Strategic Applications

Preemption in Drug and

Device Products Litigation

by Jon A. Strongman

Federal preemption is a critical tool in the
chest of defenses for pharmaceutical and
medical device manufacturers. The con-
cept of preemption—federal law trump-
ing state law—is not a complicated one;
applying preemption and maximizing its
usefulness, however, is not so simple. But
manufacturers (and courts) should not shy
from these complexities. Preemption can
preclude claims, it can foreclose evidence,
and it can win cases.

Prescription drugs and medical devices
are regulated by the United States Food
& Drug Administration (“FDA”). Before a
prescription drug or device ever hits the
market, it must pass through the appro-
priate FDA approval or clearance process.
Yet, in the products liability context, plain-
tiffs often allege that a warning is insuffi-
cient or a manufacturing process flawed,
despite the fact that such warning or process
was approved by the FDA. Moreover, under
certain circumstances, manufacturers may
be precluded by the FDA from changing
the warnings or manufacturing processes
as suggested by plaintiffs. It is this poten-

tial for plaintiffs to engage in a state-by-
state and jury-by-jury second-guessing of
the FDA that makes preemption so impor-
tant. The FDA, recognizing this predica-
ment, has recently endorsed preemption of
state-law tort claims under certain circum-
stances. This position represents a material
change for the FDA and reinforces for man-
ufacturers that the preemption defense is
alive and well.

This article will discuss the develop-
ments of preemption in prescription drug
and medical device litigation, including:
the roots and background of preemption;
express preemption under the Medical
Device Amendments; the potential appli-
cation of implied preemption; and advice
on how to best employ preemption in your
cases.

Background on Preemption

The doctrine of preemption stems from
the Supremacy Clause of the United States
Constitution. The Supremacy Clause directs
that the laws of the United States “shall be
the supreme Law of the Land;. .. any Thing
in the Constitution or Law of any State to
the Contrary notwithstanding” Art. VI, cl.
2. Bottom line, federal preemption requires
that “state law that conflicts with federal law
is ‘without effect.” Cipollone v. Liggett Group,

Inc.,505U.S. 504,516 (1992).
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There are three variations of the federal
preemption doctrine: express preemption,
implied preemption, and field preemption.
Express preemption occurs by the express
language in a congressional enactment.
When Congress includes an express pre-
emption provision in a statute, the court
may not look beyond the language of the
statute. Id. at 517. Implied preemption, on
the other hand, exists by implication due toa
conflict between a congressional enactment
and a state law. Field preemption, which is
really another form of implied preemption,
stems from the depth and breadth of a con-
gressional scheme; a federal enactment can
be so sweeping as to take an area of regula-
tion out of the states’ reach (e.g., regulation
of savings and Joans). In the drug and med-
ical device context, express and implied pre-
emption are both potential defenses.

Express Preemption and

Medical Devices

The Medical Device Amendments (“MDA”)
to the Food, Drug and Cosmetic Act
(“FDCA”) include an express preemption
provision. This provision provides, in rel-
evant part:

[N]o State or political subdivision of a

State may establish or continue in effect

with respect to a device intended for

human use any requirement—

(1) which is different from, or in addi-
tion to, any requirement applicable under
this chapter to the device, and

(2) which relates to the safety or effec-
tiveness of the device or to any other mat-
ter included in a requirement applicable
to the device under this chapter.

21 U.S.C. §360k(a). Stated more simply,
preemption under §360k(a) requires: (1) a
federal requirement; and (2) a state require-
ment different from or in addition to the
federal requirement.

Congress had two purposes for includ-
ing an express preemption provision: ensur-
ing that the FDA had sufficient authority to
maintain uniformity and minimize risk;
and encouraging the development of new
and much-needed devices. “[I]f a substan-
tial number of differing requirements appli-
cable to a medical device are imposed by
jurisdictions other than the Federal govern-
ment, interstate commerce will be unduly
burdened” H.R. Conf. Rep. No. 853, 94th
Cong., 2d Sess. 1,45 (1976).
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The express preemption provision clearly
prohibits states from enacting parallel leg-
islation placing additional or different
requirements on the approval and mar-
keting of medical devices. The application
of this provision to state tort law, however,
is not as clear. To understand just how the
express preemption provision of the MDA
applies to state tort law claims, a general
understanding of FDA regulation of med-
ical devices is necessary.

