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states from requiring cigarette manufacturers to place particular statements
on their products. He argued that section 5 should instead be read to
prohibit states from requiring cigarette manufacturers to place any
statement on their products.'® Justice Scalia also observed that the plurality
opinion’s analysis of the particularity issue was difficult to reconcile with
its treatment of the word “requirement” in the 1969 Act, particularly when
the 1969 Act’s statement of purpose was exactly the same as that of the
1965 Act.®

3. The 1969 Act

The Justices strongly disagreed about the preemptive scope of the 1969
Act. Section 5(a) of the 1969 Act declared that “[n]o statement relating to
smoking and health, other than the statement required by [section 4 of the
Act], shall be required on any cigarette package.”®®' Section 5(b) of the
1969 Act provided that “[n]o 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 chapter.”2%

Justice Stevens took the position that this language was much broader
than the preemptive language of the 1965 Act.””® He argued that the phrase
“requirement or prohibition[s] . . . imposed under State law” found in the
1969 Act was broader in scope than the term “statement” used in the 1965
Act.?™ To support this conclusion, Justice Stevens abandoned his earlier
call for a “narrow interpretation” of preemptive language and looked
instead to the “plain words” and “plain language” of section 5.2° He also
argued that because the petitioner’s tort claims were predicated on the
existence of a legal duty under state law, judicial recognition of such tort
claims would impose “requirements or prohibitions” upon cigarette
manufacturers.’® Justice Stevens further concluded that the phrase
“imposed under State law” was broad enough to include common-law
damage awards against cigarette manufacturers.?’

19 Id. at 549.

20 1d. at 549-50.

! Pyublic Health Cigarette Smoking Act of 1969, Pub. L. No. 91-222, § 5(a),
84 Stat. 87 (1970) (codified in 15 U.S.C. § 1334 (2000)).

22 148 5(b).

23 Cipollone, 505 U.S. at 520.

0414

25 Id. at 521.

26 14, at 522.

27 See id.
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Having made these general conclusions about the preemptive effect of
the 1969 Act, Justice Stevens examined each of the plaintiff’s tort claims
to see if they qualified as “requirements or prohibitions.”*® He determined
that the plaintiff’s failure to warn claims were preempted to the extent that
they penalized manufacturers for failing to provide additional or more
specific warnings than those required by the federal cigarette labeling
statute.’® Justice Stevens found, however, that the Act did not preempt the
plaintiff’s express warranty claims because, under warranty law, the state
did not impose a specific duty upon cigarette manufacturers regarding
product safety or quality.?'® Rather, under warranty law, the manufacturers-
imposed an obligation upon themselves when they made express warranties
to purchasers of their products.”"

Justice Stevens upheld one of the plaintiff’s claims for fraudulent
misrepresentation, but determined that the other claim was preempted. He
reasoned that the claim that cigarette manufacturers had neutralized the
effect of federally-mandated warnings through their advertising would be
preempted by section 5(b), because allowing such claims would impose a
state-law prohibition regarding advertising and promotion on cigarette
manufacturers.?'? On the other hand, Justice Stevens upheld the plaintiff’s
second claim, which alleged misrepresentation and concealment of material
facts by cigarette companies.”'* He pointed out that the preemptive effect
of section 5(b) did not include all state requirements or prohibitions against
cigarette manufacturers, but only those “based on smoking and health.”*'*
In this case, according to Justice Stevens, the plaintiff’s claims were not
based on obligations relating specifically to smoking and health, but rather
were based “on a more general obligation . . . not to deceive.”?' Inreaching
this conclusion, Justice Stevens stated that the Court should construe the
phrase “based on smoking and health” “fairly but narrowly” in light of the
presumption against preemption.”'® Justice Stevens used the same reasoning
to uphold the plaintiff’s claim of conspiracy to misrepresent or conceal
material facts concerning the health risks of smoking.?'” Justice Stevens

28 14 at 524.

29 14,

20 14 at 525-27.

211 Id

22 14 a1 527-28.

23 14 at 528-29.

214 I4. at 528-29 & n.26 (quoting S. REP. NO. 91-566, at 12 (1969)).
25 14 at 528-29.

26 /4. at 523, 529.

