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ederal preemption is a powerful defense for device
manufacturers in Class III medical device cases,
The majority of federal appellate courts around
this country have ruled in favor of device manu-
facturers based on this defense, and they have gone on
to dismiss plaintiffs’ state law tort claims with prejudice.
However, the 11th Circuit sits alone like an island on the
" subject, having issued an opinion where it found no federal
preemption in a Class III medical device case. Because
neither the U.S. Supreme Court nor the Florida Supreme
Court has issued opinions on the subject, and Florida
courts are not bound by decisions out of the 11th Cireuit,
the defense of federal preemption can still be a powerful
tool for the defense in this state. Therefore, it is imperative
that defense counsel representing device manufacturers
in Florida understand this defense and continue fo stay
abreast of cases decided not only in Florida, but throughout
the country.

Class lll Medical Devices
The Medical Device Amendments (MDA), 21 U.S.C. §360¢
et seq., to the Food, Drug and Cosmetic Act, 21 U.8.C. §301
et seq., set forth a comprehensive regulatory scheme gov-
erning the sale of medical devices in the 1U.8.! The MDA
divides medical devices into three classes. Class I devices,
such as tongue depressors and elastic bandages, pose little
or no rigk of illness or injury, and are “subject only to mini-
mal regulation.”? Class II devices, such as powered wheel
chairs and some pregnancy test kits, are “potentially more
harmful,” and manufacturers of such devices “must comply
" with federal performance regulations known as ‘special con-
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trols.”™ Finally, the most strictly regulated devices — Class
ITT devices, such as pacemakers and breast implants — are
“devices that either ‘presen[t] a potential risk of illness or
injury, or which are ‘purported or represented to be for use
in supporting or sustaining human life or for a use which
is of substantial importance in preventing impairment of
human health.™

Before a manufacturer can market a Class 111 device,
it must obtain approval from the FDA, There are three
distinct routes to obtain approval. Under the first route,
devices can be sold if they are cleared under the 510(k)
process, 21 U.S.C. §360(k), which allows manufacturers to
sell devices that are “substantially equivalent” to a device
that pre-dates the MDA. The 510(k) process merely estab-
lishes whether a pre-1976 device and a post-1976 device are
equivalent, and places no “requirements” on the device.®

Under the second route, devices representing new tech-
nology may be marketed under an investigational device
exemption (IDE), an experimental regimen that allows for
unapproved devices to be used in human clinical trials.®

" “The application for an IDE is itself fairly extensive, and

the FDA will not approve an IDE if there is reason to be-
lieve the device will be ineffective or present unreasonable
safety risks to patients.”

Under the third route, manufacturers may obtain ap-
proval through the FDA’s “premarket approval” or “PMA”
process, in which “the manufacturer must provide the FDA
with ‘reasonable assurance’ that the device is both safe and
effective.” The PMA is a “rigorous” process under which
“[m]anufacturers must submit detailed information regard-
ing the safety and efficacy of their devices, which the FDA




then reviews, spending an average of
1,200 hours on each submission.™

Approval of a Class III medical
device through the PMA process of-
ten begins with an IDE clinical trial.
Near the end of the clinical trial, the
manufacturer will submit a PMA
application seeking FDA approval to
sell the device in the U.S. Applications
include a summary of the device’s
safety and effectiveness, including
contraindications, warnings, and
precautions; detailed device descrip-
tion and manufacturing information;
performance standards; technical
manuals; and package inserts and
labels. The manufacturer will also
provide the FDA with information
about the design of its device and its
components, including specifications
for the various materials used to
manufacture the device.

The device may then be reviewed
by a panel of nongovernmental ex-
perts such as the Orthopedic and
Rehabilitation Devices Panel, a group
designated to review and provide the
FDA with recommendations on PMA
applications for orthopedic devices.
The panel determines whether the
data submitted by the manufacturer
meets the safety and effectiveness
criteria-required by the FDA and, if
so, recornmends approval of the man-
ufacturer’s PMA application. The FDA
reviews the panel’s suggestions and
often asks that additional information
be provided to determine whether
there is “reasonable assurance that
the device is safe and effective for its
intended use.”