Regulation of Medical Devices

The FDAs mandate is to ensure that medical
devices are safe and effective. See 21 U.S.C.
§$360c, et seq. To this end, the FDA enacts
and enforces regulations. Under this regu-
latory scheme, medical devices are divided
into three classes. Class I devices (such as
a tongue depressor) are the least danger-
ous and are subject to manufacturing con-
trols and registration requirements. Id. at
§360c(a){1)(A). Class II medical devices
would include things such as hearing aids
and may be subject to safety performance
standards in addition to the Class I require-
ments. Id. at §360c(a){1)(B). The most
stringent regulation is focused on Class III
devices—devices used to sustain or sup-
port human life, prevent impairment of
public health, or which present a poten-
tial for unreasonable risk of injury. Id. at
§360c(a)(1)(C)(ii)(I-II).

To gain approval for a Class III device,
the manufacturer must submit a Premar-
ket-Approval (“PMA”) application or qual-
ify for one of the two exceptions to the
PMA requirement—the §510k process
or the Investigational Device Exemption
(“IDE”). The PMA process is rigorous. The
FDA devotes approximately 1,200 hours
to reviewing each PMA submission. Buck-
man Co. v. Plaintiffs’ Legal Committee, 531
U.S. 341, 345 (2001). The FDA then grants
approval only if there is “reasonable assur-
ance” that the medical device is “safe and
effective” 21 U.S.C. §360c(a)(2),(3). IDE
devices, while exempt from the PMA pro-
cess, also receive stringent regulation.
Under IDE review, the manufacturer must
still submit a substantial amount of infor-
mation. See, e.g., Martin v. Telectronics Pac-
ing Sys., Inc., 105 E.3d 1090, 1095-96 (6th
Cir. 1997). Section 510(k) review, on the
other hand, is not nearly as rigorous. The
§510(k) process requires manufacturers of

devices “substantially equivalent” to preex-
isting devices to submit to a limited form
of review, known as premarket notification.
As compared to the 1,200 hours required by
the FDA in the PMA process, the §510(k)
process takes only about 20 hours. Kemp
v. Medtronic, Inc., 231 E3d 216, 221 (6th
Cir. 2000).

Express Preemption of State-Tort
Glaims Involving Class Il Devices
There are two key issues when determin-
ing preemption of state products-liability

Plaintiff’s claims amounted
to requirements different
from or in addition to the
federal requirements.

claims under the MDA: (1) is the state-tort
law a “state requirement” under the statute;
and (2) is there a specific “federal require-
ment.” The U.S. Supreme Court added some
clarity to these issues in Medtronic, Inc. v.
Lohr,518 U.S. 470 (1996).

In Medtronic, the Supreme Court ad-
dressed for the first time whether §360k
preempted state-tort claims. More precisely,
the specific question before the Court was
whether the MDA expressly preempted
state-tort claims involving a Class I1I device
approved through the §510(k) process. The
Supreme Court delivered a fractured, plural-
ity opinion holding that none of plaintiffs’
claims were preempted as there was no spe-
cific preemptive federal requirement with
respect to devices approved through the
§510(k) process. Id. at 501-02. The Court
focused on the fact that the §510(k) process
was not rigorous and emphasized equiva-
lence as opposed to safety. Id. at 492-94. The
Court clearly distinguished the §510(k) re-
view process from the PMA process. Id. at
477-79,492-94. Importantly, a majority of
the Court did conclude that state-tort law
claims could be “state requirements” un-
der the MDA. Id. at 504-05, 509 (Justice
O’Conner concurring in part and dissent-
ing in part on behalf of four Justices, Justice
Breyer concurring in part).

