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PRODUCTS LIABILITY
Canadian manufacturers of FDA-regulated

products sold in the United States, along with
their American counterparts, should be aware
that they will face different exposure to state
claims depending on the process used to gain
FDA approval for their product.

The Changing
Landscape of U.S.
State Tort Liability
for FDA-Approved
Drugs and Medical
Devices

Background

Regulation of Drugs and Medical Devices

Until relatively recently, the safety and
efficacy of drugs and medical devices were
subject to challenge under state law.1 State
tort causes of action, such as negligence
and product liability, were routinely deployed
against drug and medical device manu-
facturers. Even when the federal government
began to regulate drugs, enacting the Food
and Drug Act of 1906 and later the Federal
Food, Drug and Cosmetic Act of 1938
(“FDCA”), state tort actions remained an
important part of the enforcement arsenal.2

The FDCA provided for review and approval
of new drugs, setting up an extensive new
drug approval (“NDA”) process that comple-
mented the protections afforded by state
tort law.
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Introduction
In three pivotal cases, the United States

Supreme Court has laid out a series of rules
governing whether FDA approval of a drug or
medical device insulates the manufacturer
from state tort liability claims. Basing its
decisions on differences in the statutes govern-
ing drugs and medical devices, as well as
differences in the various routes to FDA
approval, the Supreme Court has held that:

Things got more complicated when Con-
gress enacted the Medical Device Amendments
of 1976 (“MDA”), 3 extending the FDA’s reach
to medical devices. The MDA set up a
complex scheme that provided for different
levels of regulation for different types of
medical devices depending on the risk they
pose to the public.4 Class I devices are subject
to minimal regulation by “general controls.”5

Class II devices, which are potentially more
harmful, are subject to “specific controls” but
do not require pre-market approval.6 Class III
devices, which either “present a potential
unreasonable risk of illness or injury,” or are
“purported or represented to be for a use in
supporting or sustaining human life or for a
use which is of substantial importance in
preventing impairment of human health,”7 are
generally subject to a very rigorous pre-market
approval (“PMA”) process.

(i) manufacturers of drugs are subject to state
tort claims, despite an extensive approval
process (new drug approval, or “NDA”),
but

(ii) manufacturers of medical devices are
shielded from such claims if they have
undergone a similar process (pre-market
approval, or “PMA”), but

 (iii) not if a medical device receives approval
under a less stringent process (showing
equivalency under the “510(k)” process).
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1 See Riegel v. Medtronic, 128 S. Ct. 999.
2 See Medtronic v. Lohr, 518 U.S. 470 (1996).
3 21 U.S.C. § 360c.
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7 21 U.S.C. § 360c(a)(1)(C).
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The PMA process is designed to provide
the FDA with a “reasonable assurance” that
the device is safe and effective.8 However, the
MDA provides an exemption for new devices
that are “substantially equivalent” to an
already-approved non-PMA device.9 Under
this exemption, substantially equivalent medi-
cal devices go through the far less extensive
§ 510(k) pre-market notification process.

medical device. The device, a pacemaker, had
been approved through the § 510(k) process as
substantially similar to a device that was
already on the market. The manufacturer
argued that the state claims were pre-empted
under § 360k(a). The Court disagreed and held
that the state claims could proceed.

In analyzing the pre-emption issues, the
Court was guided by two principles. First,
there is a presumption against pre-emption,
particularly in areas that are traditionally
governed by state law.12 Second, courts must
determine the “purpose of Congress” in order
to resolve questions of pre-emption. At the
outset, the Supreme Court determined that “at
least some common law claims against a
medical device manufacturer may be main-
tained after the enactment of the MDA.”13

Pre-emption

Under the doctrine of pre-emption, U.S.
federal law takes precedence over state law
when federal and state law are in conflict
or when Congress expresses its intention to
regulate exclusively in a particular subject
area.

Congress included a provision in the MDA
that specifically pre-empts state law: Guided by these principles, the Court

engaged in a three-part inquiry to determine if
the requirements for § 360k pre-emption were
met and concluded that they were not. First,
the Court considered the nature of the § 510(k)
process, which it described as “focused on
equivalence, not safety.”14 It concluded that
this process “provide[s] little protection to the
public,” and that the process had not imposed
requirements on the manufacturer’s product
“to take any particular form for any particular
reason.”15 Second, the Court held that the
claims were not pre-empted to the extent that
they were based on duties that are “equal to or
substantially identical to” those imposed by
the federal regulations.16 Third, the Court
compared the “allegedly pre-empting federal
requirement and the allegedly pre-empted
state requirement,” finding that the general
controls that governed the pacemaker at issue
“reflect ... generic concerns about device
regulation generally, not the sort of concerns
regarding a specific device or field of device
regulation which the statute or regulations
were designed to protect from potentially
contradictory state requirements,” and that the
common law duty to “use due care to avoid
foreseeable dangers in … products,” and the
“general duty to inform users and purchasers
of potentially dangerous items of the risks
involved in their use,” were not “the kinds of

[No] state or political subdivision of the
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 related to the safety and effective-
ness of the device or to any other matter
included in a requirement applicable to the
device under the chapter.10

However, no such language was included
in the FDCA or in subsequent amendments to
the regulatory scheme for drugs. In a series of
cases, the United States Supreme Court has
struggled to define the scope of the MDA pre-
emption provision and the extent to which
FDA-approved drugs are subject to state
causes of action.

