





of its two-part test for preemption of pesticide-related product liability claims
under § 136v(b) of FIFRA. More specifically, the Court interpreted the meaning
of the phrase “in addition to or different from” in § 136v(b}—a phrase which
nowhere appears, or has an analog, in § 300aa-22 of the Vaccine Act. See Bates,
544 U.S. at 447-48. The Court adopted a “‘parallel requiremgnts’ reading of
§ 136v(b)” that excludes from preemption “a state-law labeling requirement . . . if
it is equivalent to, and fully consistent with, FIFRA’s misbranding provisions.” Id.
at 447.

In its “parallel requirements” discussion, the Court noted that
“[c]onspicuously absent from the submissions by [Respondent] Dow and the
[amicus curiae] United States is any plausible alternative interpretation of ‘in
addition to or different from’ that would give that phrase meaning.” Id. at 448.
The Court then further indicated, in what only can be described as dicta, that
“[e]ven if Dow had offered us a plausible alternative reading of § 136v(b) --
indeed, even if its alternative were just as plausible as our reading of that text -- we
would nevertheless have a duty to accept the reading that disfavors pre-emption.”

Id. at 449 (emphasis added).
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B.  Bates Does Not Require Courts To Interpret Express Preemption
Provisions In a Manner That Disfavors Preemption

‘According to the Court of Appeals, “[t]he emphasized language above
~ drastically changes traditional preemption analysis.” Ferrari, 650 S.E.2d at 589.
More specifically, the Court of Appeals asserted that

[tlhe pivotal language in Bates changed traditional

preemption analysis in two ways: (1) There is no longer a

rebuttable presumption against preemption, but a duty to

accept the reading of an express preemption statute that

disfavors preemption; and (2) preemption analysis ends

with an examination of the statutory language alone.

Under this approach, it appears that legislative history

should no longer be examined to discern Congressional

intent when an express preemption clause has two
plausible alternative readings.

Ibid.

" This radical interpretation of Bates is demonstrably incorrect. “Bates does
not require a court to automatically accept a plausible interpretation of a statute
which disfavors preemption. . . . the Ferrari holding takes only one part of the
Bates ruling out of its context, and gives it broader scope than is appropriate.”
Bruesewitz v. Wyeth, Inc., 508 F. Supp. 2d 430, 444 (E.D. Pa. 2007), appeal
docketed, No. 07-3794 (3rd Cir. Sept. 24, 2007).

The Court of Appeals erroneously transformed a fragment of dicta from
Bates into a Supreme Court “pronouncement” that supposedly is “outcome

determinative” and “drastically changes” the manner in which courts must interpret
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“any express preemption statute.” Ferarri, 650 S.E.2d at 589, 590, 590 n.10. In
reality, the dicta at issue merely refers to, and does not alter, the rebuttable
“presumption against preemption”—a controversial feature of federal preemption
jurisprudence which the U.S. Supreme Court has invoked sporadically when
interpreting express preemption provisions. See gemerally Rice v. Santa Fe
Elevator Corp., 331 U.S. 218, 230 (1947) (“[W]e start with the assumption that the
historic police powers of the States were not to be superseded by the Federal Act
unless that was the clear and manifest purpose of Congress.”) (emphasis added);
but see United States v. Locke, 529 U.S. 89, 108 (2000) (“As Rice indicates, an
‘assumption’ of nonpre-emption is not friggered when the State regulates in an
area where there has been a history of significant federal presence.”) (emphasis
added).

As further discussed below, for many years there has been sharp
disagreement within the Supreme Court regarding whether even a rebuttable
presumption against preemption should apply to interpretaﬁon of an express
preemption provision, which normally “provides a reliable indicium of

2

congressional intent with respect to state authority.” Cipollone v. Liggett Group,
Inc., 505 U.S. 504, 517 (1992). In view of the nature of this controversy, and
contrary to the opinion of the Court of Appeals, Bates did not suddenly replace

what at most is a rebuttable presumption against preemption with what amounts to
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an unrebuttable presumption mandating that every express preemption provision,
regardless of its legislative history or congressional intent, be construed against
preemption of state law whenever sﬁch an interpretation is “plausible.”

L. The majority opinion in Bates, which was- authored by Justice
Stevens, indicated that there is no “plausible alternative” to the “‘parallel
requirements’ reading of § 136v(b)” of FIFRA. Bates, 544 U.S. at 447, 448. The
opinion then proceeded to suggest that the Court still would have adopted its
“parallel requirements” reading of § 136v(b) (i.e., a reading which “disfavors pre-
emption” of state-law failure-to-warn claims that “parallel” federal pesticide
requireménts) “leJven if Dow [the pesticide manufacturer] had offered . . . a
plausible alternative reading . . . indeed, even if its alternative were just as plausible
as [the Court’s] reading of that text.” Id at 449 (emphasis added). This dicta,
which the Court of Appeals mistakenly elevated into a major doctrinal change, was
nothing more than a hypothetical application of the general rebuttable presumption
against preemption. Indeed, in quoting Bates, the Court of Appeals’ opinion, 650
S.E.2d at 589, omits the Supreme Court’s citations to, and reliance upon, its own
precedents regarding the rebuttable presumption against preemption. See Bates,
544 U.S. at 449 (quoting Rice, 331 U.S. at 230 (classic statement of the

presumption against preemption)); ibid. (citing Medtronic, Inc. v. Lohr, 518 U.S.
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470, 485 (1996) (product liability case invoking the presumption against
preemption)).

2. Subsequent Supreme Court decisions demonstrate that Justice
Stevens’ majority opinion in Bates neither eliminated the general rebuttable
presumption against preemption nor replaced it with the strict, slanted rule of
construction which the Court of Appeals read into Bates. For example, in a
banking-related federal preemption case decided last year, Justice Stevené, joined
by Chief Justice Roberts and Justice Scalia, authored a dissenting opinion which
referred to “our presumption against preemption - a presumption I do not
understand the Court to reject,” as “basic rule, central to our federal system.”
Watters v. Wachovia Bank, N.A., 127 S.Ct. 1559, 1578-79 (2007) (Stevens, J.,
dissenting). And in Merrill Lynch, Pierce, Fenner & Smith v. Dabit, 547 U.S. 71
(2006) (holding that a federal securities statute preempted certain state-law class-
action claims erught by securities holders), Justice Stevens, writing for‘a
unanimous Court, referred both to “the general ‘presum[ption] that Congress does
not cavalierly pre-empt state-law causes of action,’” id. at 87 (quoting Medtronic,
Inc. v. Lohr, 518 U.S. 470, 485 (1996)), aﬁd Bates® observation “that a ‘long
history’ of state-law tort remedy ‘add[ed] force’ to the presumption against pre-
emption,” id. at 88 (quoting Bates, 544 U.S. at 449). See also Nat’l A&s 'n of State

Utility Consumer Advocates v. FCC, 457 F.3d 1238, 1252 (11th Cir. 2006)

10
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(applying the “presumption against preemption . . . to determine whether Congress
granted the Commission authority to preempt the state regulation of line item
billing” for cellular wireless services).

Most recently, Justice Ginsburg, in her dissenting opinion in Riegel v.
Medtronic (a case which is discussed more fully later in this brief), invoked the
presumption against preemption in discussing why, in her view, § 360k(a) of the
MDA does not preempt product liability claims involving medical devices that
have undergone the Food and Drug Administration’s rigorous premarket approval
‘process. See Riegel, 128 S. Ct. at 1013-14 (Ginsburg, J., dissenting). According to
Justice Ginsburg, “[flederal laws containing a preemption clause do not
automatically escape the presumption against preemption.” Id. at 1014 (citing
Bates, 544 U.S. at 449). As- part of this discussion about the rebuttable
presumption against preemption, Justice Ginsburg, quoting Bates, asserted that

[a] preemption clause tells us that Congress intended to
supersede or modify state law to some extent. In the
absence of legislative precision, however, courts may
face the task of determining the substance and scope of
Congress’ displacement of state law. Where the text of a
preemption clause is open to more than one plausible

reading, courts ordinarily “accept the reading that
disfavors pre-emption.” Bates, 544 U.S. at 449,

Riegel, id. at 1014 (emphasis added). Thus, Justice Ginsburg, quoting the very
language at issue in this appeal, indicated that Bates’ reference to “accept[ing] the

reading that disfavors pre-emption” is simply another way of stating that, in her

11
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view, a presumption against preemption “ordinarily” should apply to questions
involving the scope of express preemption provisions that are susceptible to more
‘than one interpretation. See also id. at 1016 n.9 (Ginsburg, J., dissenting)
(referring to “the presumption against preemption operative even in construing a
preemption cléuse”).