A majority of the circuit courts apply-
ing Medtronic have likewise concluded that
some state-law claims may be preempted

by the MDA. Additionally, a majority of
the circuit courts applying Medtronic have
held that, contrary the §510(k) process, the
PMA-approval process does constitute a
preemptive federal requirement under the
MDA. For example, after Medtronic, the U.S.
Courts of Appeal for the Third, Fifth, Sixth,
Seventh, and Eighth Circuits have all held
that at least some state-law claims were pre-
empted when the device at issue received
PMA-approval. See, e.g., Horn v. Thoratec
Corp.,376 E3d 163 (3rd Cir. 2004); Martin v.
Medtronic, Inc.,254 E3d 573 (5th Cir.2001);
Kemp v. Medtronic, Inc., 231 E3d 216 (6th
Cir. 2000); Mitchell v. Collagen Corp., 126
E3d 902 (7th Cir. 1997); Brooks v. Howmed-
ica, Inc., 273 E3d 785 (8th Cir. 2001). Some
courts applying Medtronic have gone as far
as to hold that state-law claims involving
devices approved through the less vigorous
IDE process were preempted. See Martin v.
Telectronics Pacing Sys., Inc., 105 E.3d 1090
(6th Cir. 1997).

In direct conflict with the majority of
circuits, the Eleventh Circuit has held post-
Medtronic that the PMA process did not
constitute a preemptive federal require-
ment. See Goodlin v. Medtronic, Inc., 167 E3d
1367 (11th Cir. 1999).

The FDA Speaks
In Medtronic, the Supreme Court stated
that it gave substantial weight to the FDA’s
view of preemption under the MDA. 518
U.S. at 496. The Court noted that the FDAs
view was particularly significant in a situa-
tion where preemption would be dependent
on the extent to which the FDA had issued
a preempting federal requirement. Id. In
light of the split among the circuit courts
noted above and the importance of the
EDAs position, the U.S. Court of Appeals for
the Third Circuit in Horn v. Thoratec specifi-
cally requested the FDA’s view on the follow-
ing question: “With respect to the Thoratec
Heartmate, which was reviewed by the FDA,
are state common law claims of design
defect, labeling, strict liability, negligence,
and failure to warn preempted by §360k(a)
of the Medical Device Amendments to the
Food, Drug and Cosmetic Act?” FDA Brief,
Horn v. Thoratec, May 14, 2004, 2004 WL
1143720, at *1. The Thoratec Heartmate
received PMA approval.

On May 14, 2004, the FDA submitted a
letter-brief to the Third Circuit answering
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the posed question in favor of preemption.
The FDA took the following view:
[Section 360k(a) of the MDA] does pre-
empt these state law claims because they
would impose a requirement different
from, or in addition to, the requirements
imposed by the FDA in granting pre-
market approval to the Thoratec Heart-
Mate. The Government believes that this
view is compelled in order to achieve
™ Congress’s important public health pro-
tection purposes, carried out through
FDA’s implementation of the FDCA.
Id. at * 1-2.In its brief, the FDA conceded
that this view represented a change for the
FDA. Id. at *3. In 1997, the FDA had previ-
ously taken the position that such claims
were not preempted. Id. The FDA, however,
emphasized that the change was needed in
light of further analysis of legal and policy
issues. Id. The FDA went on to state: “This
change in views has not been taken lightly,
and we assure the Court that the filing of
this letter taking this position has been
authorized by the Solicitor General” Id.
The Third Circuit in Horn subsequently
held that plaintiffs’ claims for defective
design and failure to warn were preempted.
Horn, 376 E3d at 176. The Supreme Court’s
deference to the FDASs position in combina-
tion with the FDA’s brief in Horn offer hope
to manufacturers and defense counsel alike
that the Eleventh Circuit’s decision in Good-
lin was an anomaly, and that at least some
state-tort claims involving PMA-approved
devices will be preempted.

A Recent Example

Within the last year, Judge Kathleen
O’Malley, the judge presiding over the Sulzer
hip and knee implant multidistrict litiga-
tion (“MDL”), held in Moore v. Sulzer Ortho-
pedics, Inc., that plaintiff’s claims of strict
liability and negligence were preempted
under the MDA. See MDL Order, Case No.
1:02CV9116 (N.D. Ohio May 18,2004).

