss preemption and determine
whether such regulations or statements are justified under the law.® Given that the executive branch controls
most of the regulatory agencies, it is unlikely agency preemption will arise for some time.

The discussion above shows some recent actions by the U.S. Supreme Court in the area of Federa
Preemption. When considering whether an action or parts of an action are preempted, a careful examination of
Congress's actions over time will help to discern its intentions relative to preemption. Suits based in common
law clearly can act as “requirements’ which can be preempted depending on the scope of the preemption
provision of a given statute or regulation; or if it can be argued that Congress intended that the federa
government be the sole regulator of a product or product type involved. Further, the actions of the authorized
federal regulatory agency should also be examined to see the degree to which regulated products are actually
scrutinized in combination with the issue of whether a common law action serves to second guess the decisions
of the agency involved.

I1. Preemption Cases Decided by Illinois Courts

Illinois courts have decided a number of preemption cases over the last 15 years, athough not many
strictly focused on products liability. Before discussing some cases, a practice caveat isin order. One trap that
the defense practitioner should avoid in Illinois is failure to raise preemption as an affirmative defense at the
earliest opportunity. A failure to do so can result in it being waived. In Haudrich v. Howmedica, Inc.,® the
Illinois Supreme Court held that the preemption defense was waived as it was not pled as an affirmative
defense. There, the plaintiff claimed injury from a prosthetic device. The device had been subjected to pre-
market approval by the FDA. After trial and an adverse verdict, the defendant argued preemption for the first
time on appeal. The defendant asserted that the plaintiff’s claim was preempted by the preemption provision in
the Medical Device Amendments of 1976 to the Federal Food, Drug, and Cosmetic Act,® the same statute at
issue in Lohr® and Riegel.® The appellate court did not address the preemption issue. The Illinois Supreme
Court, however, found that the issue was waived because it was not raised in the trial court. It rejected the
argument that preemption was jurisdictional in nature and so could be raised at any time.%’

1. Busch v. Graphic Color Corp.

The Illinois Supreme Court has dealt substantively with preemption in tort cases a few times in the last
several years. In Busch v. Graphic Color Corp.,88 a special administrator brought a wrongful death claim
arising out of the decedent’s use of paint stripper while cleaning ink vats. The decedent had no training in the
use of paint stripper. She was married to one of the workers for the company that had contracted to clean the
vats, and for unknown reasons began to clean them herself. She apparently died after being overcome by the
fumes from the paint stripper. There were issues relating to the way she used the product and whether the work
area had been properly ventilated. The paint stripper came in cans on which a warning was affixed. The
warning label warned about the risk of overexposure to vapors and the need to use the product in a properly
ventilated area® The paint stripper was subject to regulation pursuant to the Federal Hazardous Substances
Act® (FHSA).
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The product supplier defendants moved for summary judgment asserting that the plaintiff’s claims, which
were largely focused on the adequacy of the warnings on the cans, were preempted by an express preemption
provision contained in FHSA. FHSA was passed initially to create uniform requirements for warnings on
packaging for hazardous products sold for household use. When FHSA was initialy effective, it did not
contain a preemption provision. Later in 1966, it was amended to reflect congressional concerns about
warnings related claims and the notion of having 50 separate warning labels based on regulation by al the
states. A preemption provision was added to prohibit requirements involving warnings and labeling that were
not identical to requirements promulgated under the FHSA >

In Busch, the defendants argued that there could not be common law claims that established a duty to
provide different or other warnings than those approved by the Consumer Product Safety Commission (CPSC),
the regulatory body to which Congress had delegated regulatory responsibility to regulate warning labels on
products containing methylene chloride, the chemical in the paint stripper at issue. While the label in question
had not been specifically approved by the CPSC, it was virtually the same as the suggested warning issued by
the CPSC for products containing methylene chloride.”?

Consistent with the United States Supreme Court’s decisions discussed above, the Illinois Supreme Court
examined the history of FHSA and the intent of Congress as it relates to the preemptive effect of the FHSA. It
also examined the actions of the CPSC in enforcing FHSA. It noted the history and rationale for the CPSC
regulatory action involving methylene chloride containing products, and its rulemaking in the face of
competing interests of industry and consumer groups that gave rise to the model labeling. It determined that
the CPSC had essentially decided what subjects paint stripper labels should address, that nothing different or
additional need be included, and that Illinois courts should defer to this judgment. The court also expressed a
willingness to defer to the CPSC’'s own conclusions about the preemptive effect of its actions on warning
claims, as it was not contrary to the congressional intent as determined by the court. Also important to the
court were decisions of the federal courts interpreting the preemption provision in FHSA as amended. It
indicated that such decisions were controlling on Illinois courts so that federal statutes and regulations can be
given uniform application.”®

Finally, the court rejected the plaintiff's claims in Busch that there was no preemption because the
information the plaintiff claimed was absent from the label in question related to a different risk of injury
(asphyxiation) than that addressed by the model warning the CPSC issued (cancer). Although the court agreed
that this issue fell under the subject preemption provision, it till held that the plaintiff’s claims were
preempted. The court found that the actions of the CPSC in creating the model language had more than one
purpose even if communication of the carcinogenic risk was the primary reason for the rulemaking. The model
language addressed the risk of asphyxiation and so it did address the risk that the plaintiff’s decedent
confronted.*

2. Sprietsma v. Mercury Marine

A few years later, the United States Supreme Court reversed the Illinois Supreme Court in a preemption
decision involving boats and outboard motors. In Sprietsma v. Mercury Marine,® the plaintiff brought a
products liability action against an outboard boat motor manufacturer after the plaintiff’s decedent was killed
when struck by the propeller after falling out of a ski boat. The plaintiff asserted that the motor was defective
because it did not have a propeller guard. The trial court found the action expressly preempted by the Federa
Boat Safety Act of 1971% (FBSA), and the 1linois appellate court affirmed on this basis. The Illinois Supreme
Court also found preemption, but not through express preemption. Instead, the court affirmed based on its
finding implied preemption. It believed that the relevant regulatory agency’s decision not to require propeller
guards was an affirmative decision that guards not be required at all, which created the conflict between state
and federal law.”
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The U.S. Supreme Court reversed and found no preemption, express or implied. As it has in the other
cases involving preemption, it discerned congressional intent relating to preemption and examined the
regulatory work of the Coast Guard; the agency ultimately delegated regulatory authority for outboard motors
for boats. It looked first to the preemption provision contained in the FBSA, which prohibited the
establishment and enforcement of performance or safety standards different from issued regulations. But, it
also noted a savings clause within the FBSA that provided compliance with such standards would not relieve a
person from liability at common law.®

The United States Supreme Court traced the history of regulatory action under the FBSA. It noted that
when the FBSA was signed into law, the United States Secretary of Transportation advised that al state laws
were exempt from preemption until new regulations relating to boating safety could be issued. Over time, the
Coast Guard began to issue regulations, and the United States Secretary of Transportation limited the scope of
the blanket exemption from preemption consistent with the regulations as they were issued. Although the
Coast Guard studied the propeller guards issue extensively, no requirement for propeller guards were ever put
into place.*®

The Court rejected the application of express preemption. It found the language of the provision at issue
applied to positive state legislative or regulatory enactments only, and not to common law actions. This
conclusion was supported by the existence of the savings cl ause.'®

Asfor implied preemption, the United States Supreme Court took issue with the notion that the decision of
the Coast Guard not to require propeller guards was a mandate that guards not be required at al. The Court
found that decision of the Coast Guard not to act was not an affirmative decision that no guards should be
required. Instead, the Court decided that the Coast Guard's decision not to act was simply a decision not to
weigh in on thisissue. It was not an authoritative statement against the use or requirement of propeller guards.
The Court stated that, although a congressional or agency decision not to regulate could have preemptive
effect, it did not in this instance. Although the Court recognized that one of FBSA's goals was to create
uniform manufacturing standards, the lack of regulation on this subject in combination with the broad
exemptions to preemption and the belief that allowing common law actions would promote safety necessitated
afinding that the plaintiff’s claims here were not preempted.'®*