27 14, at 530.
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contended that this claim was based on a general duty “not to conspire to
commit fraud,” and not on a more specific state requirement based on
smoking and health.?'®

Justice Blackmun maintained that none of the plaintiff’s claims should
be preempted by section 5(b) of the 1969 Act.?'® He contended that the
phrase “no requirement or prohibition” was ambiguous and thus did not
clearly indicate a Congressional intent to preempt state law.”® Conse-
quently, if it employed a clear statement rule based on the presumption
against preemption, the Court would logically have no choice but to uphold
state authority.??' Furthermore, even the less rigorous “plain meaning”
approach did not justify preempting state law. As Justice Blackmun pointed
out, the dictionary definitions of “requirement” and “prohibition” were
strong evidence of their plain meaning and were consistent with affirmative
regulations, but not with common-law tort doctrines.??? Justice Blackmun
additionally distinguished Garmon by arguing that tort law normally
exercised a much weaker regulatory effect on affected parties than state
regulation and should therefore not be equated with it.”>® Finally, Justice
Blackmun observed that nothing in the 1969 Act’s legislative history
indicated a Congressional intent to preempt state tort law and leave injured
smokers without a remedy.?**

Justice Scalia, however, asserted that the 1965 Act preempted the
plaintiff’s failure to warn claims and that the 1969 Act preempted all of the
plaintiff’s state-law tort claims.”?> He reached this conclusion in part
because he rejected the notion that the statutory text should be interpreted
narrowly; instead, he argued that the words in section 5 of the 1965 Act
should be interpreted in accordance with their “ordinary meaning.”??
According to Justice Scalia, both statutes preempted failure to warn claims
because they prohibited the states from imposing any liability upon
cigarette manufacturers based on the health-related content of their labeling
or advertising.?’ Additionally, Justice Scalia argued that the 1969 Act also
preempted state-law express warranty and fraudulent misrepresentation

218 Id

29 See id. at 531.

20 14 at 535.

21 1d at 542.

222 See id. at 535-36.
2 Id. at 536-37.

24 Id. at 541.

25 Id. at 548.

226 Id.

27 Id. at 549-50.
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claims.??® He concluded that express warranty claims were preempted
because state-law doctrines, not the cigarette manufacturers’ voluntary
conduct, established the underlying obligation not to breach an express
warranty and provided the basis for imposing liability if such a breach
occurred.?” Finally, Justice Scalia determined that the fraudulent misrepre-
sentation claims were preempted because there was no difference between
an affirmative duty to warn about the health risks of smoking and a duty not
to deceive the public about the nature of such risks.?

C. The Impact of Cipollone on Preemption Jurisprudence

The ground rules for preemption analysis set forth in Cipollone
represented a significant departure from earlier methodologies employed
by the Court.?*' First, the Court declared that if a federal statute contained
express preemptive language, that language determined the preemptive
scope of the statute.®® Second, in light of the presumption against
preemption, the Court acknowledged that it would interpret preemptive
language narrowly.” Third, the Court demonstrated a willingness to apply
its preemption analysis to state-law tort claims separately and
individually.** Finally, the Court in Cipollone retreated somewhat from its
Garmon holding and acknowledged that common-law tort doctrines do not
always have the same regulatory effect as state legislative or administrative
enactments.”’

Interestingly, the Cipollone Court abandoned the approach that it had
adopted eight years earlier in Silkwood when it held that Congress did not
intend to preempt punitive damages claims. The Silkwood Court reasoned
that Congress would not deprive injured parties of tort remedies without
declaring its intent to do so explicitly.”® In Cipollone, however, the Court
concluded that tort remedies did not have to be mentioned specifically, but
could be preempted by more general preemptive language.*’

28 1d. at 552, 554.

2 14, at 551.

30 1d. at 552-53.

B! John F. McCauley, Note, Cipollone & Myrick: Deflating the Airbag
Preemption Defense, 30 IND. L. REV. 827, 843 (1997).

32 Jordan, supra note 37, at 1158.

33 Carroll, supra note 155, at 812.

24 Robert J. Katerberg, Note, Patching the “Crazy Quilt” of Cipollone: A
Divided Court Rethinks Federal Preemption of Products Liability in Medtronic,
Inc. v. Lohr, 75 N.C. L. REv. 1440, 1474 (1997).

25 See Raeker-Jordan, The Pre-emption Presumption, supra note 13, at 1412,

26 Silkwood v. Kerr-McGee Corp., 464 U.S. 238, 251 (1984).

B7 See Cipollone v. Liggett Group, Inc., 505 U.S. 504, 516, 520-24 (1992).



940 KENTUCKY LAW JOURNAL [VoL. 92

The preemption methodology adopted in Cipollone seems clear enough
on its face and should have been relatively easy to apply.”® This unfortu-
nately did not prove to be the case. In Cipollone, Justices Stevens and
Blackmun, ostensibly applying the same approach, reached diametrically
opposite conclusions about whether the phrase “requirement or prohibi-
tion . ..imposed under State law”?* included common-law tort doctrines.**
Moreover, instead of providing the lower courts with a helpful roadmap to
use in future preemption cases, Cipollone “marked the commencement of
a number of vacillating and confusing decisions in which the Supreme
Court was forced to balance federalism concerns with ambiguous congres-
sional language to determine whether a plaintiff’s products liability claim
could proceed to trial.”*!