Medtronic v. Lohr

The U.S. Supreme Court first addressed
the extent to which FDA approval can insulate
a manufacturer from state tort law in
Medtronic v. Lohr.11 In Medtronic, the plain-
tiff brought a common law negligence action
against a manufacturer, alleging a defective

8 21 U.S.C. § 360e(d)(2). 12 Ibid.
9 21 U.S.C. § 360e(b)(1)(B). 13 Ibid. at 491.
10 Medical Device Amendments of 1976 (“MDA”), 21
U.S.C. § 360k(a).

14 Ibid. at 493.
15 Ibid.

11 518 U.S. 470 (1996). 16 Ibid. at 497, citing 21 C.F.R. 808.1(d)(2).
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requirements that Congress and the FDA
feared would impede the ability of federal
regulators to implement and enforce specific
federal requirements.”17 The Court concluded
that the state tort claims were not pre-empted
“because their generality leaves them outside
the category of requirements that 360k envi-
sioned to be ‘with respect to’ specific devices
such as pacemakers.”18

The Court next considered whether the
state law claims at issue relied on “any
requirement” of state law.24 The Court held
that “[a]bsent other indication, reference to a
State’s ‘requirements’ includes its common
law duties.”25 The Court concluded that the
common law causes of action for negligence
and strict liability imposed “requirements”
under New York law, and that “[n]othing in
the … [MDA] text suggests that the pre-
empted state requirement must apply only to
the relevant device, or only to medical devices
and not to all products or actions in general.”26

For these reasons, the Court held that the state
tort claims were pre-empted.

Riegel v. Medtronic

In Riegel v. Medtronic,19 the U.S. Supreme
Court again considered § 360k pre-emption. In
this case, however, the device had been
approved under the rigorous PMA process, not
the § 510(k) process that had been used in
Lohr. This time, the Court found that the
claims were pre-empted.

Wyeth v. Levine

In Wyeth v. Levine,27 the U.S. Supreme
Court considered whether drugs approved
under the NDA process are subject to state
tort claims. Despite the similarities between
this process and the MDA’s PMA process,
the Court held that the common law
negligence and strict liability claims were not
pre-empted.

The Court began by noting that the PMA
process requires the FDA to “weigh any
probable benefit to health from the use of the
device against any probable risk of injury or
illness from such use” to determine whether
the manufacturer can provide a “‘reasonable
assurance’ of the device’s ‘safety and effec-
tiveness’.”20 The Court further explained that
“[o]nce a device has received pre-market
approval, the MDA forbids the manufacturer
to make, without FDA permission, changes in
design specifications, manufacturing pro-
cesses, labelling, or any other attribute, that
would affect safety or effectiveness.”21 The
Court found that Riegel was distinguishable
from Lohr in this respect because “pre-market
approval is specific to individual devices22 …
[a]nd it is in no sense an exemption from
federal safety review – it is federal safety
review.”23 For these reasons, the Court held
that the PMA process imposes federal
“requirements” within the meaning of the
§ 360k pre-emption provision of the MDA.

Citing Riegel, the Court reiterated that it
would be guided by the presumption against
pre-emption and by Congress’ purpose in
determining whether the claims were pre-
empted.28 The Court also noted that “when
Congress enacted an express pre-emption
provision for medical devices … it declined
to enact such a provision for prescription
drugs.”29

The Court began its analysis by consider-
ing whether it would have been impossible for
Wyeth to comply with state law labelling

24 Ibid.
25 Ibid. at 1008.
26 Ibid. at 1010. The Court reiterated its conclusion in
Lohr, that 360k does not bar states from “providing a
damage remedy for claims premised on a violation of
FDA regulations” because “[s]tate requirements are pre-
empted under the MDA only to the extent that they are
‘different from, or in addition to’ the requirements
imposed by federal law.” (at 1011) In Riegel, this
distinction was moot because the district court had
interpreted the plaintiff’s allegations as a claim that the
manufacturer’s device had violated state tort law “not-
withstanding compliance with federal requirements.”
(at 1011)

17 Ibid. at 500-501.
18 Ibid. at 502.
19 128 S. Ct. 999.
20 Ibid. at 1004, citing §§ 360c(a)(2)(C), 360e(d).
21 Ibid. at 1005, citing § 360e(d)(6)(A)(i).
22 The Court noted that in Lohr, it had “disclaimed a
conclusion that general federal requirements could
never pre-empt, or general state duties never be pre-
empted.” 552 U.S. __ (128 S. Ct. 999 at 1006), No. 06-
179, citing Lohr, 518 U.S. at 500-501.