In 2002, Sulzer entered into an expan-
sive class-action settlement agreement with
regard to artificial hip and knee implants
subjected to a specific manufacturing pro-
cess. See generally, In re Sulzer Hip Pros-
thesis and Knee Prosthesis Liab. Litig., 268
ESupp.2d 907 (N.D. Ohio 2003). Some plain-
tiffs, however, brought suits regarding prod-
ucts that were not subject to the settlement.
It is in this context that plaintiff brought a

products liability action stemming from his
Natural Knee II implant. Plaintiff’s implant
was not subject to the nationwide settle-
ment, but his claim was nonetheless trans-
ferred to the MDL Court. The Natural Knee
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Court concluded that the PMA approval
created preemptive federal requirements
and the state law claims asserted by plain-
tiff were state requirements for purposes of
the MDA. MDL Order, at 8-11. The MDL
Court then held that plaintiff could point
to no facts to support a determination that
Sulzer deviated from the PMA-approved
manufacturing process, and as a result,
plaintiff’s claims amounted to requirements
different from or in addition to the federal
requirements. Id. at 16. Accordingly, defend-
ant’s motion for summary judgment was
granted. Id.

There was one strategic issue of note in
Moore. Plaintiff’s claim was originally filed
in Florida state court and was subsequently
removed to the Florida federal court. It
was then transferred to the MDL Court
in the U.S. District Court for the North-
ern District of Ohio. The Northern District
of Ohio sits in the Sixth Circuit while the
Florida federal courts fall under the Elev-
enth Circuit’s jurisdiction. The Sixth Cir-
cuit has favorable preemption law with
respect to PMA-approved devices while—
as discussed above—the Eleventh Circuit
has unfavorable preemption law. Plaintiff
argued that the Eleventh Circuit law should
apply while the defendant pushed for the
application of Sixth Circuit law. Based on
existing authority, the MDL Court con-
cluded that the transferee court should
apply the federal law of the circuit in which
it sits—here the Sixth Circuit. Id. at 14. The
transfer of Moore to the MDL Court, there-
fore, was key to prevailing in the case.

Implied Preemption

While there is no express preemption pro-
vision in the regulations regarding pre-
scription drugs, preemption of another
variety—implied preemption—can be an
effective weapon in the defense of drug
product liability claims. Implied preemp-
tion, as stated above, occurs when there
is an inferred conflict between a state law
and a federal enactment. Specifically, in the
drug and medical device context, implied
preemption may be used to counter fraud-
on-the-FDA claims, and under certain cir-
cumstances, failure to warn claims as well.

Buckman Co. v. Plaintiffs’
Legal Gommitiee
Buckman involved allegations that a man-

ufacturer made fraudulent representations
to the FDA in order to obtain approval of
an orthopedic bone screw. 531 U.S. 341, 343
(2001). The U.S. Supreme Court was pre-
sented with the following question: does
the FDCA, as amended by the MDA, pre-
empt state law tort actions alleging “fraud-
on the-FDA” claims. Id. The Supreme Court
answered this question in the affirmative,
holding that plaintiffs’ claims were impliedly
preempted by the FDCA because allowing
such claims would “inevitably conflict with
the FDAS responsibility to police fraud con-

Only the United States—

not a private litigant—

is entitled to sue for
noncompliance with the FDCA.

sistent with the [FDAs] judgment and objec-
tives.” Id. at 350. The Court noted that:

“[t]he conflict stems from the fact that the

federal statutory scheme amply empow-

ers the FDA to punish and deter fraud
against the Administration, and that this
authority is used by the Administration
to achieve a somewhat delicate balance of
statutory objectives. The balance sought
by the Administration can be skewed by
allowing fraud-on-the-FDA claims under
state tort law””

Id. at 348. Although Buckman involved

a medical device, the Court’s analysis is

directly applicable to prescription drugs.

Plaintiffs in drug and medical device
cases often claim that the manufacturer
misled the FDA or violated FDA regulations.
Buckman, however, makes it clear that only
the United States—not a private litigant—
is entitled to sue for noncompliance with
the FDCA. See id. at 349 n.4. Federal enact-
ments may not be a critical element of plain-
tiffs’ claims. Id. at 353.