III. A SURVEY OF PREEMPTION LAW SINCE CIPOLLONE

This section reviews several preemption cases decided by the Court
since Cipollone. It focuses on two aspects of the Cipollone opinion. First,
it focuses on the rule, announced by Justice Stevens in the plurality opinion
and accepted by Justice Blackmun in his concurring opinion, that the Court
should rely only on express preemption analysis to determine the scope of
a federal statute’s preemptive effect when the statute contains preemptive
language. The second issue is the role of the presumption against preemp-
tion in preemption litigation. Additionally, this section examines the
interaction between preemption clauses and saving clauses in federal
statutes. Finally, this section considers what weight the Court should give
to agency interpretations of preemptive language in their statutes and
regulations. While these latter two issues did not arise in Cipollone, they
have arisen with some frequency in subsequent preemption cases.

A. CSX Transportation, Inc. v. Easterwood

One year after Cipollone, the Court decided CSX Transportation, Inc.
v. Easterwood.?** This case involved a collision between a truck and a train

238 Hall, supra note 57, at 252.

29 Cipollone, 505 U.S. at 515 (quoting Public Health Cigarette Smoking Act
of 1969, Pub. L. No. 91-222, § 5(a), 84 Stat. 87 (1970) (codified in 15 U.S.C. §
1334 (2000))).

20 See Stern, supra note 92, at 1003.

24 Carroll, supra note 155, at 809.

22 CSX Transp., Inc. v. Easterwood, 507 U.S. 658 (1993).
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at a railroad crossing in Cartersville, Georgia.**® The truck driver’s widow
alleged that the train company was negligent “for failing to maintain
adequate warning devices at the crossing and for operating the train at an
excessive speed.”?* The defendant argued that both of these claims were
preempted by the Federal Railroad Safety Act of 1970 (“FRSA™)** and
regulations promulgated by the Secretary of Transportation pursuant to the
FRSA and the Federal Highway Safety Act of 1973.2%¢ On appeal, the Court
held that the latter claim was preempted, but not the former.?’

FRSA, as codified in 45 U.S.C. § 434, contained preemptive language
as well as a saving clause. Section 434 began with a statement of purpose,
which declared that “[l]Jaws, regulations, and orders relating to railroad
safety . . . shall be nationally uniform to the extent practicable.”**® To
achieve this objective, the statute provided that states could adopt railroad
safety laws, rules, regulations, orders, or standards only when the Secretary
had not “adopted a rule, regulation, order, or standard covering the subject
matter of such State requirement.””° The statute’s saving clause, however,
provided that “[e]ven [when] federal standards [had] been promulgated, the
States [could] adopt more stringent safety requirements ‘when necessary to
eliminate or reduce an essentially local safety hazard’” as long as the state
regulations were “‘not incompatible with’ federal laws or regulations and
[did not impose] an undue burden on interstate commerce.”**

The majority opinion, written by Justice White,”®' began with the
admonition that since FRSA contained an express preemption clause, the
Court must focus on this clause because it contained the best evidence of
congressional intent on the preemption question.”*> The majority also
mentioned that “pre-emption will not lie unless it is ‘the clear and manifest
purpose of Congress, ”?>* but declared a few sentences later that the Court

M Id. at 661.

24 1d.

% Id. at 663 (quoting Federal Railroad Safety Act of 1970, Pub. L. No. 91-458,
84 Stat. 971 (repealed 1994)).

6 Id. (quoting Highway Safety Act of 1973, Pub. L. No. 93-87, 87 Stat. 282
(1973) (codified as amended in 23 U.S.C. § 152 (2000)).

7 14, at 676.

2845 U.S.C. § 434 (1970), repealed by Act of July 5, 1994, Pub. L. No. 103-
272, § 7(b), 108 Stat. 1379 (current version at 49 U.S.C. § 20, 106 (2002)).

9 Easterwood, 507 U.S. at 662 (quoting 45 U.S.C. § 434 (1970)).

20 14, (quoting 45 U.S.C. § 434 (1970)).

! Justices Rehnquist, Blackmun, Stevens, O’Connor, Scalia, and Kennedy
joined in the majority opinion. /d. at 659-60.