Upeon FDA approval of a PMA ap-
plication, the medical device can he
sold in the U.8. Device manufacturers
must then manufacture and market
devices in conformity with the design,
manufacturing, and labeling require-
ments the FDA established. They are
prohibited from deviating from these
processes in any way that would af-
fect the safety or effectiveness of the
device.!

Federal Preemption

" The affirmative defense of federal
preemption is a product of our nation’s
dual federal-state system. Under the
supremacy clause of the U.S. Constitu-

tion, state law must give way to fed-

eral law when Congress intends a pre-
emptive result.’? Congress evidences
its intent to preempt state law either
through express statutory language or
by creating a federal statutory scheme
that implies a preemptive intent.®
When Congress enacted the MDA
and gave the FDA the authority to
regulate medical devices, it sought to
protect innovations in device technol-
ogy from being “stifled by unneces-
sary restrictions.”™ To accomplish
that goal, Congress included in the
MDA the following provision, which
expressly preempts certain state law
requirements governing medical de-
vices:
[Nlo Isltate or political subdivision of a
[s]tate may establish or continue in ef-
fect with respect to a device intended for
human use any requirement — (1) which
is different from, or in addition to, any
requirement applicable under this [Act]
to the device, and (2) which relates to the
safety or effectiveness of the device or to
any other matter ineluded in a require-

ment applicable to the device under this
[Act].’ (emphasis added)

Express Preemption

The U.S. Supreme Court’s decision
in Medtronic, Inc. v. Lohr, 518 US. 470
(1996), provides the framework for
preemption analysis under §360k(a).
In Lohr, the Supreme Court ad-
dressed whether the MDA expressly
preempted state tort claims involving
2 Class III medical device approved
through the 510(k} process. The Lohr
court read §360k(a) to demand three
things: 1) the imposition of a specific
federal requirement that; 2) applied
to a particular device; and 3) focused
on the safety and effectiveness of the
device.'® If those criteria are satisfied,
states are prohibited from having “re-
quirements” that are different from or
in addition to the FDA’s requirements
regulating the device.

In a fractured opinion (4-4-1),
the Lohr court held that §360k(a)
did not preempt state tort claims
invelving Class III medical devices
approved through the 510(k) process
because the FDA’s review of 2 510(k)
application addresses “substantial
equivalence” rather than “safety and
effectiveness.”” The Court found
that because the less-rigorous 510(k)
process focuses on a device’s “equiva-
lence” to an existing product rather
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than safety, the 510(k) process did
not give rise to any “specific” federal
“requirement,” and §360k(a) was not
implicated.'® The Court stated, how-
ever, that “[tlhe $510(k) notification
process is by no means comparable
to the PMA process™ and suggested
that its analysis and decision would
have been different if the device had
weathered the PMA process.?®

¢ Device Specific Federal Require-
ments — Unlike the 510(k) notifica-
tion process at issue in Lohr, the PMA
process addresges the “safety and
effectiveness” of Class ITI medical de-
vices and, therefore, has been found fo .
preempt state law claims. Indeed, “the
entire purpose of the PMA process is
for the FDA {o obtain a ‘reasonable
assurance’ that the device is safe and
effective ! Manufacturers argue that
FDA regulation of Class IIT medical
devices approved through the PMA
process constitutes the imposition of
“specific” federal “requirements” that
focus on the device’s “safety and ef-
fectiveness,” thereby preempting state
tort law claims that would impose
“requirements” that are different from
or in addition to the FDA’s require-
ments.

For example, device manufactur-
ers contend that when a jury helds a
manufacturer liable for using (or not
using) a particular design or warning,
it is imposing specific “requirements”
on the medical device.?? Therefore, the
central question to 2 PMA preemp-
tion analysis is whether common law
duties imposed by state tort law are
“requirement([s] that are different
from, or in addition to, any require-
ment applicable . . . to the device un-
der the MDA, and therefore explicitly
preempted by 21 U.S.C. §360k(a).”?®

‘Since Lohr, the overwhelming
majority of the federal circuit courts
of appeal that have decided the issue
— including the Third, Fifth, Sixth,
Seventh, and Eighth circuits — have
concluded: 1) the PMA process results
in FDA-imposed “specific” federal
“requirements”; and 2) state law tort
claims made with respect to such
PMA-approved devices can impose
requirements on the design, manu-
facture, and marketing of medical
devices and can, therefore, amount to
a “specific” state “requirement” trig-



gering preemption.® A vast majority
of federal district courts have also
reached the same conclusion.® In ad-
dition, numerous state courts have
also found the PMA process creates
“specific” federal “requirements.”?