27 129 S. Ct. 1187.
28 Ibid. at 1200.

23 Supra note 19 at 1007. 29 Ibid. at 1196.
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duties. It found that an FDA regulation allows
a manufacturer to change its labelling after
pre-market approval without waiting for
further FDA approval “if a manufacturer is
changing a label to ‘add or strengthen a con-
traindication, warning, precaution, or adverse
reaction,’ or to ‘add or strengthen an instruc-
tion about dosage and administration that is
intended to increase the safe use of the drug
product.’”30 Noting that “[i]mpossibility pre-
emption is a demanding defence,” the Court
held that Wyeth had “failed to demonstrate
that it was impossible for it to comply with
both federal and state requirements.”31

Reform.36 Flowing from this hearing, Con-
gressman Waxman and Congressman Frank
Pallone Jr. (D-NJ), introduced legislation de-
signed to overturn the Supreme Court decision
in Riegel v. Medtronic and unambiguously
eliminate the possibility of pre-emption of
state tort actions for medical devices.37 Further
hearings on the legislation were held May 12,
2009. Supporters of the Medical Device Safety
Act of 2009 argue that federal regulations were
never intended to pre-empt state claims under
common law. A companion bill has also been
introduced in the U.S. Senate by Senators
Edward Kennedy (D-MA), and Patrick Leahy
(D-VT).38

The Court next considered whether the
state tort claims were pre-empted because
such claims present “an unacceptable obstacle
to the accomplishment and execution of the
full purposes and objectives of Congress,
because it substitutes a lay jury’s decision
about drug labelling for the expert judgment
of the FDA.”32 The Court rejected this argu-
ment, stating that “[i]f Congress thought state
lawsuits posed an obstacle to its objectives, it
surely would have enacted an express pre-
emption provision at some point during the
FDCA’s 70-year history,” particularly when
it enacted 360k as part of the MDA.33 It
also explained that “[s]tate tort suits uncover
unknown drug hazards, and provide incentives
for drug manufacturers to disclose safety risks
promptly … [t]hey also serve a distinct com-
pensatory function that may motivate injured
persons to come forward with information …
[and] [f]ailure-to-warn actions, in particular,
lend force to the FDCA’s premise that
manufacturers, not the FDA, bear primary
responsibility for their drug labelling at all
times.”34 The Court, therefore, concluded that
the failure to warn claims asserted in this case
did not “obstruct the federal regulation of drug
labelling,” and were not pre-empted.35

Conclusion
Canadian manufacturers of drugs and

medical devices that are sold in the U.S.
should continue to follow these developments
to determine whether they will be subject to
state tort liability. While the recent decision in
Riegel effectively exempts medical device
manufacturers from tort liability for devices
approved under the PMA process, the earlier
decision in Lohr continues to mean that
medical devices approved under 510(k), as
most devices are, are subject to state tort
claims.39 Similarly, the recent decision of the
Supreme Court in Levine has now established
that drugs approved for sale by the FDA are
not pre-empted from state tort liability even
after the NDA process. This leaves manufac-
turers of drugs and 510(k)-approved medical
devices vulnerable to tort claims for products
approved by the FDA.

36 U.S. Committee on Oversight and Government
Reform, “Committee Holds Hearing on Whether FDA
Regulation Should Bar Liability Claims” (May 14,
2008), at http://oversight.house.gov/story.asp?ID=1943,
(last accessed April 23, 2009).

Developments to Watch
In May 2008, a Congressional hearing

on pre-emption was held by Representative
Henry Waxman (D-CA) and the House
Committee on Oversight and Government

37 U.S., The House of Representatives: Committee on
Energy and Commerce, Health Leaders Introduce
Legislation Reversing Supreme Court’s Medical
Devices Decision, Media Advisory (March 5, 2009).
Available at http://energycommerce.house.gov/index.
php?option=com_content&task=view&id=1518&Itemi
d=1#toc0, (last accessed April 23, 2009).

30 Ibid. at 1196, citing 314.70(c)(6)(iii)(A),(C).
31 Ibid. at 1199.
32 Ibid. at 1193-1194 (internal citations omitted). 38 Ibid.
33 Ibid. at 1200. 39 Under this regime, a medical device manufacturer

could exempt itself from state tort liability by vol-
untarily submitting its device for PMA review.

34 Ibid. at 1202.
35 Ibid. at 1204.
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