52 Id. at 664.

253 Jd. (quoting Rice v. Santa Fe Elevator Corp., 331 U.S. 218, 230 (1947)).
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should focus on “the plain wording” of the statute’s preemption
provision.”* Additionally, citing the Cipollone case, Justice White
reaffirmed that common-law rules could be preempted by statutory
language that purported to preempt a state “law, rule, regulation, order, or
standard.”®’ Finally, Justice White observed that FRSA preempted state
law only when the Secretary of Transportation adopted a rule, regulation,
order, or standard covering the same subject matter as a state
requirement.”® According to the Court, “covering” was a relatively
restrictive term that suggested that federal regulations would preempt only
if they “substantially subsume the subject matter of relevant state law.”>’

The plaintiff’s first claim involved the defendant’s alleged failure to
place adequate warning devices at the crossing. Justice White observed that
the Secretary had promulgated several regulations applicable to states
which accepted federal aid.*® He concluded, however, that these regula-
tions were too general in nature to preempt state common law.>* According
to Justice White, the presumption against preemption partly supported this
finding.?®® Justice White also observed that the Secretary had required
states to install grade crossing devices, including warming devices, that
conformed to standards set out in the Federal Highway Administration’s
Manual on Uniform Traffic Control Devices for Streets and Highways
(“MUTCD”).?' Justice White, however, determined that this requirement
did “not cover the subject matter of the tort law of grade crossings.”?*
Finally, the majority opinion examined two federal regulations requiring
the installation of particular warning devices at grade crossings, but found
those regulations inapplicable because the project in question had not been
constructed with federal funds.??

The plaintiff’s second claim was that the defendant failed to operate its
train at a safe speed.”® The Secretary had established a maximum speed
limit of sixty miles per hour for a class four track, the type of track that was
involved in the Easterwood case.?®® Although the defendant’s train was not

254 Id

255 Id

256 d

257 Id

28 Id. at 665—66.
2 Id. at 667.

20 1d. at 668.

%1 Id. at 665—66.
2 Id. at 668.

6 Id. at 670-73.
¥ Id. at 673.

265 d.
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exceeding this speed limit when the accident occurred, the plaintiff argued
that the train was nevertheless traveling too fast. The defendant maintained
that the plaintiff’s claim was preempted by the federal speed limit
regulations.?%

Justice White dismissed the argument that the speed limits merely
established a ceiling, leaving the states free to establish lower speed limits
for trains.” Instead, Justice White concluded that the speed limit regula-
tions were connected with federal concerns about improving track and
grade crossing safety.”*® He also rejected the argument that FRSA’s saving
clause protected common-law negligence claims from preemption.?® The
saving clause provided that a state could enact or continue in force “an
additional or more stringent law . . . relating to railroad safety when
necessary to eliminate or reduce an essentially local safety hazard.”?™
Justice White determined that the saving clause did not apply because
common-law negligence was concerned with risks and hazards in general
and not merely limited to those caused by unique local conditions.?”
Accordingly, Justice White concluded that the plaintiff’s excessive speed
claim was preempted.?”

Justice Thomas argued that neither claim should be preempted.?”> He
maintained that the federal speed limits were not connected in any way with
grade crossing safety and, therefore, the states were free to address this
problem.”™ Justice Thomas also indicated that the presumption against
preemption applied to actions by administrative agencies and suggested that
the Secretary define more explicitly the subject matter to be covered in the
speed limit regulation.?”

The Easterwood Court adhered fairly closely to the approach it had
adopted in Cipollone.?™ A novel issue in Easterwood was the effect of a
saving clause on common-law claims. The Court merely took notice of the
saving clause, however, and concluded that it did not apply to negligence
claims based on excessive speed.

266 Id

27 See id. at 674.

28 14 at 674-75.

 Id at 675.

70 14 (quoting 45 U.S.C. § 434 (1970)).
271 Id

272 Id

3 Id. at 676.

4 Id. at 677—78.

25 Id. at 679.

276 Noah, supra note 6, at 920.
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B. Freightliner Corporation v. Myrick

In Freightliner Corp. v. Myrick,”"" decided in 1995, the Court held that
the National Traffic and Motor Vehicle Safety Act (“NTMVSA”) did not
expressly’’® or impliedly preempt a common-law design defect claim
against truck manufacturers who failed to equip their vehicles with antilock
braking systems (“ABS”).*” In that case, one plaintiff was killed and
another was injured in two separate but similar accidents when eighteen-
wheel tractor-trailers struck their vehicles.?®® The plaintiffs alleged that the
tractor-trailers were defectively designed because they were not equipped
with ABS.?®' The truck manufacturers responded that the NTMVSA®? and
its implementing regulations preempted the plaintiffs’ state-law tort
claims.?®

Justice Thomas, joined by seven other members of the Court,”
rejected the manufacturers’ preemption defense.?® The Safety Act
contained an express preemption clause prohibiting states and cities from
enacting motor vehicle safety standards that were not identical to applicable
federal standards.?®® This preemption provision, however, did not specifi-
cally mention common-law claims.”®” Additionally, the NTMVSA had a
saving clause stating that “[c]ompliance with any Federal motor vehicle
safety standard issued under this subchapter does not exempt any person
from any liability under common law.”?®® The defendants argued that
Standard 121, which “imposed stopping distances and vehicle stability
requirements for trucks,” but did not require the installation of ABS,

277 Freightliner Corp. v. Myrick, 514 U.S. 280 (1995).

7® Id. at 28687 (no express preemption).