In Horn v. Thoratec Corp., 376 F.2d
163 (3d Ciz. 2004}, the Third Circuit
addressed preemption in a case involv-
ing the HeartMate heart pump. Tho-
ratec received an IDE by the FDA to
begin clinical trials, and later received
FDA approval to sell the HeartMate
after a PMA and PMA supplement
review process.” The Horn court con-
cluded that there was “no doubt” that
the lengthy PMA process “imposed
mandatory conditions...pertaining
to the HeartMate’s manufacturing,
packaging, storage, labeling, distribu-
tion and advertising” that triggered
federal preemption.?® The court,
noting “it is firmly established that
2 ‘requirement’ under §360k{a) can
include legal requirements that arise
out of state common-law damages
actions,” dismissed plaintiff’s com-
mon law negligence claims because
the claims would impose substantive
requirements on Thoratec that would
conflict with, or add to, those imposed
by the FDA*®

Similarly, the Eighth Circuit in

Brooks v. Howmedica, Inc., 273 F.3d -

785 (8th Cir. 2001), concluded that
the FDA’s PMA review does impose
specific federal requirements that pre-
empt state law tort claims. The Brooks
court was influenced by six facts: 1)
The manufacturer’s submissions te
the FDA included detailed informa-
tion concerning the design, possible
side effects and post-operative com-
plications, manufacturing procedures,
testing, and proposed labeling; 2) the
FDA took significant time in review-
ing the initial PMA application; 3) the
FDA reviewed the device’s safety and
warnings when concerns were raised
after approval; 4) the FDA imposed
specific conditiens in granting PMA

approval, including provisions for

specific language for the device warn-
ing label; 5) the FDA prohibited the
manufacturer’s deviation from the
specific labeling requirements; and 6)
the FDA specifically found the device
was sufficiently “safe and effective” to
allow marketing.?®

The Eighth Circuit determined
that the plaintiff’s claims conflicted
with the FDA’s requirements and
dismissed the case, holding: “A jury
finding of negligent failure to warn
would be premised on the fact that the
label for [the device]l was not written
in a particular way or did not contain
certain information. This would be
equivalent to a state regulation im-
posing specific label requirements.”

In Kemp v. Medtronic, Inc., 231
¥.3d 216, 226-27 (6th Cir. 2000}, the
Sixth Circuit found plaintiff’s prod-
uct liability claims were preempted

because “PMA approval by the FDA

constitutes approval of the product’s
design, testing, intended use, manu-
facturing methods, performance
standards and labeling” and is “spe-
cific to the product.” The court further
explained that it is the “totality of
the design, manufacturing processes,
and labeling — when coupled with
the prohibition against modifying
them — that represents the specific
federal requirement applicable under
[the MDA] to the device.” The court

cautioned that “[t]lo permit a jury to
find Medtronic negligent for a manu-
facturing defect would be to impose
a requirement different from and in
addition to those established by the
FDA >

Most recently, the Seventh Circuit
in MeMullen v. Medtronie, Inc., 421
F.3d 482, 488 (Tth Cir. 2005), held
the plaintiffs’ common law claims
involving a Class III medical device
approved through the PMA process
were preempted by the MDA,

The 11th Circuit is the only federal
cireuit court of appeals to have decided
that the PMA process does not result
in FDA-imposed federal requirements
in a case involving a Class III medi-
cal device.® However, state courts in
Florida, Georgia, and Alabama are
not bound by the opinions of the 11th
Circuit Court of Appeals. Instead,
opinions of the 11th Circuit are con-
sidered merely persuasive authority.*
Moreover, as the 11th Circuit itself
candidly acknowledged, its decision
is “at odds with the results reached
in a number of cases both before and
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after the Supreme Court’s decision in
Lohr?s

The only Florida case to touch on
the preemptive effect of the MDA on
Class ITI medical devices is Hernan-
dez v. Coopervision, Inc., 691 So. 2d
639 (Fla. 2d DCA 1997), which was
decided shortly after Lohr. In Her-
nandez, the plaintiff suffered an eye
injury, which he claimed was caused
by defendants’ extended-wear contact
lenses.’ He sued defendants alleg-
ing negligence and strict liability.®
Defendants filed a motion for sum-
mary judgment arguing that because
the contact lenses were a Class III
medical device, which received FDA
approval through the PMA process,
plaintiff’s claims were expressly pre-
empted by 21 U.S.C. §360k(a) of the
MDA.