3. Mejia v. White GMC Trucks, Inc.

There are other examples of Illinois courts dealing with preemption arguments. In Megjia v. White GMC
Trucks, Inc.,'® the estate of a garbage truck driver filed a wrongful death suit after the decedent was found
dead on the passenger side of the truck after an accident. He was driving a garbage truck that hit a median,
collided with another vehicle, and became airborne. This truck could be operated from either side. The
passenger-side door was of a type that folded back, and was not a regular type of door. The passenger-side
door was designed for low speed operation with the person on the passenger side being able to frequently exit.
The plaintiff alleged that the passenger-side door was defective in that the latch handle on the passenger door
was exposed, such that incidental contact could cause the latch to release, that the door itself was flimsy, and
that the interior latch was such that it too could release with incidental contact, causing the door to open
unexpectedly.’® The defendant asserted preemption as to the plaintiff’s door and door latch design claims, and
the trial court entered summary judgment as to those claims.***

On appeal, the plaintiff argued that preemption did not apply, but the court rejected this position and
affirmed the grant of summary judgment. The appellate court looked at the applicable statute, the National
Traffic and Motor Vehicle Safety Act'® (Traffic Safety Act), and found that Congress delegated the creation
and promulgation of safety standards to the National Highway Transportation Safety Administration
(NHTSA). The NHTSA, in turn, issued safety standards for door latches and locks with a mind toward
minimizing the likelihood of occupant gjection. Although specific standards were promulgated, there was an
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exemption to those standards for the type of door in this instance. The plaintiff argued that the exception did
not apply to the suit, given the complaint’s focus on the latches and not the door itself.'®

The court looked at the preemption provision in the Traffic Safety Act, in conjunction with the savings
clause in the statute. This clause provided compliance with the NHTSA safety standards did not relieve anyone
of liability under common law. The court found the plaintiff’s reading of the regulations to be too narrow, and
decided that they did focus on occupant retention issues. It then found that the door at issue was specifically
exempt from the regulations at issue as this door was not designed to retain occupants. As such, the court
determined that this exception was evidence of an intentional decision to allow such doors, not merely a
decision to simply not take action asin Sprietsma.’”’

4. Osman v. Ford Motor Co.

In Osman v. Ford Motor Co.,'® the plaintiff appealed a grant of summary judgment to Ford Motor Co.

(Ford) in a case where the plaintiff’s decedent was killed in a one-vehicle accident. The decedent was ejected
during the accident, as she was not wearing a manual lap seatbelt. The plaintiff argued that the vehicle was
defectivein that it did not have a different restraint system, nor did it provide a warning of the need to wear the
manual lap seatbelt in addition to the automatic shoulder belt. Ford filed a summary judgment motion, arguing
that the relevant safety standard issued by the NHTSA provided several options to vehicle manufacturers in
terms of passenger restraint systems, and that the system in place in the decedent’ s vehicle was in compliance
with the standard.

Ford argued implied preemption in that common law claims that a different system be used or that
warnings related to such systems were preempted by virtue of the fact the NHTSA specifically regulated the
issue of restraint devices to be used in passenger vehicles. The court agreed that the plaintiff’s action was
preempted. It found that the facts that the relevant regulation gave options to vehicle manufacturers, and that
Ford complied with the regulation, meant that a common law action that would create a duty to choose one
option over another was preempted. This decision also included warning claims that would require Ford to
warn that the restraint option it chose was unsafe.'®

Clearly, Illinois courts are willing and able to consider preemption claims where appropriate. Aside from
the necessary statutory enactment and body of applicable regulations, one must be certain to plead a
preemption affirmative defense as soon as possible so as to preserve this very important and effective defense
for a dispositive motion. Beware of how the United States Supreme Court’s analysis has changed over time.
Just because an Illinois court decision of just a few years ago might suggest a lack of preemption does not
mean the same regulatory scenario would not now give rise to adifferent result.

I11. Discussion of Specific Federal Statutes

As federa preemption involves an examination of federal statutes and related regulations, it is useful to
examine various statutes under which litigation has arisen so as to provide examples of court action and to
serve as a resource for the defense practitioner. Below is by no means an exhaustive list of statutesin relation
to which preemption has been used or discussed. Instead, these statutes are ones as to which a fair amount of
court activity has occurred to provide useful examples of the operation of preemption, and hopefully an
opportunity to continue to expand its use.

A. Federal Cigarette Labeling and Advertising Act

The Federal Cigarette Labeling and Advertising Act'™° (the FCLAA) was enacted by Congress with the
intention of providing comprehensive labeling and advertising requirements for cigarettes manufactured,
imported, and sold within the United States.™™ Specifically, the Act requires manufacturers use particular
warning labels on packages. Section 1334(b) reads. “No requirement or prohibition based on smoking and
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health shall be imposed under State law with respect to advertising or promotion of any cigarettes the packages
of which are labeled in conformity with the provisions of this chapter.” "2 These requirements necessarily
preempt various state common law products liability claims.

Courts have evaluated the preemption issue with various state law claims involving cigarettes, including
claims for failure to provide adequate warnings,™® claims for design defect,** claims alleging conspiracy by
cigarette manufacturers, ™ and state-law “Good Samaritan” claims.**® Courts have reached similar conclusions
on some of these issues and differing conclusions on others.

The United States Supreme Court first addressed the scope of the FCLAA's preemption power in
Cipollone v. Liggett Group, Inc.,™” where a ci garette smoker who contracted lung cancer brought claims
against the manufacturer based on failure to warn, express warranty, intentional fraud, and conspiracy. A two-
prong test required the Court first to examine the purpose of the FCLAA, and second to analyze the effect of
the operations of the state law. The Court determined that the scope of the preemption provision was limited to
the express language in the provision.**®

Because Congress expressy defined the FCLAA'’s preemptive scope, matters beyond the statute’s clearly
defined reach are not preempted. In so reasoning, the Court held that the plaintiff’s claims based on a failure to
warn theory, to the extent they relied on the manufacturer’s advertising or promotions, were preempted by the
FCLAA.™ The claims based on express warranty, intentional fraud and conspiracy, however, were not
preempted.120 Many courts have analyzed and applied Cipollone to federal preemption products liability cases,
the case remains authoritative.**

In analyzing whether, and to what extent, courts have decided to preempt common law products liability
claims relating to tobacco, various points of agreement are recognized. Congress may impliedly or expressy
preempt state common law claims. If there is no such express language in the statute, preemption may be
implied where the issue established by Congressis so pervasive as to “occupy the field.”'?* A state law claim,
however, may still be preempted, even if it does not occupy the entire field, if the state law makes compliance
with the federal law impossible or if the state law would even be an obstacle to such compliance. In assessing
preemption, courts have analyzed Congressional intent before superseding the state law claims.

1. Inadequate-Warning Claims

When confronted with failure-to-warn claims, many courts have held that such state law claims are
preempted by the FCLAA. Some courts, however, have held that state law claims arising out of a
manufacturer’s alleged failure to provide adequate warnings of health risks associated with smoking prior to
January 1, 1966 (the effective date of the FCLAA), are not preempted by the federal law.*?

Consistent with Cipollone, the United States District Court for the Western District of Pennsylvaniain Sttt
v. Phillip Morris Inc. held that preemption applied to post-1969 strict liability and negligence claims to the
extent they were based on concealment, failure to warn, or failure to discl 0se®* Also like Ci pollone, this court
refused to preempt state law claims based solely on the manufacturer’s research, testing, or other practices
unrelated to promotion or advertising.’®> A recent case from the United States District Court for the Northern
District of Ilinois Court held similarly in Espinosa v. Phillip Morris.®® There, the court held that preemption
applied to state law claims based upon failure to warn, which would require a showing that the manufacturer
failed to include additional warnings, or at least failed to articulate them more clearly.'?’