7 Id. at 289-90 (no implied preemption).

20 1d. at 282.

B 1d. at 283.

%2 National Traffic & Motor Vehicle Safety Act of 1966, Pub. L. No. 89-563,
80 Stat. 718 (1966) (repealed 1994) [hereinafter NTMVSA].

33 Myrick, 514 U.S. at 283.

2% Chief Justice Rehnquist and Justices Stevens, O’Connor, Kennedy, Souter,
Ginsburg, and Breyer joined in the opinion. Justice Scalia did not join in the
opinion, but concurred in the result. /d. at 281.

B Id. at 282.

2% Id. at 284 (quoting NTMVSA § 103(d) (original version at 15 U.S.C. §
1392(d) (1988), current version at 49 U.S.C. § 30,103(b)(1) (2000))).

7 See McCauley, supra note 231, at 831.

8 Myrick, 514 U.S. at 284 (quoting NTMVSA (original version at 15 U.S.C.
§ 1397(k) (1988), current version at 49 U.S.C. § 30,103(e) (2000))). '
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expressly preempted the plaintiffs’ claims.?® Justice Thomas, however,
pointed out that truck manufacturers had successfully challenged the
validity of the original Standard 121 in the mid-1970s**° but that the
National Highway Traffic Safety Administration (“NHTSA”) had failed to
promulgate a new regulation”®' According to Justice Thomas, since
Standard 121 had no legal force or preemptive effect, the Act’s saving
clause freely permitted states to impose their own safety standards.?*?

The defendant maintained that NHTSA’s failure to adopt a standard for
stopping distances meant that regulation by state or federal entities was
inappropriate.”®® However, the Court rejected this argument, pointing out
that NHTSA’s failure to regulate in this area was not due to an affirmative
decision, but rather from a successful lawsuit brought against the agency
by the automobile industry.?

Undoubtedly, the most significant aspect of the majority opinion in
Mpyrick was its apparent retreat from the rule in Cipollone that excluded
implied preemption analysis when a statute contained express preemptive
language.”® The defendants argued that the plaintiffs’ lawsuits were
impliedly preempted due to an actual conflict between design defect claims
and federal regulatory objectives in this area.”® The Court of Appeals
followed the Court’s directions in Cipollone and held that there could be
no implied preemption when Congress placed an express preemption
provision in a statute.”’” The Myrick Court, however, declared that
Cipollone had not proclaimed a “categorical rule precluding the coexistence
of express and implied pre-emption.”?*® The Court, instead, did nothing
more than suggest that the existence of an express preemption clause
“supports a reasonable inference . . . that Congress did not intend to pre-
empt other matters.”* Justice Thomas determined that the Safety Act did
not impliedly preempt the plaintiffs common-law claims.>® Absent any
federal safety standard regarding stopping distances or braking systems for

2 Id. at 284-86.

20 Paccar, Inc. v. NHTSA, 573 F.2d 632 (9th Cir. 1978).
' Myrick, 514 U.S. at 285-86.

2 Id. at 286.

3 See id.

24 I1d. at 286-87.

5 Carroll, supra note 155, at §13—14.

6 Myrick, 514 U.S. at 287.

7 Myrick v. Freuhauf Corp., 13 F.3d 1516, 1524 (11th Cir. 1994).
8 Myrick, 514 U.S. at 288.

2 Id. at 288.

3% 14, at 289-90.
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trucks, there could be no discernible federal regulatory objectives
undermined in this area.’®® Consequently, there could be no conflict
between design defect claims and these nonexistent federal objectives.*®?

Myrick did not break any new ground conceptually. The Court did not
pay attention to the Safety Act’s saving clause,’® and its analysis of the
statute’s preemption provision was relatively conventional. Myrick’s
primary significance was its repudiation of Cipollone’s “no implied
preemption” rule.*®

C. Medtronic, Inc. v. Lohr

Medtronic, Inc. v. Lohr,>® decided in 1996, held that common-law
negligence claims against the manufacturer of an allegedly defective
pacemaker were not preempted by the Medical Device Amendments of
1976 (“MDA”)**® to the Federal Food, Drug and Cosmetic Act
(“FDCA™).*%" The plaintiff in Medtronic, a heart patient, required emer-
gency surgery when her cardiac pacemaker failed.® She brought suit
against the manufacturer for defective manufacture and design, as well as
failure to warn.*”® According to the plaintiff’s physician, a defect in the
pacemaker’s Model 4011 lead caused it to malfunction.’'® In response, the
manufacturer claimed that section 360k(a) of the MDA®"' expressly
preempted all of the plaintiff’s claims.>'? Section 360k(a) declared that no
state could

establish or continue in effect with respect to a device intended for human
use any requirement—

301 Id.

02 Noah, supra note 6, at 924.

303 See Hall, supra note 57, at 262.

3%4 Raeker-Jordan, The Pre-emption Presumption, supra note 13, at 1463.