3. Justice Ginsburg’s dissenting opinion in Riege/—which nowhere
asserts that Bates changed the manner in which federal preemption provisions
should be interpreted—is the latest installment in the long ongoing debate within
the Supreme Court regardiﬁg whether, in lieu of the ordinary rules of statutory
construction, even a'rebuz‘tab‘le presumption against preemption should apply to
questions concerning the scope of an express prevemption provision. That debate is
reflected in Bates and earlier product liability preemption cases, as well as in
Riegel. See Bates, 544 U.S. at 457 (Thomas, J., concurring in the judgment in part
and dissenting in part) (“[T]he majority states that the presumption against pre-
emption requires choosing the interpretation of § 136v(b) that disfavors pre-
emption. . . . That presumption does not apply, however, when Congress has
included within a statute an express pre-emption provision. . . . our task is to
determine which state-law claims § 136v(b) pre-empts, without slanting the inquiry
in favor of either the Federal Government or the States.”) (emphasis added);

Medtronic, Inc. v. Lohr, 518 U.S. 470, 485 (1996) (“[Dlissenting Justices have
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argued that this assumption should apply only to the question whether Congress
intended any pre-emption at all, as opposed to questions concerning the scope of
‘its intended invalidation of state law.”); Cipollone v. Liggett Group, 505 U.S. at
545 (1992) (Scalia, J., concurring in the judgment in part and dissenting in part)
(“[I]tv seems to me that assumption dissolves once there is conclusive evidence of
intent to pre-empt in the express words of the statute itself, and the only remaining
question is what the scope of that pre-emption is meant to be.”) (emphasis added).

In its opinion below, the Court of Appeals acknowledged that “[b]efore
Bates, application of a presumption against preemption to questioné concerning the
scope of an express preemption clause was controversial.” Ferrari, 650v S.E.2d at
589 (citing Lohr and Cipollone). 1t still is. The Court of Appeals illogically
misread Justice Stevens’ dicta in Bates as somehow resolving the debate over
whether interpretation of express preemption provisions even should be subject to.
a rebuttable presumption against preemption by imposing what is tantamount to an
unrebuttable presumption.

4. The Court of Appeals’ notion that under Bates, “clear legislative
history to the contrary” is immaterial to construing a preemption provision in a
way that disfavors preemption, Ferrari, 650 S.E.2d at 590, makes its misreading of
Bates even more problematic and improbable. It is axiomatic that “[t]he purpose

of Congress is the ultimate touchstone of pre-emption analysis.” -Cipollone, 505
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U.S. at 516 (internal quotation marks omitted). Thus, not surprisingly, the
Supreme Court’s opinion in Bates included a lengthy discussion of FIFRA’s
legislative history, see 544 U.S. at 437-41, 452 n.26, and analyzed the scope of the
statute’s preemption provision “[a]gainst this background,” id. at 442. Subsequent
to Bates, the Supreme Court has continued the practice of examining legislative
history that conveys or reflects Congress’ preemptive intent. See, e.g., Mid-Con
Freight Sys., Inc. v. Mich. Pub. Serv. Comm’n, 545 U.S. 440, 449 (2005) (“Our
reading of the [preemption provision’s] text finds confirmation in historical
context.”).

5. Tracking the lower court’s opinion, Appellees argue that under Bates,
“if there is any rational interpretation of a federal statute that would permit the
states to apply their own law to a case, the states are free to do so.” Br. of
Appellees at 17. If this were correct,.it would be virtually impossible for Congress
to enact a statute preempting state regulatory or tort law since any court that is
disinclined to find preemption almost always could conclude that construing a
preemption provision in a manner that excludes the state law at issue is a
“plausible” or “rational” interpretation.

Appellees assert that the “justification for this approach is [that] it forces
Congress to be explicit and politically accountable in drafting legislation that

impinges on state authority.” Ibid. (emphasis added). But Congress already knows
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how to be explicit in drafting preemption provisions that express its intent
regarding displacement of state law. In Riegel, for example, the Court found it
unnecessary to rely upon FDA’s position regarding the meaning of the MDA
preemption provision because in view of “the broad language Congress chose in
the MDA . . . the statute itself speaks clearly to the point at issue.” 128 S. Ct. at
1008, 1009.

In contrast, under Appellees’ unworkable approach to express preemption,
Congress would have to anticipate every conceivable current and future type of
state law (including every possible type of state-law product liability claim) that it
intends to preempt, and then draft an incredibly precise preemption pfovision that
explicitly itemizes each and every such law or claim. As Justice Scalia explained in
a slightly different context, under such a rule

[t]he statute that says amything about pre-emption must
say everything; and it must do so with great exactitude, as
any ambiguity concerning its scope will be read in favor
of preserving state power. If this is to be the law, surely

only the most sporting of congresses will dare to say
anything about pre-emption.

The proper rule of construction for express pre-emption
provisions is ... the one that is customary for statutory
provisions in general: Their language should be given its
ordinary meaning.

Cipollone, 505 U.S. at 548 (Scélia, J., concurring in the judgment in part and

dissenting in part).
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C.  Riegel Demonstrates That the Court of Appeals Misinterpreted
Bates |

On February 20, 2008 the U.S. Supreme Court issued its opinion in Riegel v.
Medtronic, Inc., 128 S. Ct. 999. Riegel addressed the question of whether the
MDA’s expreés pfeemption provision, 21 U.S.C. § 360k(a), “bars common-law
claims challenging the safety and effectiveness of a medical device given
premarket approval by the Food and Drug Administration (FDA).” Id. at 1002.
Despite what Justice Ginsburg, in her dissenting opinion, considered to be a
plausible contrary reading of that preemption provision, the Court held 8-1 that
§ 360k(a) expressly preempts such claims. Riegel, the first Supreme Court
decision concerning federal preemption of product liability claims since Bates,
demonstrates that the Court of Appeals misunderstood and misread Bates.

Section 360k(a) of the MDA provides in pertirient part that “no State or
political subdivision of a State may establish or continue in effect with respect to a
device intended for human use any requirement—which is different from, or in
addition to, any requirement applicable under this chapter to the device.” 21
U.S.C. § 360k(a) (emphasis added). In Bates, the Court noted, 544 U.S. at 447,
that this MDA preemption provision is “similarly worded” to the FIFRA
preemption provision interpreted in that case.

The majority opinion in Riegel, authored by Justice Scalia, indicates that

“[s]afety and effectiveness are the very subjects of the Riegels’ common-law

16

94



claims, so the critical issue is whether New York’s tort duties constitute
‘requirements’ under the MDA.” 128 S. Ct. at 1007. In holding that those tort
duties are “requirements” within the meaning of the § 360k(a) preemption
provision, the Court cited its earlier holdings, including in Bates, “that a provision
pre-empting state ‘requirements’ pre-empted common-law duties.” [bid. The
Court reiterated in Riegel that “[a]bsent other indication, reference to a State’s
‘requirements’ iﬁcludes its common-law duties.” Id. at 1008. In other words, as
confirmed by Riegel, and contrary to the position that Appellees are advocating
here, Br. of Appellees at 17, the Supreme Court did not hold in Bates that a federal
preemption provision must “explicitly” refer to common-law claims or duties in
order to preempt them.

~ In her dissenting opinion, Justice Ginsburg set forth a detailed discussion as
to why, in her view, it is plausible (indeed, necessary) to read § 360k(a) of the
MDA in a manner that excludes preemption of common-law claims for defectively
designed or inadequately labeled m.edical devices. To support that interpretation of
the preemption provision, Justice Ginsburg recounted the MDA’s legislative
history. See Riegel, 128 S. Ct. at 1014-18. As discussed earlier in this brief, she
also referred to the general rebuttable presumption against preemption, including
by quqting the Bates dicta at issue in this appeal. See id. at 1013-14 (Ginsburg, J.,

dissenting). But Justice Ginsburg nowhere contended that Bates replaced the
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rebuttable presumption against preemption with an inflexible new rule that would
compel the Court to adopt her reading of § 360k(a). None of the other eight
Justices of the Supreme Court, including Justice Stevens, who authored the Bates

opinion, read Bates that way either.