State law claims of fraudulent misrepresentation also have been preempted by the FCLAA. In Cipollone,
the United States Supreme Court held that preemption applied to claims that the manufacturer minimized the
risk of negative health effects related to smoking, through the use of advertising. It, however, also stated that
claims of fraud and misrepresentation are not preempted if they arise from a state-imposed requirement related
to advertising where the underlying duty is not to deceive and not based on health."® Like Cipollone, the
Texas Supreme Court in American Tobacco Co. v. Grinnell'® held preemption applied to a state law claim
based on allegations that the manufacturer should have provided additional or more clearly stated warni ngs130
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In Cipollone, the Court clarified that the plaintiff’'s state law claims based on afailure-to-warn theory prior
to the FCLAA'’ s effective date in 1966 were viable claims and not preempted. Other courts have followed the
same reasoning. In Tompkins v. R.J. Reynolds Tobacco Co.,"" the United States District Court for the Northern
District of New York held that only failure-to-warn claims against the cigarette manufacturer post-1969 were
preempted by the FCLAA.**

In some circumstances, courts have refused to preempt state common law claims under the FCLAA. The
United States District Court for the District of Massachusetts in Johnson v. Brown & Williamson Tobacco
Corp. did not hold state law claims to be preempted where the manufacturer intentionally misrepresented false
statements in its advertising."® The United States District Court for the District of Maryland in Shaw v. Brown
& Williamson Tobacco Corp. alowed state law claims where the plaintiff developed cancer from secondhand
smoke exposure™ The court in that case reasoned that the FCLAA's preemption provision regarding
warnings only applied to one’s own smoking.**

2. Design Defect Claims

Generaly, courts have held that design defect claims based on strict liability and negligence are not
preempted by the FCLAA. For example, a federa district court in Connecticut held that the plaintiff’s claim
based on the allegedly defective nature of the manufacturer’s cigarettes was not preempted.’®® Similarly the
Eighth Circuit declined to hold that the FCLAA preempted a design-defect claim brought against a cigarette

manufacturer.™’

3. Conspiracy Claims

In this context, a conspiracy claim against a manufacturer relates to the manufacturer’s aleged
prevention of other parties from releasing information to the public regarding the dangers of smoking
cigarettes. In Cipollone, the United States Supreme Court reasoned that, because conspiracy claims are based
on a duty not to conspire to misrepresent or commit fraud, which is not in and of itself based on smoking and
health, the FCLAA does not preempt such claims.*® In accordance with this reasoni ng, the Florida District
Court of Appealsin Lashke v. Brown & Williamson Tobacco Corp. refused to hold that the FCLAA preempted
the plaintiff’ s claim based on the cigarette manufacturer’s alleged conspiracy to conceal information.™

4. Good Samaritan Claims

A “Good Samaritan” claim works under the presumption that one who provides services to another, which
that person should recognize are necessary to protect his life or possessions, must undertake these services
exercising reasonable care. In Gunsalus v. Celotex Corp., a plaintiff who developed lung cancer from smoking
cigarettes brought a “Good Samaritan” claim against the cigarette manufacturer.**® The United States District
Court for the Eastern District of Pennsylvania held that the FCLAA preempted the state law “ Good Samaritan”
claim.**" 1t applied the reasoning in Cipollone and found the “Good Samaritan” claim to be premised on the
plaintiff’s assertion that the manufacturer owed a duty to the plaintiff to provide information about the hazards
of smoking.* The success of the state law claim necessarily depended upon a duty to warn and therefore was
preempted by the FCLAA.**®

B. Federal Food and Drug Cosmetic Act

As discussed in the prior IDC Monograph on this statute, the Federal Food and Drug Cosmetic Act of
1938'* (the FFDCA) was enacted to regulate all matters related to pharmaceuticals. The Food and Drug
Administration (FDA) enforces the FFDCA. Drug manufacturers must obtain approval from the FDA (based
on a showing that a proposed new prescription drug is safe and effective) before marketing that drug.'®
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Further, for al prescription drugs, the FDA must approve the content and format of the labeling and warnings
contained on the packaging.146 Both pre and post-approval, manufacturers are required by the FFDCA to
disclose to the FDA both the results of product testing and any reports of adverse reactions to the marketed
drug.*’ A manufacturer's failure to comply with the FFDCA could constitute evidence of negligence in a
products liability suit.**® The FFDCA does not contain an express pre-emption provision.

1. Prescription Drugs

Until the United States Supreme Court decision in Wyeth v. Levi ne,** there was a split of authority among

lower courts regarding whether or not the Act impliedly preempted state law cases alleging failure to warn
against the manufacturers of pharmaceuticals.*®® Among the majority of cases where lower courts found the
Act did not preempt state law claims, In Re Zyprexa Products Liability Claims Litigation,”" illustrates the
reasoning of these courts on the issue. That group of cases was initiated in the United States District Court for
the Eastern District of New Y ork due to thousands of products liability cases being filed against Eli Lilly based
on failure to warn of side effects of the use of the drug, including the increased risk of hyperglycemia and
diabetes. In 2000, the FDA studied whether persons taking these types of antipsychotic drugs, including
Zyprexa, were at an increased risk of these conditions."™ In 2003, based on the resuits of the study, the FDA
mandated that the manufacturers of these drugs give warnings about the connection between use of the drugs
and theael: 54possi ble side effects.**® In response to this directive, Eli Lilly included such awarning in Zyprexa's
labeling.

Some of the plaintiffs alleged their pre-existing diabetes was made worse from taking the drug, some that
they were diagnosed with diabetes after taking the drug, and one that use of the drug caused her
hyperglycemia.™™ All plaintiffs asserted that the warnings placed on Zyprexa's labeling that had been
approved by the FDA were not sufficient to warn their doctors about the increased risk of the side effects of
hyperglycemia and diabetes. Lilly argued that the plaintiffs claims that FDA approved warnings were
inadequate should not be allowed.

The United States District Court for the Eastern District of New York focused on two issues in its
decision: first, the presumption against preemption mandated by the United States Supreme Court and second,
despite this presumption, whether it should give deference to the FDA'’s claim of preemption set forth in the
preamble to a final rule made in 2006 on the labeling of prescription drugs.™ The FDA asserted in the
preamble that, because state tort law claims threatened its charge as the agency that is responsible for
evaluating and regulating drugs, in situations where the FDA had approved a particular warning, failure-to-
warn claims should be preempted based on conflict with federal law.™’

After discussing various cases regarding the deference that should be given to an agency’ s interpretation of
its own rules, the court determined that the preamble to the final FDA rule was entitled to only some deference
because it was not persuasive, and was inconsistent with its previous interpretations of the FFDCA. Further,
other courts had held that the FDA approva process for labeling did not preempt state law failure-to-warn
clams and that the preamble was merely an advisory statement that could be changed without public
involvement and that bound the FDA only.™ As a result, the court held the defendants had not overcome the
presumption against preemption, as there was no real conflict between federa law and plaintiffs state law
failure-to-warn cases and there was no clear congressional intent to preempt.159

Horne v. Novartis Pharmaceuticals Corp.*® is a case that typifies the other group of decisions finding that
the FFDCA preempts state law failure to warn cases. Horne was a case that arose when the plaintiff sued the
manufacturer of Lotensin HCT, an ACE inhibitor drug used to treat hypertension. The plaintiff claimed that
she took the drug while she was pregnant, until her doctor changed her prescription, and that it caused her son
to be born with birth defects that caused his death.’®* Her suit alleged the labeling on Lotensin HCT should
have warned that the drug could cause fetal injuriesif taken in the first trimester of pregnancy.'® The FDA had
approved labeling for Lotensin HCT, which warned that taking the drug during the second and third trimesters
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could cause fetal injury and stated that no link had been established between use of the drug and fetal injuries
if taken in the first trimester.® The plaintiff’s cause of action sounded in negligence, wantonness, failure to
warn, breach of warranty, fraudulent misrepresentation, and concealment.'®*

The court in Horne agreed with the defendant’s contention that the plaintiff’s claims conflicted with the
“pregnancy category classifications and warnings approved and mandated by the FDA for products containing
ACE inhibitors, such as Lotensin HCT” and held that the plaintiff’s failure-to-warn claims were preempted.165
The court spoke to the issue of how much deference to give to the FDA'’s preamble regarding preemption. It
agreed with the plaintiff that it would usually look to Congress's intent in the absence of express preemption
and assume in that situation that Congress did not intend to preempt state law.'® The court, however, aso
stated that federal law may preempt state law in the event of actual conflict, even if Congress had no intent to
preempt.'®’

In deciding that the plaintiff’s claims were preempted, the court compared the Horne situation to the facts
of Sykes v. Glaxo-SmithKline® wherein the United States District Court for the Eastern District of
Pennsylvania found that when the FDA had approved drug labeling, the plaintiff’s proposed warning would
directly conflict with the FDA-approved warning and held that federal law preempted state law claims for
failure to warn."® Similar to the findings in Sykes, the court in Horne found, regarding the plaintiff’ s proposed
warning, that the plaintiff had not presented any studies from the time she was pregnant that showed that birth
defects could be caused if Lotensin HCT was used in the first trimester; nor had she shown that the defendant
had any “reasonable evidence” at the time she was pregnant that would have required a change in Lotensin
HCT’slabeling.”