305 Medtronic, Inc. v. Lohr, 518 U.S. 470 (1996).

36 Medical Device Amendments of 1976, Pub. L. No. 94-295, 90 Stat. 539
(codified as amended in 21 U.S.C. § 360 (2000)).

37 Medtronic, 518 U.S. at 503 (citing the Federal Food, Drug and Cosmetic
Act,21 U.S.C. § 360 (2000)). The Federal Food, Drug and Cosmetic Act does not
expressly preempt product liability claims because it does not have a preemption
provision. See Owen, supra note 4, at 428.

398 Medtronic, 518 U.S. at 480-81.

3 1d. at 481.

319 1d. at 480-81. “The lead is the portion of [the] pacemaker that transmits [an]
electrical signal from the ‘pulse generator’ to the heart.” Id. at 480.

3121 U.S.C. § 360k(a) (1995).

312 Medtronic, 518 U.S. at 481-82.
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(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 a requirement applicable to the device under
this chapter.’'

The MDA required approval by the Food and Drug Administration
(“FDA”) before medical devices, such as catheters, artificial heart valves,
defibrillators, and pacemakers, could be marketed.>'* The MDA classified
medical devices into three categories based on their capacity to cause harm.
Class III encompassed the most dangerous medical devices,*'® including
pacemakers.’'® Before a Class Il device manufacturer could market its
product, it had to provide the FDA with a “reasonable assurance” that the
device was safe and effective.’’’ This involved submitting the product to
the FDA’s premarket approval (“PMA”) procedure.’’® This process was
lengthy and expensive.>' MDA, however, exempted existing or “predicate”
medical devices from being withdrawn from the market during the PMA
process.’?® Additionally, devices that were substantially equivalent to
predicate devices*?' were exempted from having to go through the PMA
process.’? Instead, the manufacturer of an exempted device merely had to
submit a “premarket notification” to the FDA.>>* This process, also known
as a “section 510(k) process,” typically took less than 20 hours for the FDA
to complete, as opposed to the 1200 hours that could be required for a PMA
review.’?* Medtronic successfully claimed that its Model 4011 lead was
“substantially equivalent” to a pre-existing device, and it was approved for
marketing by the FDA after a section 510(k) review 3%

3321 US.C. § 360k(a).

34 1d. § 360c (1995).

315 Medtronic, 518 U.S. at 477 (citing 21 U.S.C. § 360c(a)(1) (1995)).

316 Id. (citing 21 C.F.R. § 870.3610).

37 1d. (citing 21 U.S.C. § 360e(d)(2)).

318 Id

319 For a discussion of the FDA approval process see Jonathan Kahan,
Premarket Approval versus Premarket Notification: Different Routes to the Same
Market, 39 FOOD DRUG CosM. L.J. 510, 51415 (1984); Kirk, supra note 13, at
679-81.

32 Medtronic, 518 U.S. at 47748 (citing 21 U.S.C. § 360e(b)(1)(A)).

321 Id. at 478 (citing 21 U.S.C. § 360e(b)(1)(B)).

322 Id

g

3% 1d. at 478-79.

33 Id. at 480.
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Justice Stevens, joined by Justices Kennedy, Souter and Ginsburg,
wrote the plurality opinion and Justice Breyer wrote a concurring
opinion.’”® Justice O’Connor, joined by Chief Justice Rehnquist and
Justices Scalia and Thomas, wrote an opinion which concurred and
dissented.’?” Justice Stevens began by citing Cipollone for the proposition
that the Court could determine the MDA’s preemptive scope by examining
the language of § 360k(a).>*® Justice Stevens also invoked Cipollone to
support his conclusion that the Court’s interpretation of the statutory text
should take account of the presumption against preemption and reflect a
“fair understanding of congressional purpose.”?

With this in mind, Justice Stevens considered Medtronic’s contention
that any common-law claim constituted a “requirement” within the meaning
of § 360k(a) because it would impose duties upon the manufacturer that
were “different from, or in addition to” those imposed by the FDA.**
Justice Stevens characterized this argument as ‘“unpersuasive” and
“implausible” because it would leave consumers without any remedy if
they were injured by a defective medical device.”®' Quoting from the
Silkwood case, Justice Stevens declared that if Congress wished to take
away state-law remedies, it would have to express itself more clearly.>*?
Ironically, in light of Cipollone, Justice Stevens opined that “requirement”
was a “singularly odd word” for Congress to use if it wanted “to preclude
common-law claims.”*** Justice Stevens, nevertheless, tried to reconcile
this with the Court’s Cipollone holding. He argued that it was appropriate
to conclude in Cipollone that the term “requirement” included common-law
tort actions because the 1969 Cigarette Labeling Act preempted only a
narrow class of claims and, therefore, would not have seriously interfered
with important state interests.** Finally, Justice Stevens relied on the
MDA s legislative history to support his conclusion that it did not preempt
all common-law claims.**

32 Id. at 474, 503.

321 Id. at 509.

328 Id. at 484,

3 Id. at 485--86 (quoting Cipollone v. Liggett Group, Inc., 505 U.S. 504, 530
(1992)) (emphasis in original).

30 Id. at 486.

Bl Id. at 487.