CONCLUSION

The Court of Appeals erred by predicating its opinion on a misreading of

Bates. This Court, therefore, should reverse the opinion of the Court of Appeals.
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Association are submitting this brief because they
have a substantial interest in the development, inter-
pretation, and application of this Court’s jurispru-
dence on federal preemption of state-law damages
claims involving products whose safety is closely
regulated by expert federal agencies such as the Food
and Drug Administration (FDA) and the United
States Environmental Protection Agency (EPA).
Amici believe that consumer protection is signifi-
cantly strengthened by preemption of any type of tort
claim that is based on a state-law duty which
diverges from, conflicts with, or otherwise under-
mines federal safety regulation, especially in areas
such as product labeling and warnings, where nation-
ally uniform regulation is critical to proper usage.

CropLife America is the national trade association
for the plant science industry. Its member companies
develop, produce, sell, and distribute virtually all of
the agricultural crop protection pesticides and
biotechnology products used by American farmers to
provide consumers with safe, affordable, and abun-
dant food and fiber. For more than sixty years
CropLife America has been industry’s leading voice
on significant federal and state pesticide regulatory
issues. One such issue is the deleterious impact of
state-law failure-to-warn claims on the system of
nationally uniform product labeling which Congress
mandated through enactment of § 136v(b) of the
Federal Insecticide, Fungicide, and Rodenticide Act
(“FIFRA”), 7 U.S.C. § 136v(b). CropLife America has
participated as amicus curiae in numerous appeals
involving the scope of FIFRA preemption under
§ 136v(b), including Bates v. Dow AgroSciences LLC,
544 U.S. 431 (2005), a case upon which petitioner and
the amici curiae supporting her heavily rely.
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The American Chemistry Council represents the
leading companies engaged in the business of chemis-
try. A substantial number of the Council’s members
produce and distribute pesticides, including a wide
variety of antimicrobial products, which like all
pesticide products, are comprehensively regulated
under FIFRA by EPA.

The Consumer Specialty Products Association
represents the interests of companies which provide
households, institutions, and industrial customers
with products that help provide a cleaner and health-
ier environment. Those products include disinfec-
tants and insecticides used in homes, hospitals, and
restaurants.

SUMMARY OF ARGUMENT

1. Petitioner and her amici curiae are attempting
to use this premarket approval (“PMA”) medical
device product liability case as a vehicle for mounting
an all-out assault on the principle, firmly established
by this Court’s federal preemption precedents, that
state-law damages claims can be encompassed by
a federal regulatory statute’s express prohibition
against state-imposed requirements. Their anti-pre-
emption policy arguments, which present a lopsided
view of the benefits of product liability litigation,
mistakenly assume that manufacturers are totally
immunized from liability by express preemption con-
fined to damages claims that are based on state-law
duties which diverge from federal regulatory require-
ments regarding safety-related subjects such as
product design or labeling. They also incorrectly
assume that such express preemption—although lim-
ited in scope—deprives persons injured by defective
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products of their sole means for obtaining compensa-
tion.

2. Petitioner’s theory that no damages claim can
be encompassed by a federal statute’s preemption
provision unless Congress has manifested an un-
equivocal intent to preempt any and all damages
claims not only is illogical, but also contrary to the
claim-by-claim framework for express preemption
analysis mandated by this Court’s precedents, such
as Cipollone v. Liggett Group, Inc., 505 U.S. 504
(1992), and Bates v. Dow AgroSciences LLC, 544 U.S.
431 (2005). In reaffirming this claim-by-claim
approach, which the Second Circuit followed here in
applying § 360k(a) of the Food, Drug, and Cosmetic
Act’s Medical Device Amendments (“MDA”), 21
U.S.C. § 360k(a), the Court should make it clear that
the substance and elements of a state-law cause of
action, and not the name a plaintiff assigns to a
particular claim, determines whether it falls within
the scope of a federal statute’s express preemption
provision.

3. Consumer protection is enhanced, not under-
mined, by federal preemption of damages claims that
would impose state-law duties which diverge from or
otherwise conflict with federal regulatory require-
ments. This is especially true where a federal
statute’s goal is to achieve national uniformity of
regulation regarding product design, labeling, or
other safety-related subjects. Conflicting or differing
jury verdicts, which indisputably have a regulatory
effect on a product’s manufacturer, can impede,
impair, or destroy the national uniformity that Con-
gress seeks to achieve under the auspices of expert
and experienced federal agencies such as FDA and
EPA.
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4. In opposing preemption of state-law damages
claims, petitioner and her amici rely too much on
flawed dicta in the Bates majority opinion, which
addresses the preemptive scope of § 136v(b) of FIFRA.
In particular, the history of prior tort litigation is
irrelevant to the plain meaning of a preemption
provision such as § 136v(b) of FIFRA or § 360k(a) of
the MDA. Tort claims that impose divergent state-
law duties can seriously disrupt federal regulatory
programs. And the majority’s suggestion that prod-
uct liability litigation is the only means for obtaining
compensation seems oblivious to corporate social re-
sponsibility and product stewardship programs which
voluntarily compensate consumers when and if post-
market problems develop.

5. The Court should clarify that the inferential
“parallel requirements” exclusion from express pre-
emption discussed in Bates and Medtronic, Inc. v.
Lohr, 518 U.S. 470 (1996), should not be applied in a
way which nullifies congressional intent to preempt
state requirements that are different from or in
addition to federal requirements. A broad exclusion
which encompasses any general common-law duty
that is consistent with any general federal statutory
standard would provide plaintiffs and their attorneys
with a virtually automatic route around express
preemption. Instead, the exclusion should apply
only if a claim is based on a specific state-law duty
that seeks to enforce a specific federal regulatory
requirement.
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ARGUMENT

I. MANUFACTURERS ARE NOT IMMU-
NIZED FROM PRODUCT LIABILITY
SUITS BY EXPRESS PREEMPTION OF
DAMAGES CLAIMS THAT ARE PREM-
ISED UPON STATE-LAW DUTIES WHICH
DIVERGE FROM FEDERAL REQUIRE-
MENTS

In its opinion below, the court of appeals took “care
to explain that [it did] not hold that all state tort
claims as to PMA-approved devices are preempted.”
Riegel v. Medtronic, Inc., 451 F.3d 104, 106 (2d Cir.
2006). The lower court further indicated that “con-
trary to the dissent’s fear that the decision ... will
deprive those who were injured by an unreasonably
dangerous medical device of any remedy whatsoever
. . . the scope of [the] decision is actually quite lim-
ited.” Id. at 124 (internal quotation marks omitted).
Nevertheless, petitioner’s wide-ranging attack on
federal preemption of state-law damages claims in-
volving federally regulated products approaches that
subject as if it were an all-or-nothing proposition.
Her arguments against preemption are predicated
upon the mistaken notion that either Congress mani-
festly intended to afford total immunity to manufac-
turers of allegedly defective, federally regulated
products, thereby depriving consumers of all judicial
recourse, or such manufacturers necessarily are sub-
ject to the full panoply of state-law causes of action
for product liability regardless of the plain, broad
language of a federal statute’s preemption provision.

Relying upon this “total immunity” fallacy, peti-
tioner asserts that the issue before the Court is
whether a manufacturer such as Medtronic “is
entitled to immunity from state-law damages suits,
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regardless of their merits, the nature of Medtronic’s
conduct, or the severity of the resulting injuries.”
Pet. Br. at 14; see also id. at 1 (referring to
“Medtronic’s plea for immunity from liability”).
Petitioner’s amici follow the same tack.” Taking aim
at this overblown target, petitioner argues that there
is a “glaring absence in the legislative record of any
suggestion that consumers would lose their only
means of obtaining compensation for injuries.” Pet.
Br. at 19. She urges the Court to equate the lack of
congressional intent to afford manufacturers blanket
immunity from product liability suits with the
opposite extreme, namely, that “Congress did not
intend § 360k(a) to preempt damages claims at all.”
Id. at 15.