It is against this backdrop that the United States Supreme Court decided Wyeth v. Levine and rejected the
drug company Wyeth's preemption arguments.””* The Court based its holding on the defendant’s failure to
show that it was impossible for it to follow both the proposed state standard and the applicable federal
standards regarding its labeling of the drug at issue and on its finding that the possible state-court-imposed
standard was not an obstacle to the FDA’s labeling scheme.*

The Supreme Court’s holding in Wyeth, however, left unanswered preemption issues that remain
unresolved. First, it is undecided whether or not state tort law claims are preempted on conflicts grounds if the
FDA is aware of arisk and does not require a change in labeling. Next, the Court’s holding in Wyeth does not
speak to the issue of whether claims against generic drug manufacturers are preempted because FDA
regulations do not allow the labels for those drugs to deviate from those of the drugs for which they are
substitutes.

Colacicco v. Apotex, Inc.'”® was a case decided before Wyeth in which the United States District Court for
the Eastern District of Pennsylvania found that failure-to-warn claims were preempted in situations where the
FDA had reviewed issues with a particular drug but had determined there was insufficient scientific evidence
to warrant a change in the drug’s label. The United States Court of Appeals for the Third Circuit affirmed the
deci's;i?r;4 of the district court and the plaintiffs filed a writ of certiorari with the United States Supreme
Court.

The Supreme Court, after its decision in Wyeth, vacated the Colacicco decision and remanded the case to
the Third Circuit to further consider the case in light of holding in Wyeth.'”® The Third Circuit vacated its
judgment and remanded the case back to the district court for the same purpose.’’® That case currently is
pending and it is unclear whether the Court’s opinion in Wyeth will cause the district court to reconsider its
holding, taking into account the Supreme Court’s declaration in that case that a strong presumption against
preemption should be used in implied preemption cases and reconsider its refusal to give the FDA’s preamble
on preemption much deference. The Court’s holding that it is primarily a drug manufacturer’s responsibility to
assureits drugs' safety should weaken the defense argument regarding field preemption.

2. Generic Drug Cases

Page 20 of 47



Since the United States Supreme Court’s decision in Wyeth, severa courts have addressed the issue of
whether the Act FFDCA preempts state law failure-to-warn claims against the manufacturers of generic drugs
who fail to make the labeling on their products stronger. Most of these have found against preemption.'”’

Mensing v. Wyeth, Inc.'”® was one such case where the United States Court of Appeals for the Eight
Circuit held that the FFDCA did not preempt failure-to-warn cases against generic drug manufacturers.*”® The
plaintiff sued the manufacturer of the drug, Reglan and generic iterations of that drug, asserting that the drug
caused her to develop tardive dyskenesia and that the drug’s label failed to warn about the risk of development
of that condition when the drug was used long term.*® The district court found the claims preempted under the
FFDCA and the plaintiff appealed.’®

On appeal the Eighth Circuit considered the Supreme Court’s prescribed presumption against preemption
in Wyeth, and stated that brand name drug manufacturers were not the Supreme Court’s only focus. The Eighth
Circuit noted that it must be skeptical about any claim that Congress intended to impliedly grant tort immunity
to the mgjority of prescription drug manufacturers.®* The defendant argued it was impossible for it to modify
existing FDA-approved labeling. The court again invoked the Supreme Court’s language in noting that
impossibility was a demanding defense. The Eighth Circuit noted that generic drug manufacturers are unable
to make a change in labeling that is inconsistent with the brand name drug’s label. Unconvinced that this
showed impossibility, the court held that the company could have proposed a label with adequate warnings.
The FDA would have considered such a proposal and possibly imposed it uniformly upon all manufacturers of
the drug."®

Absent clear evidence that the FDA would not have approved the proposed language, the Eighth Circuit
could not conclude it was impossible for the defendant to comply with both state and federal requirements184
The court aso cited federa regulations related to generic drug manufacturers that require them to revise their
labels “as soon as there is reasonable evidence of an association of a serious hazard with a drug.”** Finally,
the Eighth Circuit determined, considering the same factors that the relied upon by the Supreme Court in
Wyeth, that field preemption did not apply in this case."®

C. Medical Device Amendments of 1976

At the time of the last IDC Monograph on the subject of preemption pursuant to the Medical Device
Amendments of 1976 (MDA) to the Federal Food and Drug Cosmetic Act (FFDCA),"®" Medtronic, Inc. v.
Lohr'®® had just been decided by the United States Supreme Court and its effects were not yet known. As
discussed above, in that case, the Court held that state law claims aleging defective products are not always
preempted by the MDA. The case was remanded to the Court of Appeds for the Eleventh Ci rcuit.*®® On
remand, the Eleventh Circuit reversed the dismissal of the plaintiff’s complaint and remanded the case to the
district court. **

The MDA groups medical devices into three classes. Class | are devices that do not present an
unreasonable risk of illness or injury and are only minimally regulated. Class Il devices are those that have the
potential to be more harmful and are required to comply with federal regulations known as “specia controls.”
Finally, the devices which are the subject of most litigation in this area, Class Il devices, are “for a use in
supporting or sustaining human life,” or present “a potential unreasonable risk of illness or injury.” 19

Class |1l devices are highly regulated and subject to one of two sorts of pre-market review by the FDA
before they can be placed on the market for sale. Class Il devices proposed after the enactment date of the
MDA must clear the FDA's pre-market approval (PMA) process.'® PMA procedures require an entity
applying for FDA approval of such a device to disclose to the FDA “all information, published or known . . .
or which should reasonably be known . . . concerning investigations which have been made to show whether or
not such device is safe and effective,”*** and make a statement fully explaining the design, components, and
intended use of the device, describing the methods of manufacturing and processing, describing proposed

Page 21 of 47



labeling plus any other information the FDA may requast.194 The FDA may request that a panel of experts
review a proposed device's application and file areport with its recommendations.*®

The FDA will grant PMA only if it is reasonably assured that the product is both effective and safe under
the conditions of use described on its label and if it has decided the label is not false or misleading."®
Manufacturers of medical devices are also subject to the FDA’s “current good manufacturing practice”
requirements (CGMP requi rements).197 These requirements describe detailed quality control measures that
must be taken during the manufacturing process, the labeling, the packaging, the storage, and the installation of
the device, to be sure the device is safe and effective. The manufacturers of the device must adopt practicesin
conformance with these requirements, which include inspection and quality assurance, design and
manufacturing specifications, and others related to cleanliness, timing, and preventive and corrective action.**®
Post-approval reporting of device failure that might have caused death or serious injury is also required.'®

Medical devices can obtain FDA approval through a less onerous process known as premarket notification
or the “501(k)” process. Through this process, clearance from the FDA can be sought and granted by
submitting a “premarket notification” application which assures the FDA that the proposed product is either
“substantially equivalent” to aClass | or aClass || device aready being marketed or to a Class |11 device being
sold before the MDA was enacted in 1976 if the FDA has not decided whether to reclassify the device as either
Class | or Class Il or to require PMA approval.”® The FDA will not grant 501(k) approval unless it is
convinced that the proposed device will be used in the same way and is as safe and effective as the device
already on the market.”

Regarding preemption, the FFDCA contains a provision that expressly preempts state law claims that
impose any “requirement” that is “different from, or in addition to, any requirement applicable under this
chapter” and “which relates to the safety or effectiveness of the device.”?* The United States Supreme Court
has addressed the issue of preemption pursuant to the FFDCA in three semina cases. Buckman Co. v.
Plaintiffs' Legal Commit'[ee,203 Riegel v. Medtronic, Inc.,204 and Medtronic, Inc. v. Lohr %

In Buckman Co. v. PlaintiffsS Legal Committee, the Supreme Court determined that the United States was
the only possible plaintiff in a “fraud on the FDA” state law claim and that such claim, therefore, was
preempted by the regulatory scheme.”® The Court distinguished between the FDA “policing against fraud” and
a private litigant’s state common law causes of action against the manufacturers of medical devices: the
former, not entitled to a presumption against preemption, and the latter entitled to such a pr&s.umption.207
Buckman should be read, in the context of Lohr and Riegel, as a narrow holding that applies to fraud on the
FDA only.