332 See id.

g

34 Id. at 488.

35 Id. at 490-91.
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Justice Stevens then considered whether § 360k(a) of the MDA?*
preempted any specific claims.*’ Regarding the plaintiff’s defective design
claim, he concluded that the FDA focused more on equivalence than safety
in its 510(k) process; since the agency’s requirements were not related to
the safety of the product’s design, there was no overlap between them and
the standards applicable to manufacturers under state tort law.3*® Accord-
ingly, Justice Stevens found that the plaintiff’s design defect claim was not
expressly preempted.

Next, Justice Stevens determined whether § 360k(a) preempted the
plaintiff’s claims based on defective manufacturing or inadequate
labeling.**® This portion of the plurality opinion considered three issues: (1)
whether § 360k(a) preempted the manufacturing or labeling claims based
on a manufacturer’s conduct that violated FDA regulations; (2) whether §
360k(a) preempted manufacturing or labeling claims because tort law
incorporated liability standards not identical to applicable federal require-
ments; and (3) whether § 360k(a) preempted common-law tort claims in
cases where manufacturers had complied with FDA requirements of general
applicability which established federal standards regarding manufacturing
and labeling.

The defendant argued that § 360k(a) preempted manufacturing and
labeling claims based on conduct that violated an applicable FDA
regulation.’*® The defendant reasoned that the states created a parallel
enforcement regime that relied on damage awards rather than administra-
tive sanctions for violations of FDA regulations.3*' Justice Stevens,
however, disagreed with the defendant, concluding instead that the
availability of a damages remedy under state law did not impose any
additional substantive requirement upon product manufacturers who
violated FDA regulations, but merely subjected violators to additional
liability.>*? Justice Stevens also rejected the notion that § 360k(a) pre-
empted state tort law because injured parties who brought tort claims often
had to prove additional elements, such as negligence, in order to recover
against those who violated FDA regulations. He concluded that “such

321 U.S.C. § 360(K)(a) (1995).
37 Medtronic, 518 U.S. at 492.
38 1d. at 492-94.

3 Id. at 495.

30 See id.

341 Id

M gy



950 KENTUCKY LAW JOURNAL [VoL. 92

additional elements of the state-law cause of action would make the state
requirements narrower, not broader, than the federal requirement.”**

Justice Stevens acknowledged that his interpretation was “substantially
informed” by FDA regulations which interpreted the scope of § 360k(a)’s
preemptive scope.** The applicable regulations stated that § 360k(a) “does
not preempt State or local requirements that are equal to, or substantially
identical to, requirements imposed by or under the act.”*** According to
Justice Stevens, the FDA was “uniquely qualified to determine whether a
particular form of state law ‘stands as an obstacle to the accomplishment
and execution of the full purposes and objectives of Congress . . . and,
therefore, whether it should be preempted.”**

Justice Stevens then turned to the question of whether FDA regulations
of general applicability were sufficient to preempt common-law claims.
One set of regulations required manufacturers of medical devices to include
a label with each device that contained “information for use . . . and any
relevant hazards, contraindications, side effects, and precautions . . . .”*
Another set of regulations required manufacturers to comply with “good
manufacturing practices,” which are described by the FDA in considerable
detail .**® The Court of Appeals ruled that all of the plaintiff’s manufactur-
ing and labeling claims were preempted because they would interfere with
the consistent application of these regulations.**® Justice Stevens, relying
on the text of § 360k(a) and 21 C.F.R. § 808.1(d), concluded that these
claims would not be preempted unless certain conditions were met.

Based on the language of the statute, Justice Stevens found that the
federal requirement must be applicable to the device in question to preempt
state law.**® Furthermore, in 21 C.F.R. § 808.1(d) this meant that preemp-
tion would not occur unless the FDA established “specific counterpart
regulations or . . . other specific requirements applicable to a particular
device.”*' Section 808.1(d)(1) indicated that Congress did not intend for
§ 360k(a) “to preempt ‘State or local requirements of general applicability

343 Id

¥ 1d.