Petitioner’s black-or-white approach to federal pre-
emption of product liability litigation conflicts with
the type of careful, claim-by-claim analysis which
this Court repeatedly has indicated courts must
follow when applying a federal regulatory statute’s
express preemption provision to damages suits. In
analyzing the preemptive scope of § 5(b) of the Public
Health Cigarette Smoking Act of 1969, which pro-
vides that “[n]Jo requirement or prohibition based on
smoking and health shall be imposed under State law
with respect to the advertising or promotion of any

* See, e.g., Br. of AARP at 21 (arguing against “immunizing
device manufacturers from tort suits”); Br. of Sen. Kennedy &
Rep. Waxman at 8 (“Congress did not intend to preempt state
tort suits.”); Br. of Am. Ass’'n for Justice at 8 (“The question
before the Court is whether Congress intended [the MDA]
to prevent future victims from bringing state-law tort actions
....7); Br. for the States of New York, et al. at 4-5 (“It is simply
implausible that Congress ... would have meant to supersede
all of state tort law in the area of device safety.”).
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cigarettes,” the Court in Cipollone v. Liggett Group,
Inc., explained why a claim-by-claim analysis is
necessary:

That the pre-emptive scope of § 5(b) cannot be
limited to positive enactments does not mean
that that section pre-empts all common law
claims. . . . For purposes of § 5(b), the common-
law is not of a piece.

Instead . . . we must look to each of petitioner’s
common-law claims to determine whether it is in
fact pre-empted.

505 U.S. at 523 (emphasis added). The Court then
proceeded to consider whether § 5(b) of the Cigarette
Act applied to each type of state-law damages claim
alleged in the suit (e.g., failure to warn; breach of
express warranty; fraudulent misrepresentation). Id.
at 523-30; see Br. of Consumers Union at 3, 12 (“This
Court’s precedents on preemption dictate a close
analysis of both the purportedly preemptive federal
law and the purportedly preempted state rule. . . . a
close reading of the [Cipollone] decision reveals the
Court doing the work it has always done in pre-
emption cases: assiduously comparing the allegedly
preemptive federal statute with the specific state-law
claims being pressed.”).

The court of appeals adhered to this claim-by-claim
analytical framework in applying § 360k(a) of the
MDA to this case. First, the lower court, 451 F.3d at
114-16, discussed this Court’s fragmented express
preemption decision in Medtronic, Inc. v. Lohr, which
in part V of the lead opinion analyzed the applicabil-
ity of § 360k(a) to each of Medtronic’s different types
of claims, see 518 U.S. at 492-94 (discussing design
claim) and id. at 497-502 (discussing manufacturing
and labeling claims). The court then considered the
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causes of action in this case, and concluded that
some—but not all—tort claims involving PMA medi-
cal devices are expressly preempted by § 360k(a). See
Riegel, 451 F.3d at 124 (“[T]ort claims that are prem-
ised on a manufacturer’s deviation from the stan-
dards set forth in the device’s approved PMA
application . . . are in no way preempted. Only those
claims that allege liability despite a PMA-approved
device’s adherence to those standards are
preempted.”).

The Court should affirm the Second Circuit’s hold-
ing, which concludes that § 360k(a) expressly pre-
empts many types of state-law claims, see id. at 121,
but neither immunizes medical device manufacturers
from damages suits, nor deprives consumers of judi-
cial recourse for non-preempted causes of action, id.
at 123 (agreeing “with the district court’s conclusion
that the Riegels’ negligent manufacturing claim was
not preempted”). None of this Court’s product liabil-
ity preemption precedents, including Bates v. Dow
AgroSciences, mandates or condones the wholesale
approach to tort preemption that petitioner is advo-
cating here (i.e., that no tort claims are preempted
unless Congress deliberately and demonstrably in-
tended to enact a provision that preempts all tort
claims).

In Bates, a product liability suit involving a fed-
erally regulated pesticide, the Court reiterated its
holding in both Cipollone and Lohr that an express
preemption provision which prohibits states from
imposing their own requirements “reaches beyond
positive enactments, such as statutes and regula-
tions, to embrace common-law duties,” 544 U.S. at
443, but that such a proscription does not afford
manufacturers blanket immunity from product liabil-
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ity suits. The Court indicated instead that to deter-
mine whether a particular claim is preempted, “[t]he
proper inquiry calls for an examination of the ele-

ments of the common-law duty at issue.” Id. at 445
(citing Cipollone, 505 U.S. at 524).

More specifically, Bates holds, based on the express
terms of § 136v(b) of FIFRA, that “a particular state
rule” is preempted only if it satisfies two conditions:
“First, it must be a requirement ‘for labeling or
packaging,” and “[s]lecond, it must impose a labeling
or packaging requirement that is ‘in addition to or
different from those required under [FIFRA].” Id.
at 444 (quoting 7 U.S.C. § 136v(b)).” Applying the
first prong of this test for express preemption under
FIFRA, the Court held that unlike “fraud and negli-
gent failure-to-warn claims,” which “are premised on
common-law rules that qualify as ‘requirements for
labeling or packaging,” id. at 446, “petitioners’ claims
for defective design, defective manufacture, negligent
testing, and breach of express warranty are not pre-
empted,” id. at 444, because “[n]Jone of these common-
law rules requires that manufacturers label or pack-
age their products in any particular way,” ibid.

This Court’s classification of different types of dam-
ages claims as falling either within or outside the
scope of a statute’s express preemption provision
should not relieve a trial court of the task of analyz-
ing each cause of action pleaded in a particular suit
to determine whether it is preempted. For example,

’ Both the MDA and FIFRA contain “a similarly worded pre-
emption provision.” Bates, 544 U.S. at 447. Each preempts
“any” state-imposed “requirements” that are “in addition to”
or “different from” federal requirements. Compare 21 U.S.C.

§ 360k(a) and 7 U.S.C. § 136v(b).
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prior to Bates numerous courts recognized that the
applicability of § 136v(b) of FIFRA does not depend
upon “the guise under which the claim is presented.”
Netland v. Hess & Clark, Inc., 284 F.3d 895, 900 (8th
Cir. 2002);* see generally Aetna Health Inc. v. Davila,
542 U.S. 200, 214 (2004) (“[Dlistinguishing between
pre-empted and non-pre-empted claims based on the
particular label affixed to them would elevate form
over substance and allow parties to evade the pre-
emptive scope of [the statute] simply by relabeling
their . . . claims.” (internal quotation marks omitted);
Chicago & North Western Transp. Co. v. Kalo Brick &
Tile Co., 450 U.S. 311, 324 (1981) (preemption cannot
be “avoided by mere artful pleading”). Along the
same lines, Justice Thomas’ separate opinion in
Bates, joined by Justice Scalia, explains that “[a]
state-law cause of action, even if not specific to
labeling, nevertheless imposes a labeling require-
ment ‘in addition to or different from’ FIFRA’s when
it attaches liability to statements on the label that do
not produce liability under FIFRA.” Bates, 544 U.S.

* See, e.g., Nat'l Bank of Commerce v. Dow Chem. Co., 165
F.3d 602, 608 (8th Cir. 1999) (“It is immaterial whether an
inadequate labeling or failure to warn claim is brought under a
negligence or products liability theory.”); Kuiper v. American
Cyanamid Co., 131 F.3d 656, 662 (7th Cir. 1997) (holding that
§ 136v(b) preempts claims for misrepresentation or express war-
ranty based on oral or advertising statements “if they merely
repeat information in the label itself”); Grenier v. Vermont Log
Bldgs., Inc., 96 F.3d 559, 565 (1st Cir. 1996) (holding that
§ 136v(b) preempts a purported design or manufacturing defect
claim if it is actually a “disguised labeling claim”); Etcheverry v.
Tri-Ag Serv., Inc., 993 P.2d 366, 377 (Cal. 2000) (“When a claim,
however couched, boils down to an assertion that a pesticide’s
label failed to warn of the damage plaintiff allegedly suffered,
the claim is preempted by FIFRA.”).
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at 456 (emphasis added) (Thomas, J. concurring in
the judgment in part and dissenting in part). But
subsequent to the Court’s seemingly rigid listing of
non-preempted categories of claims in Bates, courts
in pesticide-related suits have been acting reflexively,
declining to look behind the name that a plaintiff
assigns to a cause of action to determine whether it is
based on a rule that qualifies as a requirement for
labeling, and thus is preempted.” In affirming the
Second Circuit’s medical device preemption decision
here, the Court should clarify Bates, and indeed em-
phasize that form does not trump substance when
determining whether a state-law product liability
claim, no matter how denominated, is expressly pre-
empted by a federal regulatory statute such as the
MDA or FIFRA.