Medtronic, Inc. v. Lohr™™ was the Supreme Court’s first interpretation of the FFDCA, and the Court
decided that the FFDCA'’ s express preemption language does not preempt state law claims of negligence and
strict liability regarding a device that was approved via the 501(k) process.209 The Court held that this process
was not a “requirement” under the FFDCA’s provisions, and that state law claims were not preempted by the
general manufacturing requirements of the FDA, as they were not specific to a particular device

Years later, in Riegel v. Medtronic, Inc.,”* the Supreme Court had the opportunity to decide the meaning
of the FFDCA'’s express preemption provision in the context of a Class Il device for which the FDA had
granted PMA. The Court concluded that states may impose different or additional remedies than those imposed
under federal law with no preemption, but may not impose different or additional requirements.? The Court
noted that Class Il devices that had been granted PMA had to be manufactured with “amost no deviations
from the specifications in its approva application, for the reason that the FDA has determined that the
approved form provides a reasonable assurance of safety and effectiveness.”**

The Court, therefore, found that state law claims are preempted only in so far as they require something
different than federal law requires and that if conduct proscribed by state law is the same as that which is
prohibited by the FDA, state law claims are not expressly preempted.214 Reading Lohr and Riegel together,
along with the FDA'’s regulations regarding certain claims exempted from preemption, might indicate that
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there are some state law claims regarding devices that comply with the CGMP requirements and that would not
be preempted.

Since Riegel, the decisions on preemption issues reiterate the Court’s holding that parallel state common
law actions based on aleged violations of federal regulations are not preempted. Many courts, however,
continue to find preemption based on imposition of ultra-stringent pleading standards pursuant to the Court’s
holding in Bell Atlantic Corp. v. Twombly215 or by incorrectly requiring that state causes of action be based on
CGMP requirements. Below are some courts’ holdings regarding various sorts of state law claims.

1. Design Defect

Regarding design defect claims, any such claim that calls into question the FDA’s findings as to the safety
of a device's design is preempted, as it would impose requirements different or in addition to those of the
FFDCA.**°

2. Failure to Warn

After being granted PMA, a manufacturer must follow strict reporting requirements so the FDA is assured
that the device in question continues to be safe and effective and is not adulterated or misbranded. State causes
of action for failure to warn usually are not preempted if they are based on a manufacturer’s failure to follow
the regulations regarding labeling or failure to report problems with adevice®’

Before Riegel, several courts had held that state law claims based on a duty to warn after the sale of a
device were preempted. Gomez v. . Jude Medical Daig Division, Inc.,®* McMullen v. Medtronic, Inc.,”*® and
Cupek v. Medtronic, Inc.??’ are examples of such holdings. Relevant is the fact that the court in McMullen did
not find a regulatory violation when a drug manufacturer failed to issue a warning before FDA approval of
proposed labeling changes, despite the fact that federal regulations (21 C.F.R. 814.49 and 21 C.F.R. 821.1)
allow manufacturers to “enhance” previously approved labels and require tracking recipients of the device at
issue.”* A salient common factor in these cases is that the manufacturers involved apparently reported adverse
events in a timely manner. Had the cases involved a scheme to evade or delay a recall or failure to timely
report :szjzverse effects pursuant to federal regulations, a different result could have been appropriate in light of
Riegel.

The preemption issue also arises in cases regarding medical devices for which the FDA approves a device
and labeling for a particular use or condition but which are actually used for some purpose other than that for
which they are approved. Those cases concern failure to provide adequate label content to cover the other uses
to which the device may be put.”® The FDA is cognizant that “off label” uses for medical devices occur and
regulates labeling accordingly. The regulation requires a manufacturer who knows, “or has knowledge of facts
that would give him notice” that a particular device will be used for some condition or purpose other than that
for which it is approved, draft |abeling adequate to take those other uses into account.?®

To be sure these requirements were clear, the FDA issued a proclamation guiding the labeling for “off
label” uses which distinguishes between the desired dissemination of information regarding unapproved uses
for a device and “promotion” of the device for “off label” uses.® Riley v. Cordis Corp.?® is a case where
plaintiff avoided preemption by basing his case on the illegal promotion of a device for which adequate
warnings and directions for “off label” use were not given.?’

3. Breach of Warranty

Regarding express warranty claims, courts have held consistently that claims that a device failed to live up
to the promises made in its labeling and package inserts are not preempted. These cases, based in a bargain
between the parties, are not found to be at odds with the premarket approval process. In Mitchell v. Collagen
Corp.” the court found that the plaintiff was not claiming that the FDA-approved |abel for a hip replacement
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was defective, but rather that the hip implanted did not fit the description given on the label and that this
discrepancy resulted in harm. For that reason, the plaintiff’s claim was not preempted.?

D. The National Childhood Vaccine Injury Compensation Act

The National Childhood Vaccine Injury Compensation Act™® (Vaccine Act), created a system whereby
individuals injured by vaccines typically administered to children can obtain compensation without the costs of
litigation. Under this approach, victims file a petition to the “Vaccine Court” and can recover damages from a
trust without having to prove causation, negligence, or defect. In addition, vaccine manufacturers avoid the
expenses of litigation and potentially large tort awards, which could otherwise cause manufacturers to
withdraw from the childhood vaccine production industry.

Although the Vaccine Act is intended to prevent plaintiffs from filing traditional tort actions, it includes
the following provision: “State law shall apply to a civil action brought for damages for a vaccine-related
injury or death.””*" Despite this savings clause, courts nevertheless have held that the Vaccine Act preempts
certain state law actions. For example, the Court of Appeals for the Third Circuit in Bruesewitz v. Wyeth Inc.?*
decided that the Vaccine Act preempted claims of strict liability and negligent design defect.”* In American
Home Products Corp. v. Ferrari,”* the court found that the Vaccine Act does not necessarily preempt all
design defect claims, but rather protects manufacturers from liability for design defect claims for vaccines
deemed “ unavoidably unsafe.”?*® Unavoidably unsafe products are those which, “in the present state of human
knowledge, are quite incapable of being made safe for their intended and ordinary use.”?* Whether a product
is unavoidably unsafe is a question to be determined using case-by-case scrutiny.

Uncertainty regarding the Vaccine Act’s preemptive scope could be clarified soon. In March 2010, the
United States Supreme Court, after granting certiorari from Bruesewitz, agreed to consider whether the
Vaccine Act preempts all strict liability and negligent design defect claims against manufacturers of childhood
vaccines® In analyzing this case, the Third Circuit held that the Vaccine Act creates a mandatory forum for
claims against vaccine manufacturers.®® The ambiguity within the Vaccine Act, however, exists because,
although Section 300aa-22(a) permits state law claims, Subsection (b) prevents claims against manufacturers if
the injury or death results from unavoidable side effects arising from a properly prepared vaccine. Because the
Vaccine Act is ambiguous as to the scope of preemption of state law, the Third Circuit in Bruesewitz analyzed
legislative history and concluded that the Vaccine Act’s purposes would be futile if design defect claims were
permitted.**® The appellate court concluded that, taking on case-by-case analyses of whether a manufacturer
conceivably could have developed a safer vaccine, which is effectively what the plaintiff in that case
wggztifted, would be costly, time-consuming, and would frustrate congressional intent in enacting the Vaccine
Act.

The Supreme Court heard oral arguments in Bruesweitz on October 12, 2010, but as of the date of this
printing has not issued an opinion. The determination, when made, should offer insight into the current scope
of the Vaccine Act’ s preemptive power.

E. Federal Insecticide, Fungicide and Rodenticide Act

The Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA),?* was transformed by amendment in
1972 from a“labeling law into a comprehensive regulatory statute.” *** “As amended, FIFRA regulated the use,
as well as the sale and labeling, of pesticides; regulated pesticides produced and sold in both intrastate and
interstate commerce; provided for review, cancellation, and suspension of registration; and gave [the
Environmental Protection Agency (EPA)] greater enforcement authority.”** These amendments also added
environmental safety as acriterion for registration.**®

The EPA is given authority, pursuant to FIFRA, to register covered products, thus regulating their sale.
A manufacturer that desires to register a pesticide must submit to the EPA a proposed label along with certain
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data that supports the request.”*’ The EPA will register the proposed pesticide if, after review, it decides that:

the pesticide is effective® the pesticide will not cause unreasonable adverse effects on people or the
environment,”*® and its label does not contain language that constitutes “misbranding.”*®® “Misbranding”
occurs if a pesticide’s label contains any statement that is “false or misleading in any particular” (including a
false or misleading statement about a pesticide’s efficacy).”>" A pesticide is also considered “misbranded” if its
label omits adequate instructions for the product’ s use or omits needed warnings or cautionary statements.”