Moreover, even if plaintiffs do not bring
a“fraud-on-the-FDA’ claim per se, they will
inevitably attempt to introduce such evi-
dence to inflame the jury. Importantly, Buck-
man can be enlisted not only to preclude
claims, but also to exclude evidence. Mul-
tiple courts have relied on Buckman to bar
any evidence that a defendant misled the
FDA. See, e.g., Bouchard v. Am. Home Prods.,
213 ESupp.2d 802, 812 (N.D. Ohio 2002)

(“Evidence will be excluded outright when
it is offered only to show that the FDA was
misled, or that information was intention-
ally concealed from the FDA”).

Failure to Warn Claims
In Motus v. Pfizer, Inc., another poten-
tial application of implied preemption
emerged. In Motus, plaintiffs claimed that
the defendant failed to warn that Zoloft
could cause suicide. 358 E3d 659, 660 (9th
Cir. 2004). Yet, the FDA approved the Zoloft
warning and even concluded that drugs
like Zoloft did not pose a risk of suicide.
See FDA Brief, Motus v. Pfizer, Inc., Sept. 10,
2002,2002 WL 32303084, at * 9. As a result,
the defendant argued that including such
a suicide warning would be false and mis-
leading and would actually render the prod-
uct misbranded under the Federal law. Id.
at *13-14. The district court rejected the
defendant’s argument, but granted sum-
mary judgment on other grounds. Id. at *4.
The case was appealed to the U.S. Court of
Appeals for the Ninth Circuit.
Importantly, the FDA intervened on
behalf of the drug manufacturer and sub-
mitted an amicus brief in the Ninth Cir-
cuit arguing that plaintiffs’ failure to warn
claims were impliedly preempted. Id. at *1.
The FDA reiterated that it has considered
the link between suicide and SSRI drugs
like Zoloft as many as three times and con-
cluded that there was no evidence to sup-
port a suicide warning. Id. at *13-14. The
FDA further argued that including a warn-
ing without sufficient evidence would mis-
brand a drug—a result prohibited by the
FDCA. Id. at *16. Moreover, the FDA stated
that allowing such a failure to warn claim
would hinder the FDA’s objectives. Id. at
*23. The FDA pointed out that including
unwarranted warnings could be as much
a problem as excluding proper warnings.
“Under-utilization of a drug based on dis-
semination of scientifically unsubstantiated
warnings, so as to deprive patients of ben-
eficial, possibly lifesaving treatment, could
well frustrate the purposes of federal regu-
lation as much as over-utilization resulting
from a failure to disclose a drugs scientifi-
cally demonstrable adverse effects” Id. This
position was a shift for the FDA, which had
stood against implied preemption until the
Bush administration took office. See Gary
continued on page 58
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Young, “FDA Strategy would preempt tort
suits”’ The National Law Journal, Volume 26,
No. 26, March 1,2004, at p. 12.

The Ninth Circuit eventually affirmed
the summary judgment while sidestepping
the issue of preemption. Motus, 358 F3d at
660-61. The FDASs position in Motus, how-
ever, offers great support for manufacturers
to argue for implied preemption when the
FDA requires one warning while plaintiffs
are calling for another.

Practical Guidance

Think of Preemption Early

Drug and device manufacturers, and the
counsel representing them, should think of
preemption long before any product liability
suit is filed. For example, preemption under
the MDA requires specific “federal require-
ments.” Accordingly, as early as the PMA or
IDE application,a manufacturer could make
a point of identifying design and warn-
ings as “specific requirements.” Moreover,
in communicating with the FDA during the
approval process, a manufacturer can char-
acterize information or a change sought by
the FDA as a “specific requirement.” The cor-
rect terminology takes any ambiguity away
if a court later has to determine if a specific
federal requirement was ever imposed. In
the prescription drug context, it is impor-
tant to know if the FDA denied inclusion of

any warnings. An early analysis of the FDA
correspondence by counsel can answer this
question.

Once a suit is filed—even before answer-
ing—counsel should determine if pre-
emption is a possible defense. Analyze the
complaint to identify any fraud-on-the-
FDA claims or claims where violations of
FDA regulations are a critical element. In
the device context, counsel should know the
law of the circuit where the case is pending
as well as the nature of the approval for the
device. Both of these issues are central in a
preemption analysis.