II. CONSUMER PROTECTION IS ENHANCED
BY EXPRESS PREEMPTION OF DAM-
AGES CLAIMS THAT ARE PREMISED
UPON STATE-LAW DUTIES WHICH
DIVERGE FROM FEDERAL REQUIRE-
MENTS

Petitioner and her amici repeatedly assert that
federal preemption of damages claims undermines

* See, e.g., Mortellite v. Novartis Crop Protection, Inc., 460
F.3d 483, 490 (3rd Cir. 2006) (“FIFRA does not preempt claims
based on theories of strict liability, negligent testing, and breach
of express warranty. As the Supreme Court explained, such
common law claims plainly do not impose labeling requirements
....7"); Wuebker v. Wilbur-Ellis Co., 418 F.3d 883, 887 (8th Cir.
2005) (rejecting, based on Bates, manufacturer’s contention that
plaintiffs’ defective design and breach of warranty claims, “as
pleaded,” challenge the adequacy of FIFRA labeling require-
ments).
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consumer protection. They contend that product
liability litigation against manufacturers of federally
regulated products is an essential and beneficial form
of supplemental, state-by-state regulation necessi-
tated by “constrained and conflicted” federal agen-
cies. Br. of AARP at 6.° Further, they contend that
preemption of damages claims “would improperly
foreclose all remedies,” Pet. Br. at 43, thereby depriv-
ing injured persons of their sole financial recourse.’

To the contrary, consumer protection is enhanced
when highly experienced federal agencies, staffed by
dedicated scientific experts, regulate products such
as medical devices, drugs, and pesticides in a
nationally uniform manner. Product liability claims
based on state-law duties that diverge from or
otherwise conflict with federal requirements can have
a significant adverse impact on national uniformity of
regulation concerning safety-related subjects such as
product design and label warnings. Furthermore, the
vast majority of manufacturers display a high degree

® See also Br. of Am. Ass'n for Justice at 15 (referring to “the
longstanding reliance on post-marketing liability as a comple-
mentary means to achieve product safety”); Br. of Consumers
Union at 18 (“It has been, and should continue to be, the most
unusual case when this Court upends the friendly collaboration
between federal laws and state tort remedies.”); Br. of AARP at
7 (“The limited PMA process . . . is entirely inadequate to
replace the long-standing safety incentives and consumer pro-
tections provided by state tort law.”).

" See also Pet. Br. at 19 (referring to the “absence in the leg-
islative record of any suggestion that consumers would lose
their only means of obtaining compensation for injuries caused
by poorly designed or inadequately labeled PMA devices”); Br. of
AARP at 27 (“Tort law provides the only relief for patients
injured by defective medical devices.”).
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of corporate responsibility by voluntarily compensat-
ing consumers when and if safety-related problems
develop with their products.

In proffering their objections to any federal pre-
emption of damages claims, petitioner and her amici
place too much reliance upon policy dicta included
within Justice Stevens’ majority opinion in Bates. As
Justice Thomas, joined by Justice Scalia, indicated in
his partial dissent,

the majority [opinion] advances several argu-
ments designed to tip the scales in favor of the
States and against the Federal Government.
These arguments, in addition to being unnec-
essary, are unpersuasive. ... [Olur task is to
determine which state-law claims [the statute]
pre-empts, without slanting the inquiry in favor
of either the Federal Government or the States.

Bates, 544 U.S. at 457 (Thomas, J., concurring in the
judgment in part and dissenting in part) (emphasis
added).

1. The Bates majority opinion asserts that the
“long history of tort litigation against manufacturers
. . . adds force to the basic presumption against pre-
emption.” 544 U.S. at 449. Justice Thomas, joined
by Justice Scalia, disagreed:

The history of tort litigation against manufac-
turers is . . . irrelevant. ... We cannot know,
without looking to the text of § 136v(b), whether
FIFRA preserved that tradition or displaced
it. ... [W]hile allowing additional state-law
remedies likely aids in enforcing FIFRA’s mis-
branding requirements . . . it is for Congress, not
this Court, to strike a balance between state tort
suits and federal regulation.
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See id. at 457-58 (Thomas, J.) (emphasis added).” In
the case of FIFRA, even if “tort litigation against
pesticide manufacturers . . . was a common feature of
the legal landscape at the time of the 1972 amend-
ments,” id. at 440-41, that ancient history is com-
pletely irrelevant. This is because “the extensive
amendments” that Congress adopted in 1972, id. at
437, which were “spurred by growing environmental
and safety concerns,” ibid., included “significantly
strengthen[ing] FIFRA’s . . . labeling standards,”
Wisconsin Public Intervenor v. Mortier, 501 U.S. 597,
601 (1991), in part by enacting § 136v(b). The pur-
pose of § 136v(b) is to achieve and maintain national
labeling uniformity by prohibiting states from impos-
ing “requirements for labeling” that are “in addition
to or different from” federal requirements. See Bates,
544 U.S. at 452.

Along the same lines, it is not surprising that a
“groundswell of federal and state decisions” holding
that certain types of tort claims are expressly
preempted by a statutory prohibition against state-
imposed “requirements,” Bates, 544 U.S. at 441, did
not emerge until after the Court’s Cipollone opinion
in 1992. Indeed, the Court triggered the wave of
FIFRA tort preemption decisions when, within a
week of deciding Cipollone, it vacated and remanded
two FIFRA cases for further consideration in light of
Cipollone. After both courts of appeals held on
remand, based on Cipollone, that § 136v(b) expressly

* Justices Thomas and Scalia have expressed the view that
the presumption against preemption “does not apply . . . when
Congress has included within a statute an express pre-emption
provision.” Bates, 544 U.S. at 457 (Thomas, dJ.) (citing Cipollone,
505 U.S. at 545-46) (Scalia, J., concurring in judgment in part
and dissenting in part)).
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preempts labeling-related damages claims, the Court
declined further review,” and during the next twelve
years denied certiorari in many other FIFRA preemp-
tion cases prior to granting review in Bates. Further,
as the Court noted in Bates, 544 U.S. at 441, prior to
Cipollone, only the D.C. Circuit had considered the
question of whether damages claims are encom-
passed by § 136v(b), and contrary to this Court’s
subsequent holdings in Cipollone, Lohr, and Bates,
held that the term “requirements” is limited to state
positive enactments."

* See Arkansas-Platte & Gulf Partnership v. Van Waters &
Rogers, Inc., 959 F.2d 158 (10th Cir.), vacated and remanded,
506 U.S. 910 (1992) (vacating and remanding for further con-
sideration in light of Cipollone), previous opinion adhered to,
981 F.2d 1177 (10th Cir.), cert. denied, 510 U.S. 813 (1993);
Papas v. Upjohn Co., 926 F.2d 1019 (11th Cir. 1991), vacated
and remanded sub nom. Papas v. Zoecon Corp., 505 U.S. 1215
(1992) (vacating and remanding for further consideration in
light of Cipollone), aff'd sub nom. Papas v. Upjohn Co., 985 F.2d
516 (11th Cir.), cert. denied, 510 U.S. 913 (1993).

' The Bates majority opinion’s invocation of that pre-Cipollone
decision, Ferebee v. Chevron Chemical Co., 736 F.2d 1529 (D.C.
Cir. 1984), is puzzling. See Bates, 544 U.S. at 451. In the wake
of Cipollone, numerous courts of appeals and state appellate
courts have held that Ferebee “is no longer good law.”
Etcheverry v. Tri-Ag Serv., 993 P.2d at 372; see, e.g., King v. E. I.
DuPont de Nemours & Co., 996 F.2d 1346, 1351 (1st Cir. 1993)
(“In deciding Ferebee, the District of Columbia Circuit did not
have the benefit of the Supreme Court’s subsequent analysis
and ruling in Cipollone . . . we do not find Ferebee persuasive.”).
Moreover, the D.C. Circuit “has expressly acknowledged that
Cipollone repudiated [Ferebee’s] central premise by ‘explaining
that damage actions . . . must be preempted where positive
enactments are preempted.” Etcheverry, 993 P.2d at 372
(quoting Waterview Management Co. v. F.D.I.C., 105 F.3d 696,
699 (D.C. Cir. 1997)).
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2. The Bates majority opinion denigrates the cru-
cial role that national uniformity of regulation plays
in promoting the safety of products such as medical
devices, drugs, and pesticides. See 544 U.S. at 450
(asserting that the “United States greatly over-
state[d] the degree of uniformity and centralization
that characterizes FIFRA”). In the case of FIFRA,
the fact that “the statute authorizes a relatively
decentralized scheme that preserves a broad role for
state regulation,” ibid., proves nothing about the
statute’s express preemption of divergent state label-
ing requirements. Congress mandated, through en-
actment of § 136v(b)—which is entitled “Uniform-
ity”—that EPA establish and maintain a system of
nationally uniform product labeling. To be sure, the
statute preserves the states’ supplemental role in
regulating pesticide “sale or use.” See 7 U.S.C.
§ 136v(a). But when Congress “transformed FIFRA
. . . into a comprehensive regulatory statute,” Mortier,
501 U.S. at 601 (internal quotation marks omitted),
it did not “authorize[]] a relatively decentralized
scheme,” Bates, 544 U.S. at 450, with regard to
product labeling, which this Court acknowledges is
“an area that FIFRA’s [federal-state regulatoryl]
‘program’ pre-empts,” Mortier, 501 U.S. at 615."