FIFRA contains an express preemption clause, which states. “Such state shall not impose or continue in
effect any requirements for labeling or packaging in addition to or different from those required under this
s;ubchapter."253 Historically, there have been two types of claims that potentially are preempted pursuant to
FIFRA: first, that due to improper representations, warnings, instructions, or warranties given by a
manufacturer about a product’s quality, crops have been damaged or a crop’s yield was not as large as it
should have been; and second, claims alleging that a personal injury occurred due to exposure to a product.

Cipollone v. Liggett Group, Inc.”* a seminal case interpreting the Public Health Cigarette Smoking
Act,”®® was most significant and had the most influence on interpretation of FIFRA’s preemption clause.
Virtualy al federal courts that considered FIFRA preemption after the decision in Cipollone noted the
similarity between the preemption language considered by the United States Supreme Court in that case and
FIFRA’ s preemption language. Each of those courts determined that FIFRA preempted any tort claim based on
improper labeling or failure to warn.*® State courts, however, were not as single minded in their analysis of
FIFRA’s preemption clause.?’

The lack of uniformity among the state courts on the issue,”™ the United States Supreme Court’s decision
in Medtronic, Inc. v. Lohr,®® and the resulting decision on remand® set the stage for the Supreme Court to
analyze FIFRA’s preemption language and to clarify its application. Lohr dealt with regulation of medical
devices under the Medical Device Amendment and the applicable preemption language was very similar to
that contained in FIFRA. However, the Medical Device Amendment analyzed in Lohr did not provide a
detailed process for evaluation of a proposed device as opposed to FIFRA’s very detailed format for regulating
the content of labels. This difference in the two statutes decreased the significance of Lohr’s impact on
evauation of FIFRA preemption.

The United States Supreme Court clarified preemption pursuant to FIFRA with its decision in Bates v.
Dow Agrosciences, LLC.”" The Court's pronouncements in Bates have informed both state and federal court
decisions since that time.

One such case, Peterson v. BASF Corp.,”** was decided by the Minnesota Supreme Court. The case dealt
with claims by farmers who were parties to a class action suit alleging that the defendant violated New Jersey
state law when it deceptively marketed two herbicides. The farmers alleged that each of the herbicides at issue
contained equal amounts of its active ingredients and were both registered for use on the same crops. The
defendant, to pursue a marketing strategy designed to maximize profits, allegedly sought to prevent the farmers
from learning that the lower priced herbicide was equal to the higher priced one.®®

The Minnesota Supreme Court had the case on remand from the United States Supreme Court, which had
granted the defendant, BASF Corp. (BASF), a writ on the preemption issue in light of the recently decided
Bates case.”® On remand, BASF argued that the plaintiffs consumer fraud claims formed the basis of the case
and were preempted by FIFRA.?® In considering BASF's position, the court surveyed both FIFRA and prior
case law and engaged in a detailed discussion of Bates. From the court’s reading of Bates, it concluded that the
standards for finding preemption pursuant to FIFRA adopted by the United States Supreme Court in that case
were narrower than the Minnesota Supreme Court had applied in its earlier decision in the case. The Minnesota
Supreme Court had applied an “effects-based” test (whether one could reasonably foresee that the
manufacturer, in order to avoid liability, would choose to alter the product or its label).?®® The United States
Supreme Court in Bates rejected that test as too broad.?*” The Minnesota Supreme Court noted the United
States Supreme Court’s rejection of an effects-based test, along with its determination that warranty and fraud
claims based on oral representations, even those that were equal to statements on the product’s label, were not
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preempted because they were not requirements for labeling or packaging.268 Based on this reasoning, the

Minnesota Supreme Court concluded that “state regulation must be very directly related to labeling and
packaging in order to invoke FIFRA preemption.”**

The Minnesota Supreme Court found that the activities in which BASF engaged, although violative of the
New Jersey Consumer Fraud Act,* did not concern the labeling or packaging of the products at issue, but
rather concerned deceptive advertising, literature, and misrepresentations to state authorities.>”* The court
found that this conduct was the same as the oral representations in Bates, which the United States Supreme
Court found not to be preempted by FIFRA.*”? The farmers’ claims, therefore, were not preempted.

Another recent case regarding FIFRA preemption arose in the United States District Court for the District
of Idaho. The plaintiffs in Adams v. United States of America®” alleged that the United States Bureau of Land
Management (BLM) chose and used an herbicide on range and non-crop land that, due to wind drift, damaged
crops on the plaintiffs' land. The manufacturer of the herbicide at issue, DuPont, sought summary judgment
based on preemption under FIFRA for claims that the labels it used on the herbicide were misleading, or false,
or both, because they “did not contain adequate instructions and omitted necessary warnings.” 2" The court
cited Bates for the proposition that “[a] state rule that is ‘equivalent to, and fully consistent with, FIFRA’s
misbranding provisions' need not explicitly incorporate FIFRA’s standards to avoid preemption.”” The court
found that the plaintiffs’ claims “appear[ed] to track FIFRA” requirements and rejected DuPont’s argument
that because the EPA had reviewed the product’s label and approved it, the plaintiffs’ claims were an attempt
to impose requirements in addition to those required by FIFRA 2"

F. The Federal Hazardous Substances Act

The Federal Hazardous Substances Act®”’ (FHSA) was enacted to “provide nationally uniform labeling
requirements for adequate cautionary labeling of packages of hazardous substances which are sold in interstate
commerce and are intended or suitable for household use.”?”® In 1966 an amendment to the FHSA included a
“limited preemption” provision, which states:

[If a hazardous substance or its packaging is subject to a cautionary labeling requirement under
Section 2(p) or 3(b) [15 U.S.C. § 1261(p) or § 1262(b)] designed to protect against a risk of illness or
injury associated with the substance, no State or political subdivision of a State may establish or
continue in effect a cautionary labeling requirement applicable to such substance or packaging and
designed to protect against the same risk of illness or injury unless such cautionary labeling
requirement isidentical to the labeling requirement under 2(p) or 3(b).?”

This provision seeks to prevent various states from creating their own cautionary labeling standards, while still
allowing states to regulate the sale and use of hazardous substances.”®® Courts have held that “when a statute
only preempts state requirements that are different from or in addition to those imposed by federa law,
plaintiffs may still recover under state tort law when defendants fail to comply with the federa
requirements.” **

In Moss v. Parks Corp., the court concluded that a plaintiff may bring a common law tort action based on a
failure to warn only if the claim is based on non-compliance with the existing federal regulations.®® A
plaintiff, however, cannot seek more stringent labeling requirements.”® Such a claim would be preempted by
the FHSA.

In arecent decision, a federal district court in the state of Washington similarly concluded that a state law
failure-to-warn claim existed only if the state law labeling requirements are identical to those under the
FHSA.?® More specifically, the court decided that to the extent the Washington Products Liability Act®®
(WPLA) required more extensive labeling requirements than those under the FHSA, the plaintiff’s failure-to-
warn claim would be preempted.”®® On the other hand, to the extent the WPLA had the same requirements as

under the federal regulations, the plaintiff’s claims would not be preempted.
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G. The National Manufactured Housing and Safety Standards Act

The National Manufactured Housing Construction Safety Standards Act®®’ of 1974 (the Manufactured
Homes Act) was enacted to decrease deaths, injuries, property damage, and insurance costs incurred due to
accidents in “manufactured homes,” and to upgrade quality and durability of those homes®® The
Manufactured Homes Act contains two preemption provisions. First, an express preemption provision, Section
5403(d), provides that “no State or political subdivision of a State shall have the authority either to establish, or
continue in effect, with respect to any manufactured home covered, any standard regarding the construction or
safety applicable to the same aspect of performance of such manufactured home which is not identical to the
Federal manufactured home construction and safety standard.”?*® Second, the savings clause, Section 5409(c),
states that “ compliance with any Federal manufactured home construction or safety standard issued under this
chapter [of the Manufactured Homes Act] does not exempt any person from liability under common law.”