The Second District noted that
when state law requirements merely
parallel those imposed by federal law,
preemption does not apply.® If, how-
ever, state law tort claims mandate
requirements different from or in
addition to FDA requirements, such
claims may be preempted.* Because
the defendants in Hernandez “did not
carefully compare the preempting
federal requirements and preempted
state requirement in their motion
for summary judgment as required
by [Lokr],” the Second District was
unable to evalunate the defendants’
position and denied their motion.*

Nevertheless, the Hernandez court
emphasized that the preemption in-
quiry under §360k and Lokr requires
a careful comparison between the
specific requirements imposed by
federal law and the specific require-
ments that would be imposed by a
tort judgment under state law to
determine whether the state lawsuit
would impose requirements “different
from or additional to” those imposed
by federal law,*?

* Safety and Effectiveness — Manu-
facturers typically argue that prod-
ucts liability claimsg clearly seek to
impose state law requirements, which
affect the safety and effectiveness of
the medical device at issue, that are
different from or in addition to those
imposed by the FDA hecause the
claims do nothing more than second-
guess the exacting standards devel-

oped by the FDA. Any jury verdict in
the plaintiff’s favor would necessdrily
challenge the FDA’s safety and ef-
ficacy determinations, as well as the
design, manufacturing processes, and
warning labels the agency approved.

To illustrate, in a case where a
plaintiff alleges that a manufacturer
was negligent in designing, testing,
and manufacturing a device, the
manufacturer will argue that any
such claims which seek to redesign
the device and change the manufac-
turing process by injecting a standard
of care different from, or more than,
the exacting standards imposed by
the FDA are expressly preempted
because the claims are directly at odds
with the FDA’s determination that the
device is safe and effective without the
changes.

The argument is the same with
respect to failure to warn claims.
Plaintiffs’ failure to warn claims neec-
essarily depend on the impermissible
contention that the FDA-approved
label should contain something “in
addition to or different from” the lan-
guage the FDA allowed or required.
Because the plaintiff seeks to prevail
by imposing safety and effectiveness
requirements other than those ap-
proved by the FDA in the PMA pro-
cess, manufacturers have successfully
argued that failure to warn claims are
preempted.®?

When a lawsuit is filed against a
manufacturer of a Class III medical
device, the plaintiffs are, in essence,

attempting to assert claims that will |

later allow them to convince a jury
that a manufacturer’s design was not
safe, that its manufacturing process
could somehow have been better,
and/or that its label could have been
clearer if different language or warn-
ings were included. All of these claims
second-guess the FDA, and they seek
to have a jury impose requirements
on a manufacturer that are “different
from or in addition to” those required
by the FDA. For that reason, the ma-
jority of courts have found that state
law tort claims asserted against a
Class I1I medical device manufacturer
are preempted by the MDA.

» The FDA Endorses Preemption
— The FDA’s most recent activity
bolsters device manufacturers’ pre-
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emption defense. The FDA recently
began intervening in cases where
plaintiffs seek to impose — via state
law tort claims — requirements in
addition to or different from FDA-
imposed requirements for medical de-
vices. The FDA has submitted amicus
curiae briefs endorsing preemption
principles in a number of medical
device cases. The FDA filed its most
recent amicus briefin Horn, in which
it endorsed preemption principles
consistent with the majority view of
the Third, Fifth, Sixth, Seventh, and
Eighth circuits and unequivocally
expressed the opinion that state com-
mon law claims invelving Class III
medical devices approved through the
PMA process are preempted.

The FDA explained that the rigor-
ous PMA and PMA supplement pro-
cesses involve careful expert weigh-
ing of complex scientific issues and
impose specific federal design, label,
and manufacturing requirements,*
The FDA also stated that common
law tort actions not only confliet with
those federal requirements, but also
“threaten the statutory frame work for
the regulation of medical devices.”