" Legislative materials demonstrate that when Congress en-
acted § 136v(b) in 1972 (four years prior to § 360k(a) of the
MDA), it believed that EPA alone—and not the states—would
have authority to regulate pesticide labeling. See, e.g., H.R.
Rep. No. 92-511 (1971) at 16 (“In dividing the responsibility
between the States and the Federal Government for the man-
agement of an effective pesticide program, the [House] Commit-
tee [on Agriculture] has adopted language which is intended to
completely preempt State authority in regard to labeling.”)
(emphasis added). Along the same lines, in Mortier, the Court
explained that “FIFRA’s historic focus [is] on labeling,” 501 U.S.
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Pesticide labeling is different from the ordinary
labels placed on most types of non-federally regulated
products. It enables EPA, a federal agency which
possesses tremendous scientific expertise and dec-
ades of regulatory experience, to ensure that all
necessary warnings, safety precautions, directions for
use, and other essential information are communi-
cated from a pesticide product’s manufacturer through
the chain of distribution to the individuals who
actually use the product. The substantial health,
safety, environmental, and product performance
benefits that nationally uniform, EPA-regulated
product labeling affords to consumers, farmers, and
professional pesticide applicators cannot be over-
stated. The same undoubtedly is true for nationally
uniform medical device and drug labeling.

The Bates majority opinion acknowledges the “nar-
row, but still important, role” that § 136v(b) plays in
the FIFRA scheme: “In the main, it pre-empts
competing state labeling standards—imagine 50
different labeling regimes prescribing the color, font
size, and wording of warnings ....” 544 U.S. at 452.
Further, the opinion holds that § 136v(b) expressly
preempts “any statutory or common-law rule that
would impose a labeling requirement that diverges
from those set out in FIFRA and its implementing
regulations.” Ibid. Yet, the opinion asserts that the
United States, which appeared in Bates as amicus
curiae, “exaggeratel[d] the disruptive effects of using
common-law suits to enforce the prohibition on
misbranding,” id. at 451.

at 613, and that when Congress rewrote FIFRA in 1972, it
“significantly strengthened” the Act’s “labeling standards,” id. at
601, in part by enacting § 136v(b).
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To the contrary, where as in the case of the MDA
or FIFRA, national uniformity with respect to a
particular regulated subject such as labeling is an
undeniable statutory objective, especially where that
goal is expressed in a plainly and broadly worded
preemption provision and is not constrained by a
saving clause, damages claims that encroach upon
the federal regulatory scheme necessarily conflict
with congressional intent and threaten to destroy
uniformity. Where “the pre-emption provision itself
reflects a desire to subject the industry to a single,
uniform set of federal safety standards . . . [t]his
policy by itself favors pre-emption of state tort suits,
for the rules of law that judges and juries create or
apply in such suits may themselves similarly create
uncertainty and even conflict, say, when different
juries in different States reach different decisions on
similar facts.” Geier v. Am. Honda Motor Co., 529
U.S. 861, 871 (2000).

In the same vein, petitioner concedes that § 360k(a)
of the MDA was enacted to supplant state regulation
and achieve nationwide uniformity, see Pet. Br. at 7,
16, but fails to reconcile that important, safety-
related statutory objective with this Court’s repeated
holding that damages awards are a form of state
regulation. See, e.g., Cipollone, 505 U.S. at 521.
Even if, as petitioner asserts, “the impetus for Con-
gress’s enactment of a preemption provision [in the
MDA] was the existence of state regulatory programs
that potentially could subject device manufacturers
to inconsistent requirements once federal require-
ments were put into place,” Pet. Br. at 16, it would be
illogical to assume that Congress would have wanted
to allow the states to circumvent preemption and
impose such inconsistent requirements through dam-
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ages awards. See Lohr, 518 U.S. at 504 (Breyer, J.,
concurring in part and concurring in the judgment)
(discussing the “anomalous consequences” of failing
to recognize that “[t]he effects of the state agency
regulation and the state tort suit are identical”). As
the court of appeals explained below, in the absence
of preemption “it is certainly conceivable that dif-
ferent juries would reach conflicting verdicts about
the same medical devices, thus rendering it almost
impossible for a device to comply simultaneously with
its federal PMA (which, after all, can only change
after an extensive process) and with the various
verdicts issued by different juries around the coun-
try.” Riegel, 451 F.3d at 122. This Court should
affirm the opinion below “to avoid the conflict, uncer-
tainty, cost, and occasional risk to safety itself that
too many different safety-standard cooks might
otherwise create.” Geier, 529 U.S. at 871.

3. The Bates majority opinion erroneously suggests
that “depriv[ing] injured parties of a long available
form of compensation,” 544 U.S. at 449, would
eliminate their only recourse. That proposition is
necessarily incorrect where, as in the case of the
MDA and FIFRA, an express preemption clause is
limited in scope, and thus does not cloak a manufac-
turer with blanket immunity from product liability
suits. Further, the premise that litigation is the only
way to obtain compensation for defective products
simply is not true. Most companies that market
federally regulated products such as medical devices,
drugs, and pesticides are responsible corporate citi-
zens and seek to avoid litigation by voluntarily
compensating persons legitimately claiming to have
been injured by their products.
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For example, as a matter of good product steward-
ship and sound business sense, agricultural pesticide
manufacturers, through their regional and local
representatives, work closely with individual farmers
to investigate and resolve pesticide-related problems,
such as crop injury. When circumstances warrant,
manufacturers voluntarily provide a variety of reme-
dies such as cost reimbursement, pesticide reapplica-
tion, replacement of seed, or monetary compensation.
In the infrequent event of widespread problems,
manufacturers establish formal claims resolution
programs to try to learn more about the claims and
avoid the costs and burdens of litigation for the
benefit of all parties and the public.

III. THE “PARALLEL REQUIREMENTS”
EXCLUSION SHOULD APPLY ONLY TO
DAMAGES CLAIMS THAT ARE PREM-
ISED UPON BREACH OF A SPECIFIC
STATE-LAW DUTY TO COMPLY WITH A
SPECIFIC FEDERAL REQUIREMENT

As an alternative to their contention that “Con-
gress did not intend § 360k(a) to preempt damages
claims at all,” petitioner asserts “that, if § 360k(a) is
nonetheless read to encompass damages claims, such
preemption would occur only in very narrow circum-
stances.” Pet. Br. at 15-16. Indeed, in part III of her
brief, id. at 39, petitioner attempts to transform the
“parallel” state requirements exclusion from preemp-
tion discussed in Bates, 544 U.S. at 447-48, and Lohr,
518 U.S. at 494-97, 513 (O’Connor, J., concurring in
part and dissenting in part), into a gaping loophole
which would swallow any preemption provision that
prohibits states from imposing their own, additional
or different regulatory requirements, either through
positive enactments or damages awards. In affirm-
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ing the opinion below, the Court should make it clear
that the “parallel requirements” exclusion discussed
in Bates and Lohr should not be applied in a way that
renders express preemption provisions meaningless.
See generally NORMAN J. SINGER, J.D. SHAMBIE
SINGER, STATUTES AND STATUTORY CONSTRUCTION
§ 46.6 (7th ed. 2007) (“A statute should be construed
so that effect is given to all of its provisions, so that
no part will be inoperative or superfluous, void or
insignificant . . . .”).