3321 C.F.R. § 808.1(d)(2) (1995).

34 Medtronic, 518 U.S. at 496 (quoting Hines v. Davidowitz, 312 U.S. 52, 67
(1941)).

3721 C.F.R. § 801.109(b), (c).

38 See id. § 820.

3 Medtronic, Inc. v. Lohr, 56 F.3d 1335, 1350 (11th Cir. 1995).

30 Medtronic, 518 U.S. at 499.

1 Id. at 498 (quoting 21 C.F.R. § 808.1(d) (1995)).
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where the purpose of the requirement relates . . . to other products in
addition to devices . . . .””*? This suggested to Justice Stevens that the
FDA’s manufacturing and labeling requirements reflected “important but
entirely generic concerns about device regulation generally, not the sort of
concerns regarding a specific device or field of device regulation that the
statute or regulations were designed to protect from potentially contradic-
tory state requirements.”** Consequently, Justice Stevens concluded that
the MDA did not expressly preempt any of the plaintiff’s claims based on
“defective manufacturing or labeling . . . >

In a concurring opinion, Justice Breyer expressed his support for
Cipollone’s finding that the term “requirement” could refer to a duty
imposed upon product manufacturers by principles of state tort law.*** He
also endorsed the proposition that the Court should defer to a federal
agency’s determination of the preemptive effect of a statute or regulation.**®
Justice Breyer agreed that the FDA could exercise its preemptive power in
a narrow manner if it wished.’® Finally, he engaged in an implied
preemption analysis and concluded that (1) the FDA had not occupied the
entire field of medical device regulation and (2) state tort law did not
threaten to conflict with the FDA’s regulatory objectives in this area.’*®

Justice O’Connor also embraced the Cipollone Court’s finding that
common-law tort actions could impose “requirements” on product
manufacturers.’®® While she agreed that § 360k(a) did not preempt the
plaintiff’s design defect claims or any claims based on conduct that violated
FDA regulations,’® Justice O’Connor concluded that some of the plaintiff’s
common-law claims imposed state requirements upon the defendant that
were “different from, or in addition to” FDA requirements.*®' Moreover,
she expressed considerable skepticism about the practice of relying on
agency interpretations of statutory preemption provisions and exclaimed
that “[w]here the language of the statute is clear, resort to the agency’s

352 Id. at 499.

353 Id. at 501.

354 Id. at 502.

355 Id. at 504 (citing Cipollone v. Liggett Group, Inc., 505 U.S. 504 (1992)).

3% Id. at 505-06.

37 Id. at 506-07.

358 Id. at 507-08.

39 Id. at 510. Justice O’Connor was joined by Chief Justice Rehnquist, Justice
Scalia, and Justice Thomas.

30 Id. at 513,

%' Id. at 514.
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interpretation is improper.”*® Justice O’Connor objected to the FDA’s
attempt to limit the preemptive scope of § 360k(a) by adopting regulations
that preempted state law only when a conflict existed between a specific
state requirement and a specific federal requirement.*®®

In some respects, the Medtronic decision represents a return to the
principles set forth in Cipollone. First, most of the Justices focused
primarily on the language of § 360k(a) and avoided an implied preemption
analysis.*® Additionally, Justice Stevens referred to the presumption
against preemption, although he did not rely on this principle to narrowly
interpret the statutory language.*®® Finally, a majority of the Court endorsed
the notion that common-law tort actions could impose requirements on
affected parties that were different from requirements imposed by federal
law. ¢

D. Norfolk Southern Railway Co. v. Shanklin

Norfolk Southern Railway Co. v. Shanklin®® involved the same federal
statute as Easterwood.>®® The Court in Shanklin, however, concluded that
the FRSA preempted the plaintiff’s common-law tort claim.**® In Shanklin,
the plaintiff’s husband was killed at a railroad crossing at Oakwood Church
Road in western Tennessee.*” The plaintiff alleged that the warning signs
installed at the crossing did not provide an adequate warning to
motorists.’”' “At the time of the accident, the Oakwood Church Road
crossing was equipped with advance warning signs and . . . [the] black-and-
white, X-shaped signs that read ‘RAILROAD CROSSING.*”* Federal
regulations required that some crossings, but not the one at Oakwood
Church Road, be equipped with ““automatic gates with flashing lights.”*"*

The railroad argued that the plaintiff’s claim was preempted by
FRSA.*"* As mentioned earlier,*”> FRSA contained an express preemption

32 1d. at 512.

33 1d at 511-12.

364 Madden, supra note 4, at 147-48.

365 Davis, supra note 4, at 1003; see also Carroll, supra note 155, at 814.
366 Davis, supra note 4, at 1003.

367 Norfolk S. Ry. Co. v. Shanklin, 529 U.S. 344 (2000).
368 CSX Transp., Inc. v. Easterwood, 507 U.S. 658 (1993).
3% Shanklin, 529 U.S. at 347.

3 1d. at 347, 350.

M Id. at 347.

3 I1d. at 350.

3 14, at 349 (quoting 23 C.F.R. § 646.214(b) (1999)).

4 Id. at 350-51.

375 See supra text accompanying notes 248-52.