Further, regulations made by the Department of Housing and Urban Development (HUD) pursuant to the
Manufactured Homes Act contain similar preemptive language wherein no state or locality may establish or
enforce any rule or regulation that “stands as an obstacle to accomplishment and execution of the full purposes
and objectives of Congress.”*"

The prior IDC Monograph on this subject reported that the effect of these two sections on the issue of
preemption of claims based on state law had been the subject of conflicting interpretation in both state and
federal courts. The issues and holdings have not changed significantly since that time, although both state and
federal courts generally have found that state common law claims are not preempted, as long as the claims do
not seek to enforce state manufactured home standards that are not identical to afederal standard applicable to
the same aspect of performance. One group of cases holding that state law failure-to-warn claims are not
preempted is typified by the holdings in Shorter v. Champion Home Builders Co.”” and Mizner v. North River
Homes, Inc.®

In Shorter, the United States District Court for the Northern District of Ohio found that state common law
failure-to-warn claims for injury due to dangerous levels of formadehyde in a mobile home were not
preempted. The court determined that, based on the legidative history of the Manufactured Homes Act,
Congress's intent of reducing personal injuries in mobile homes would not be frustrated by allowing state law
claims to proceed.” Further, the court found that reading the preemption provisions contained in the
Manufactured Homes Act together indicates that they preempt state law standards but not state law claims.*®

The Supreme Court of Missouri, in Mizner, alowed claims based on state laws to proceed, reading the two
preemption provisions together and finding that the first provision prohibited state “standards’ (legislative or
administrative standards), while the second did not affect the state's common law.?® Similarly, the United
States District Court for the Eastern District of Texas, in Richard v. Fleetwood Enterprises, Inc.,’ held that
the Manufactured Homes Act generally does not preempt causes of action based in state law, and noted that
Section 5409(c) of the Manufactured Homes Act states that compliance with it does not exempt anyone from
liability under common law.

In Choate v. Champion Home Builders Co.,”" the Court of Appeals for the Tenth Circuit found that the
Manufactured Homes Act does not expressly preempt common law actions nor exclusively occupy the area of
construction and safety of manufactured homes so as to impliedly preempt common law actions. The court in
Choate compared the preemption clauses contained in the Manufactured Homes Act to those contained in the
statute interpreted by the United States Supreme Court in Geier v. American Honda Motor Co.,”* and in
keeping with the Court’ s interpretation of that statute, declared that the preemption clause in the Manufactured
Homes Act was meant to expressly preempt only state statutes and regulations and not actions brought under
state common law.*®

The other group of cases includes courts that have found that common law claims against a manufacturer
of mobile homes are preempted. Most notably, the Texas Court of Appeals in Macmillan v. Redman Homes,
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Inc..®* found that, although claims could be brought in state court for a manufacturer’s violation of
formaldehyde standards set by HUD, claims based on formaldehyde standards other than HUD’s were
preempted. The court in Macmillan explained how the two preemption sections could be read in harmony in its
holding that state courts may litigate only those safety issues not covered by federal standards and that
compliance with federal law does not protect a mobile home manufacturer from claims concerning areas not
covered by federal law.* Similarly, in Gianakakos v. Commodore Home Systems Inc.,>® the Court of Appeals
of the State of New Y ork held that claims regarding failure to comply with state regulations were preempted.

Preemption under the Manufactured Homes Act has come up quite often in the context of state law claims
for injury due to exposure to formaldehyde in manufactured homes. Both state and federa courts have found
that the Manufactured Homes Act does not explicitly preempt those claims. In Richard, plaintiffs aleged there
was excessive formaldehyde in the manufactured home they had purchased from the defendant and that they
had been sickened by it. The district court determined that state law strict liability, gross negligence, and
breach of warranty claims were not preempted.***

In its consideration of the preemption issue, the district court discussed that the Manufactured Homes Act
did not preempt state causes of action explicitly, nor was there any indication of “clear or manifest
congressiona intent for the federal regulation of the safety and sale of manufactured housing to completely
occupy the field.” % While giving dealers and distributors a remedy against the manufacturer of a mobile
home, the court noted, the Manufactured Homes Act does not provide a remedy for the purchaser of such a
home. The purchaser has remedies at common law, which are not preempted.**

The Supreme Court of Appeals of West Virginia analyzed the preemption issue in Harrison v. Skyline
Corp.,*" where the plaintiffs claimed that the defendant manufacturers negligently left debris containing
formaldehyde-treated floor decking in the ductwork of their manufactured home. The plaintiffs alleged they
were exposed “to toxic levels of formaldehyde” from the heated forced air moving over the debris.*® The
court held that the plaintiffs state law negligence claim was not preempted, either expressly or impliedly.*®

The court reviewed the Manufactured Homes Act, and citing the courts' holdings in Geier and Richard,
determined that, although HUD had specific regulations regarding the acceptable level of formadehyde in a
manufactured home, it had not established a standard for “the proper disposa of formaldehyde treated
materials during the manufactured home construction process.”*™° The plaintiffs, by their claim, the court
concluded, were proposing a state common law performance standard for disposal of formaldehyde-treated
materials. Because this standard was unregulated by HUD and would not “thwart” the Manufactured Homes
Act’'s objectives of “protecting the quality, durability safety and affordability of manufactured homes’ the
court held that their state law claim was not preempted.™*

Another group of formaldehyde exposure cases, In re. FEMA Trailer Formaldehyde Products Liability
Litigation,312 concerned the use of Federal Emergency Management Agency (FEMA) trailers after hurricanes
Katrina and Rita. The plaintiffs, tenants who lived in FEMA trailers, claimed that they were exposed to high
levels of formaldehyde that was present in the trailers and were damaged due to the exposure and the lack of
adequate warnings about the dangers of formaldehyde exposure in the trail ers® The plaintiffs asserted that an
“ambient air standard” should have been used to minimize emissions of formaldehyde in manufactured
housing rather than the HUD-approved “product standard.”***

The United States District Court for the Eastern District of Louisiana held that HUD’s formaldehyde
regulations for trailers were meant to preempt state and local regulations on that substance, and that if the
states desired to regulate those same matters then the state regulations had to be identical to the federal 3B The
court determined that, pursuant to the preemption provisions set forth in the Manufactured Homes Act, state
courts may regulate matters not covered by federal standards, and that compliance with federal standards does
not protect a defendant from claims regarding matters not covered by federal law. Because plaintiffs sought to
enforce a standard for measuring legally permissible levels of formaldehyde in manufactured homes, which
differed from that required by federal regulations, that claim was preempted.*'
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H. The National Traffic and Motor Vehicle Safety Act

The National Traffic and Motor Vehicle Safety Act (Traffic Safety Act) was enacted in 1966 with the
intention of establishing unified standards of automobile safety®"’ to reduce traffic related injuries and death.3™®
Under the Traffic Safety Act, a state “may prescribe or continue in effect a standard applicable to the same
aspect of performance of a motor vehicle. . . only if the standard is identical to the standard prescribed under
this chapter.”*!® Along with this preemption provision, the Traffic Safety Act includes a savings clause, which
reads. “Compliance with a motor vehicle safety standard prescribed under this chapter does not exempt a
person from liability at common law.”*® Courts have struggled with interpreting these two provisions together
and therefore have both preempted and preserved state law claims related to the Traffic Safety Act.

To better understand how the Traffic Safety Act has been held to preempt common law claims expressly,
to preempt common law claims impliedly, or to not preempt claims, the following anaysis focuses on cases
involving the instalation of airbags. Standard 208, promulgated under the Traffic Safety Act, provides
automobile manufacturers with three options for protecting front-seat passengers, any of which the
manufacturer could implement and be in compliance with the federal standard.®*

In Johnson v. General Motors Corp., a plaintiff asserted a state law claim against an automobile
manufacturer for failure to install airbags in the vehicle.*? The United States District Court for the Western
District of Oklahoma found the claim to be preempted expressly by the Traffic Safety Act. It reasoned that the
purpose of creating uniform motor vehicle standards would be frustrated if individual states were able to
impose liability on manufacturers for failing to install airbags.323 In interpreting the savings clause, the court
stated that the clause applies to matters not covered by the federal standards for design or manufacturing
defects. Similarly, the Seventh Circuit in Hurley v. Motor Coach Industries, Inc.*** held that a claim was
preempted under Illinois products liability law that was in conflict with Standard 208 of the Traffic Safety
Act.¥® Under the tenets of Illinois products liability law, the plaintiff was required to, and did, propose an
aternative design to the aleged unreasonably dangerous condition. The proposed design would have
precluded the manufacturer from exercising an option under Standard 208.3® The court concluded that the
state suit is preempted when a state law forecloses one or more options under Standard 208.