In Bates the Court, finding “strong support” in
Lohr, adopted a “parallel requirements’ reading of
§ 136v(b)” that excludes “a state-law labeling require-
ment . . . if it is equivalent to, and fully consistent
with, FIFRA’s misbranding provisions.” 544 U.S. at
447. The Court indicated that “[s]tate-law require-
ments must also be measured against any relevant
EPA regulations that give content to FIFRA’s mis-
branding standards.” Id. at 453; see, e.g., 40 C.F.R.
Part 156 (Labeling Requirements for Pesticides).
Thus, the Court held that § 136v(b) “pre-empts any
statutory or common-law rule that would impose a
labeling requirement that diverges from those set out
in FIFRA and its implementing regulations,” but “[i]t
does not ... pre-empt any state rules that are fully
consistent with federal requirements.” Id. at 452.
The Court stressed that although “the state-law
requirement need not be phrased in the identical
language as its corresponding FIFRA requirement

If a case proceeds to trial, the court’s jury
instructions must ensure that nominally equivalent
labeling requirements are genuinely equivalent.” Id.
at 454.

Seizing upon the “parallel requirements” language
in Bates and Lohr, petitioner contends that “the
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Riegels’ claims are not preempted for the additional
reason that they are based on duties that mirror
federal design and labeling requirements.” Pet. Br.
at 39. Petitioner contends that all it takes to avoid
an otherwise broadly stated express preemption
provision (e.g., a preemption provision prohibiting
states from imposing requirements that are different
from or in addition to federal requirements) is a
state-law claim that is based on a general common-
law duty (e.g., the duty to provide adequate warn-
ings) and a similarly general federal statutory stan-
dard or requirement (e.g., the duty to distribute a
product that is not misbranded). See id. at 42.”
According to petitioner, “[s]tate damages claims are
ordinarily premised on duties of general applicability,
such as the duty to warn of risks or to use due care in
the design of a product,” id. at 38, and such common-
law duties escape preemption because they are
“equivalent to the federal standards.” Id. at 14."

' Like petitioner, some trial courts have read Bates as requir-
ing only the most superficial type of comparison to conclude that
a state-law failure-to-warn or fraud claim, although premised on
state-law requirements for labeling, falls outside the scope of
§ 136v(b) of FIFRA. See, e.g., Booth v. Bd. of Regents, No. Civ.A.
7:05-CV-34, 2005 WL 2099246, at *3 (M.D. Ga. Aug. 30, 2005)
(“In this case, the requirements that would be imposed by the
Georgia law of fraud are consistent with FIFRA.”); Central
Valley Fresh Produce, Inc. v. Wilbur-Ellis Co., No. 04 CE CG
00542 (Cal. Super. Ct., Fresno Cty. June 30, 2005) (“[H]ere
plaintiff’s claims of inadequate warnings or instructions on the
product label appear to be consistent with FIFRA’s misbranding
provisions, since the statute expressly forbids false or mislead-
ing statements on a product as well as inadequate instructions
or warnings.”).

' Damages claims based on general common-law duties pur-
porting to be applicable to federally regulated medical devices
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For example, petitioner asserts that any medical
device-related inadequate warning claim arising
under New York law falls outside the scope of
§ 360k(a) of the MDA because “[t]he generally
applicable New York state-law duty to warn mirrors
[the] general federal requirement” prohibiting the
marketing of a “misbranded” medical device. Id. at
42. Similarly, petitioner argues that because New
York law relating to the duty to design reasonably
safe products “states these obligations very generally
. . . a state determination, through a damages verdict,
that a device was not reasonably safe is consistent
with the federal scheme.” Id. at 40.

To be sure, this Court held in Lohr and Bates that
even a broad federal statutory prohibition against
states imposing their own, “different” or “additional”
requirements through damages claims does not en-
compass identical, parallel, equivalent, or fully con-
sistent state requirements. In Bates the Court left it
to the court of appeals to determine, on remand,
whether the “particular common-law duties” underly-
ing the petitioners’ fraud and failure-to-warn claims
“are equivalent to FIFRA’s misbranding standards,”
544 U.S. at 447, “emphasiz[ing] that a state-law
labeling requirement must in fact be equivalent to a
requirement under FIFRA in order to survive pre-
emption,” id. at 453.

should not be confused with FDA’s regulatory exemption from
preemption for state “requirements of general applicability
where the purpose of the requirement relates . . . to other prod-
ucts in addition to devices (e.g., requirements such as general
electrical codes, and the Uniform Commercial Code . . . ).” 21
C.F.R. § 808.1(d)(1) (emphasis added).
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According to petitioner’s expansive view of the
parallel requirements exclusion, however, virtually
every product liability claim involving a federally
regulated product is based on a general common-law
duty that is equivalent to a general federal statutory
standard, and therefore, no product liability claim
ever would impose a state-law requirement that is
“different from” or “in addition to” a federal regula-
tory requirement, and thus, be expressly preempted.
If such a facile comparison of general common-law
tort duties (e.g., the duty to warn) with general
federal statutory requirements (e.g., the requirement
to ensure that products are not misbranded) were
sufficient to save damages claims from preemption,
the congressional allocation of regulatory authority
between the Federal Government and the states
reflected in the terms of an express preemption
provision such as § 360k(a) of the MDA or § 136v(b)
of FIFRA would be rendered meaningless. Cf. United
States v. Locke, 529 U.S. 89, 106 (2000) (“We decline
to give broad effect to saving clauses where doing so

would upset the careful regulatory scheme estab-
lished by federal law.”).

The Court, therefore, should reject petitioner’s
wholesale attempt to circumvent express preemption
of damages claims by means of the parallel require-
ments exclusion. Instead, to give meaning to both
express preemption of additional or different state
requirements and the implicit exclusion for parallel
requirements, the Court should clarify Lohr and
Bates by holding that the exclusion applies only to
damages claims premised upon a manufacturer’s al-
leged breach of a state-law duty to comply with a
specific federal requirement. “While States are free to
impose liability predicated on a violation of the
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federal standards set forth in FIFRA and in any
accompanying regulations . . . they may not impose
liability for labeling requirements predicated on dis-
tinct state standards of care.” Bates, 544 U.S. at 455
(Thomas, J., concurring the judgment in part and
dissenting in part) (emphasis added).

For example, in holding that § 360k(a) does not
preempt petitioner’s defective manufacturing claim,
the court of appeals indicated that “[a] jury verdict in
the Riegels’ favor on this claim would not have
imposed state requirements that differed from, or
added to, the PMA-approved standards for this device,
but would instead have simply sought recovery for
Medtronic’s alleged deviation from those standards.”
Riegel, 451 F.3d at 123 (emphasis added). Or in the
FIFRA context, a state-law claim alleging that a
pesticide manufacturer failed to include on product
labeling a specific warning that was required by EPA
would be based on a state-law duty that is “genuinely
equivalent” to the federal requirement, Bates, 544
U.S. at 454; see also id. at 442 (“Nothing in the text of
FIFRA would prevent a State from making the
violation of a federal labeling or packaging require-
ment a state offense, thereby imposing its own
sanctions on pesticide manufacturers who violate
federal law.”) (emphasis added)."

" Further, because a pesticide label containing all warnings
required under FIFRA would not be misbranded for lack of
adequate warnings, see 7 U.S.C. § 136(q)(1)(G), a failure-to-warn
claim concerning that pesticide necessarily would impose state-
law requirements for labeling that are in addition to or different
from the federal requirements, and therefore, would be ex-
pressly preempted. See Bates, 544 U.S. at 454 (“For a manu-
facturer should not be held liable under a state labeling require-
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But a damages claim premised upon noncompli-
ance with a specific state-law duty that parallels a
specific federal requirement (such as a federal design
or labeling specification) is quite unlike a product
liability claim premised upon breach of a general
common-law duty to design reasonably safe products
or to provide adequate labeling and warnings. The
“liability-creating premise” for the latter type of claim
“is that the [product] itself, in its present [federally]
approved form, is in some way defective and
therefore requires modification.” Riegel, 451 F.3d at
122. This type of claim should not be allowed to
automatically escape a federal regulatory statute’s
express preemption of additional or different, state-
imposed requirements merely because it is based on a
general state-law duty that is consistent with a
general federal regulatory standard or requirement.