“There are very strong public
policy considerations that support
the government’s view that PMA ap-
proval by [the] FDA preempts a state
common law tort suit that would, if
successful, imposé liability when a
manufacturer is doing only what {the]
FDA approved.””” These include the
danger posed by litigation that,
creates pressure on manufacturers to
add warnings that [the] FDA has neither
approved, nor found to be scientifically
required, or withdrawal of FDA-approved
produets from the market in conflict with
the agency’s expert' determination that
such products are safe and effective. This
situation can harm the public health by
retarding research and development and
by encouraging “defensive labeling” by
manufacturers to avoid state liability,
resulting in scientifically unsubstantiated

warnings and under-utilization of benefi-
cial treatments.*® oo

Implied Preemption

In addition to express preemption
arguments, Class IIT medical device
claims are likely to face a motion for
summary judgment based on implied
preemption.?® Implied preemption
differs from express preemption in
that it turns on an “actual conflict,”



« v

rather than an express statutory pre-
emption clause.5® That is, when state
law conflicts with, interferes with, or
otherwise presents “an obstacle to
the accomplishment and execution
of the full purposes and objectives of
Congress,” the state law is impliedly
preempted. It also arises when a state
law tort claim imposes a standard
that “makes it impossible for private
parties to comply with both state and
federal law ™!

In Buckman Co. v. Plaintiffs’ Legal
Comm., 531 1.8, 341 (2001), the U.S.
SBupreme Court considered whether
a conflict between the FDA's medical
device regulatory regime and certain
state tort claims gave rise to implied
preemption. There, the plaintiffs
argued that the defendant medical
device manufacturer made fraudu-
lent representations to the FDA to
obtain FDA approval for its device.
Plaintiffs argued that but for those
alleged fraudulent disclosures, the
agency would not have approved the
device, and, thus, the plaintiffs would
net have used the device.® ‘

The Supreme Court held the plain-
tiffs’ “fraud on the FDA” claims were
impliedly preempted because allowing
them to proceed would threaten the
federal regulatory regime for medical
devices.5 The Court noted that “[als a
practical matter, complying with the
FDA’s detailed regulatory regime in
the shadow of 50 states’ tort regimes
[would] dramatically increase the
burdens facing potential applicants,”
such that medical device manufactur-
ers might refuse to submit potentially
beneficial devices for regulatory ap-
proval out of fear of “unpredictable
civil Hability”*

Similarly, in Webster v. Pacesetter,
Ine., 259 F. Supp. 2d 27 (D.D.C. 2003),
the U.S. District Court for the Dis-
trict of Columbia held the plaintiff’s
failure to warn and fraud claims
were impliedly preempted where
the plaintiff alleged the defendant

" had failed to comply with the FDA’s

various requirements pertaining to
labeling, design, and adverse event
reporting.5® In doing so, the court
rejected the plaintiff’s argument that
if the FDA had known of the alleged
product defect, and if the defendant
had investigated all the adverse

events, the plaintiff would not have
been injured. The court also warned
that the plaintiff’s approach would
“only invite a jury to speculate about
what the FDA ... might do if the facts
were different.”®

Conclusion

Preemption is a powerful tool that
has worked to bar state law tort
claims involving Class ITI medical

devices filed throughout this coun-
try in both state and federal courts.
Plaintiffs’ attorneys litigating claims
involving Class III medical devices
approved through the PMA process
can expect to face 2 motion for sum-
mary judgment hased on express and
implied preemption. In presenting a
motion for summary judgment baged
on the preemption defense, defense
counsel should focus on the specific
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requirements imposed by federal law
(i.e., the specific design specifica-
tions, manufacturing standards, and
labeling requirements imposed by
the FDA) and detail for the court how
the specific requirements sought to
be imposed by the plaintiff (i.e., the
product should have been designed
differently, the produet should have
been manufactured differently and/or
the product should have been labeled
differently) would impose require-
ments “different from or additional
to” those imposed by federal law.

The key to presenting this defense
effectively is to clearly set out for the
court how a judgment in the plaintiff’s
favor will impose, requirements on
the manufacturer that are “different
from or additional to” those imposed
by federal law.0
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