Some courts have reached the same conclusion, but instead have found preemption of state law claims
implied through the Traffic Safety Act. The United States Supreme Court in Geier v. American Honda Motor
Co.**" found that the state tort law was an obstacle to Standard 208 and posed an actual conflict to this
regulation.*® As such, the Court held that the plaintiff’s claims were preempted.*® In Wood v. General Motors
Corp.,*® a plaintiff filed stit against an automobile manufacturer for failing to install airbags in a vehicle in
which she was injured.331 Although the goa of the design defect claim was the same as that of the Traffic
Safety Act — to increase motor safety — the court concluded that the theory of recovery is preempted by
Standard 208 and the Traffic Safety Act. Because the claim interfered with the methods of achieving the
Traffic Safety Act’s purpose, the court held it impliedly was preempted.®*

In some situations, courts have concluded that the Traffic Safety Act does not preempt state law claims.
For example, in the recent decision of Durham v. County of Maui,*® the United States District Court for the
District of Hawaii permitted a state law claim alleging negligence for failing to equip an automobile with side-
impact airbags. The court held that federal law did not preempt the claim, because the Traffic Safety Act does
not address side-impact airbags.334 Other courts simply have interpreted the savings clause as preserving
common law actionsin claims relating to airbags.**

I. The Locomotive Inspection Act

The Locomotive Inspection Act™ (LIA), originally known as the Boiler Inspection Act,*’ was passed in
1911, and amended in 1915 and 1924. It provides, among other things, that a railroad carrier may use or alow

to be used a locomotive or tender on its railroad line only where the locomotive or tender and its “parts and
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appurtenances . . . are in proper condition and safe to operate without unnecessary danger of persona
injury.”>® The LIA does not contain any express preemption language.

The United States Supreme Court specifically considered the scope of preemption pursuant to the LIA in
Napier v. Atlantic Coast Line Railroad Co.**® The Court concluded that the Boiler Inspection Act “extends to
the design, the construction and the material of every part of the locomotive's tender and of all
appurtenan(:&s”340 The Court held that “ state legidation is precluded, because the Boiler Inspection Act, aswe
construe it, was intended to occupy the field.”**" The Court reasoned that the fact that the “[Interstate
Commerce] Commission has not seen fit to exercise its authority to the full extent conferred . . . has no bearing
upon the construction of the act delegating the power.”**

Preemption pursuant to the LIA was considered recently by the United States Court of Appeals for the
Third Circuit in Kurns v. AW. Chesterton Inc.,343 and the LIA’s preemptive effect, established under the
provisions of its precursor, was reaffirmed.®** In Kurns, the wife and estate of a railroad worker who died from
mesothelioma filed a products liability suit in a Pennsylvania state court. The plaintiffs alleged that their
decedent was exposed to asbestos from the various defendants' products, including exposure to asbestos from
railroad brake shoes and engine valves used on locomotives and that this exposure caused decedent’s
mesothelioma.** After all but two defendants were granted summary judgment, the case was removed to the
United States District Court for the Eastern District of Pennsylvania due to the lack of diversity.346 The
manufacturers of the railroad brake shoes and engine valves filed motions for summary judgment on the
grounds that the plaintiffs claims were preempted by the LIA.**" The district court granted the defendants
motions for summary judgment, deciding that the plaintiffs state law tort claims were preempted by the LIA.
Based on Napier, the district court held that the LIA “occupies the field of regulating locomotives and
locomotive parts used in Interstate Commerce.”**

The plaintiffs appealed from the district court’s order. On appeal, the Third Circuit considered the
plaintiffs’ assertions that state law claims sounding in failure to warn and design defect are not preempted by
the LIA. The plaintiffs attempted to distinguish between regulations of locomotive equipment and railroad
workers state law claims for persona injury due to a manufacturer’s failure to warn about hazardous
substances released during repair of locomotives. The distinction was rejected by the court.**® The Third
Circuit affirmed the district court’s holding that the LIA preempted all state law claims pursuant to field
preemption and quoted Law v. General Motors Corp.:350 “It has long been settled that Congress intended
federal law to occupy the field of locomotive equipment and safety, particularly asit relates to injuries suffered
by railroad workers in the course of their employment.”**

The appellate court in Kurns held that brake pads and engine valves were “clearly locomotive equipment”
and fell within the LIA’s scope.®? The court also discussed the LIA’s rationale and intent to “prevent the
paralyzing effect on railroads from prescription by each state of the safety devices obligatory on locomotives
that would pass through many of them.” >

The appellate court then noted that, although the specific issue regarding whether a state law claim arising
out of workplace exposure to asbestos while working with railroad parts was one of first impression for a
federal appeals court, the supreme courts in a number of states had considered the issue and virtualy al held
such claims to be preempted.®* The appellate court specifically discussed the Supreme Court of Appeals of
West Virginia's complete survey of all relevant case law and its conclusion that:

In spite of the strong presumption against federal preemption . . ., an overwhelming body of case law
persuades us that, through passage of the Boiler Inspection Act, Congress has occupied the field of
railroad safety so pervasively that Plaintiffs claims against the defendants are preempted.®

The appellate court in Kurns agreed with “the vast majority of courts that have been called upon to decide the

issue of the scope of LIA preemption.”*® The court held that because the plaintiffs state law claims involved
the material used in locomotive parts, they were preempted.®’
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J. The Flammable Fabric Act

The Flammable Fabric Act®™® (FFA) was enacted to prevent states from establishing their own individual
standards or regulations for flammable fabrics that are not identical to federal standards,*® unless the state
standard provides a higher degree of protection than the federal standard.*® The scope of remedies available
under the FFA for violations of flammability standards is limited to injunctive relief, criminal penalties and
seizure of materials.**' Courts, therefore, have held that the FFA does not preclude the pursuit of private
remedies. In considering Congress' concern for the plight of burn victims, courts have permitted state court
recognition of civil remedies based on standards different from federal standards.**

In Raymond v. Riegel Textile, the Court of Appeals for the First Circuit held that the application of New
Hampshire's strict liability standard in tort actions involving flammable fabric was not inconsistent with the
FFA’s purposes.®® The court recognized that the FFA was created as a means by which the United States
Secretary of Commerce may continually update flammability standards when necessary.*** Such intent should
not prevent strict liability standards from being applied in these types of cases. Courts have also decided that
the fact that fabric surpasses flammability standards under the FFA is not conclusive evidence that the fabric is
not unreasonably dangerous.*®

In cases involving the FFA, courts typically allow state law claimsto go forward. For example, in Davis v.
New York City Housing Authority, the Appellate Division of the Supreme Court of the state of New Y ork held
that the FFA did not preempt claims of negligence, strict liability, or breach of implied warranty.>*® Although
courts generally have chosen not to hold that the FFA preempts state common law claims, the United States
District Court for the Eastern District of California in Upholstered Furniture Action Council v. California
Bureau of Home Furnishings®™’ did just that. The court reasoned that Congress intended the non-regulation by
states of this particular area of law and therefore Congress sought to prohibit states from imposing statutes
inconsistent with the FFA.*® As such, the court decided that a California statute governing flammability of
certain upholstered furniture was in conflict with the FFA and therefore was preempted.** Note that this result
is inconsistent with the decision of courts to permit state common law claims relating to the FFA >

Conclusion

Federal preemption can be an extremely valuable defense. Rather than filing broad based, sweeping
motions to dismiss or summary judgment motions, defense counsel should look carefully at the applicable
federal statutes and regulations in conjunction with the allegations in the suit to determine if some or all of the
plaintiff's claims are preempted. Once congressional intent is determined, and all applicable regulations are
identified and examined, defense counsel should juxtapose the alegations against the backdrop of
congressional and agency regulatory action. Look to see whether some or all of the plaintiff’s claims attempt to
deviate from the regulatory framework imposed at the federal level. Then, decide whether Congress, through
its enactments or the regulations or opinions of the relevant regulatory agency, determined whether claims that
deviate from the existing federal regulatory framework are permitted. If not, then seek dismissal of any such
clams. Courts have a receptive ear toward the applicability of preemption should the right scenario be
presented.
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Schrock v. Wyeth, Inc., 601 F. Supp. 2d 1262 (W.D. Okla. 2009).
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24 Riegel v. Medtronic, Inc., 552 U.S. 312, 128 S. Ct. 999 (2008); see also supra Section |.B.3.

25 Medtronic, Inc. v. Lohr, 518 U.S. 470, 116 S. Ct. 2240 (1996); see also supra Section 1.B2.
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