Think of Transfer

As evidenced by the discussion of Moore
above, getting a case to the right jurisdic-
tion can be the difference between winning
and losing a preemption motion. In federal
court, the transferee court will usually apply
the law of its own circuit when analyzing
issues of federal law. Menowitz v. Brown, 991
E2d 36,40 (2d Cir. 1993) (“a transferee fed-
eral court should apply its interpretations of
federal law, not the constructions of federal
law of the transferor circuit”). This is true
for transfers under both 28 U.S.C. §1404(a)
and §1407. See, e.g., In re Temporomandibu-
lar Joint Implants Prods. Liab. Litig., 97 E3d
1050, 1055 (8th Cir. 1996) (“{w]hen ana-
lyzing questions of federal law, the [MDL]
transferee court should apply the law of the

circuit in which it is located”); Hartline v.
Sheet Metal Workers’ Nat'l Pension Fund, 286
E3d 598, 599 (D.C. Cir. 2002) (addressing
federal choice of law in §1404(a)).

If your case is in a forum with unfavor-
able preemption law, analyze the possibil-
ity of a transfer based upon the facts. While
a transfer is not a possibility in all cases, it
can make all the difference under the right
circumstance.

Simplify Preemption

Courts may shy away from granting a motion
for summary judgment based on preemp-
tion due to the complexities involved. Make
an effort to simplify the concept and appli-
cation of preemption in your case as much
as possible. A simple, straightforward argu-
ment will increase the odds of the court
granting the motion.

Conclusion

The FDA has increasingly supported federal
preemption in the drug and medical device
context, and this endorsement makes the
preemption defense more viable than ever.
Preemption can be complicated and the
scope of its application can be easily over-
looked. But for drug and medical-device
manufacturers, it pays to know the law on
preemption and to proactively include pre-
emption considerations in both regulatory
and litigation strategy. R0
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on the plaintiff. Every effort should be made
to ignore objections of plaintiff’s coun-
sel, lest the plaintiff believe that you will
change your question every time her coun-
sel objects. Although you may want to cure
the objection, if possible and necessary, it
is usually advisable to simply tell the plain-
tiff that she can go ahead and answer the
question unless her counsel directs her not
to answer. There are only three bases upon
which counsel can instruct his witness not
to answer: (1) the matter is privileged; (2) a
previous court order provides counsel with
a basis upon which to direct the witness not
to answer; or (3) the question is designed to
embarrass or harass the witness. See Fed. R.
Civ. P. 30(d)(1) (“A person may instruct a
deponent not to answer only when neces-
sary to preserve a privilege; to enforce a lim-

itation directed by the court; or to present a
motion under Rule 30(d)(4) that the exam-
ination is being conducted in bad faith to
unreasonably annoy, embarrass or oppress
the witness”).

When a plaintiff’s counsel directs her cli-
ent not to answer a question, defense coun-
sel would be well advised to get the plaintiff
to state on the record that she is refusing
to answer the question, which could be
used in a future motion to compel. Then,
remind plaintiff’s counsel that the parties
reserved all objections except as to form
at the beginning of the deposition (if that
is the case). Further, ask plaintiff’s coun-
sel for the specific basis for directing her
client not to answer and be sure that coun-
sel specifies one of the bases listed herein.
Finally, it is often prudent to ask the same
objected-to question at the very end of the

deposition when there may be less resis-
tance from plaintiff’s counsel (who by then
may be fatigued by her own obstructionist
conduct!). Although you dor’t want to fight
with opposing counsel over her objections,
this does not mean that you should give in
to opposing counsel’s suggestion on how or
what to ask. Remember, you are in control of
the deposition and your impatience or frus-
tration with plaintiff’s counsel should not
steer you in a different direction.

In addition to dealing with objections,
every defense counsel should be prepared
to deal with the plaintiff’s counsel who
constantly coaches his witness. In this sce-
nario, defense counsel should first make a
record that counsel is continually testify-
ing for her client in violation of the rules.
See Fed. R. Civ. P. 30(d)(1) (“Any objec-
tion during a deposition must be stated
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