Thus, a damages claim premised upon failure to
design a medical device in a way that differs from the
device’s FDA-approved design, including any specific
FDA design requirements, would be preempted by
§ 360k(a) even though the general common-law duty
to design reasonably safe products is consistent with
the general MDA requirement that the safety and
effectiveness of the device be reasonably assured. Cf.
Lohr, 518 U.S. at 503-04 (Breyer, J., concurring in
part and concurring in the judgment) (discussing, by
way of example, why a claim based on failure to
design a hearing aid component with a 1-inch wire
would be preempted if FDA regulations require a 2-
inch wire). Similarly, a claim based on a manufac-
turer’s failure to provide pesticide label warnings

ment subject to § 136v(b) unless the manufacturer is also liable
for misbranding as defined by FIFRA.”).
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that go beyond those required by EPA would be based
on a “common-law rule that would impose a labeling
requirement that diverges from those set out in
FIFRA and its implementing regulations,” Bates, 544
U.S. at 452, and would be expressly preempted by
§ 136v(b) even though the state common-law duty
to provide adequate warnings is consistent with
FIFRA’s prohibition against misbranding.”

The vast majority of manufacturers go to great
lengths to ensure compliance with all requirements
pertaining to the design, safety, labeling, and sale of
their federally regulated products. While the parallel
requirements exclusion would enable a damages
claim to avoid preemption in the event of a
manufacturer’s noncompliance with specific federal
design, labeling, or other requirements, this Court
should not allow it to function as a readily accessible
means for flouting congressional intent.

" In one of the leading pre-Bates cases on FIFRA preemption,
Worm v. American Cyanamid Co., 5 F.3d 744 (4th Cir. 1993),
the court of appeals held that § 136v(b) permits “a state ... to
recognize that a breach of a FIFRA-created duty forms the basis
for a state remedy,” but that “[a]llowing such actions ... is
substantially distinguishable from accepting the argument that
the state common law duty to warn is not ‘in addition to or
different from’ the federally defined duty.” Id. at 748 (emphasis
added).
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CONCLUSION

The judgment of the court of appeals should be
affirmed.

Respectfully submitted,

DoOUGLAS T. NELSON LAWRENCE S. EBNER
JOSHUA SALTZMAN Counsel of Record
CROPLIFE AMERICA McKENNA LONG &

1156 15th Street, N.W. ALDRIDGE LLP
Washington, D.C. 20005 1900 K Street, N.W.
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Attorneys for Amici Curiae
October 2007
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IN THE

Supreme Court of the Anited States

No. 06-144

BASF CORPORATION,
Petitioner,
V.

RONALD PETERSON, et al.,
Respondents.

On Petition for a Writ of Certiorari to the
Supreme Court of Minnesota

MOTION FOR LEAVE TO FILE
BRIEF AS AMICUS CURIAE

Pursuant to Sup. Ct. R. 37.2(b), CropLife America hereby
moves for leave to file the accompanying amicus curiae brief
in support of the petition for a writ of certiorari. Counsel for
Petitioner BASF Corporation has consented to the filing of
the brief (a copy of Petitioner’s written consent has been filed
with the Clerk’s office), but Respondents’ counsel has with-
held consent, thereby necessitating this motion.

CropLife America is the national trade association for the
plant science industry. Its member companies produce, sell,
and distribute virtually all of the agricultural crop protection
pesticides, including herbicides, insecticides, and fungicides,
which American farmers use to provide consumers with
abundant food and fiber. The association is committed to
safe and responsible use of the industry’s products. To
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achieve that objective, pesticide products must be used in
accordance with nationally uniform product labeling regu-
lated by the United States Environmental Protection Agency
(EPA) pursuant to the Federal Insecticide, Fungicide, and
Rodenticide Act (“FIFRA”).

The subject of this appeal—FIFRA preemption of state-law
damages claims that conflict with EPA’s regulation of pesti-
cide labeling—is of utmost importance to CropLife America
and its members. During the past 15 years, the association
has filed numerous amicus curiae briefs addressing the scope
and application of FIFRA preemption. CropLife America
submitted an amicus brief to this Court in Bates v. Dow
AgroSciences LLC, 544 U.S. 431 (2005) (holding that FIFRA’s
preemption provision, 7 U.S.C. 8§ 136v(b) (“Uniformity”),
expressly preempts state law damages claims which impose
requirements for labeling that diverge from, and are not
substantially equivalent to, FIFRA’s labeling requirements),
and in support of BASF’s pre-Bates certiorari petition here,
see BASF Corp. v. Peterson, 544 U.S. 1012 (2005) (vacating
and remanding for further consideration in light of Bates).

CropLife America seeks leave to file the accompanying
amicus curiae brief in order to present its views on why the
Minnesota Supreme Court’s post-Bates remand opinion
warrants review. From an industry-wide perspective, there
are two principal reasons why review of this case is essential:

First, the state court misread Bates in a most fundamental
and troublesome way. The Court should take this opportunity
to clarify, for the benefit of lower courts and litigants in state-
law pesticide damages suits, that Bates neither instructs nor
allows a court to elevate the name, form, or plaintiff's charac-
terization of a state-law cause of action (e.g., a “consumer
fraud” claim) over its nature, elements, or substance (e.g., a
claim based on a duty that conflicts with EPA’s labeling
regulations) to determine whether it imposes “requirements
for labeling” for purposes of § 136v(b).
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Second, the state court’s preemption analysis undermines
the structure and disrupts the operation of the federal/state
pesticide regulatory scheme, whose principal purpose is to
protect human health, the environment, and agricultural crop
production. In particular, under the pretext of consumer
protection, the opinion holds that a pesticide manufacturer
can be held liable under state law for utilizing EPA-author-
ized subset labeling to identify the crops to which a herbicide
may be safely applied, and for advocating compliance with
FIFRA’s crucial mandate that pesticides be used only in
accordance with their labeling.

CropLife America believes that the discussion of these and
related points in the accompanying amicus brief will be
helpful to the Court in deciding whether to grant the certiorari
petition. Therefore, this motion for leave to file the amicus
brief should be granted.

Respectfully submitted,

Of Counsel: LAWRENCE S. EBNER
Counsel of Record

MCKENNA LONG &
ALDRIDGE LLP

1900 K Street, N.W.

Washington, D.C. 20006

DOUGLAS T. NELSON
JOSHUA SALTZMAN
CROPLIFE AMERICA
1156 15th Street, N.W.

Suite 400
Washington, D.C. 20005 (202) 496-7500
(202) 296-1585 Attorneys for Amicus Curiae

CropLife America
August 2006
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INTEREST OF THE AMICUS CURIAE *

The interest of the amicus curiae is described in the accom-
panying motion for leave to file this brief.

SUMMARY OF ARGUMENT

Review should be granted because this case provides the
Court with an ideal and timely opportunity to clarify a crucial
aspect of the Court’s opinion in Bates v. Dow AgroSciences
LLC, 544 U.S. 431 (2005). More specifically, the Court

! pursuant to Sup. Ct. R. 37.6, CropLife America states that no counsel
for a party has written this brief in whole or in part and that no person or
entity, other than amicus curiae, its members, or its counsel, has made a
monetary contribution to the preparation or submission of this brief.
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should grant review to end the widespread confusion sur-
rounding Bates by making it clear that nothing in that opinion
allows the name, form, or characterization given to a state-
law cause of action by a plaintiff to govern whether the claim
falls within the scope of FIFRA’s preemption provision, 7
U.S.C. § 136v(b).

The Court held in Bates that a state-law damages claim
imposes a “requirement for labeling” for purposes of § 136v(b)
if the legal duty upon which the claim is premised would “set
a standard” for a pesticide product’s labeling, or require a
product to be labeled in a “particular way.” 544 U.S. at 444,
445, 446. The Court further indicated that “[r]ules that
require manufacturers to design reasonably safe products, to
use due care in conducting appropriate testing of their prod-
ucts, to market products free of manufacturing defects, and to
honor their express warranties or other contractual commit-
ments plainly do not qualify as requirements for ‘labeling or
packaging.’. .. Thus, petitioners’ claims for defective design,
defective manufacture, negligent testing, and breach of ex-
press warranty are not pre-empted.” Id. at 444. In its post-
Bates opinion on remand, the Minnesota Supreme Court
misconstrued this statement to mean that any state-law claim
whose name, form, or “characterization” is not “very directly
related” or “directly addressed” to a pesticide product’s
labeling is categorically excluded from the preemptive scope
of § 136v(b). Pet. App. at 13a. Based on this misreading of
Bates, the state court failed to analyze the true nature of the
legal duties underlying the Respondent farmers’ claims, and
instead, adopted the farmers’ own superficial characterization
of their claims as involving “nonlabel” conduct. 1d. at 19a.

The recurring question of whether the Court in Bates,
which is being hailed by the trial bar as a landmark realign-
ment of the Court’s tort preemption jurisprudence, intended
to elevate form over substance and thereby enable a plaintiff
to plead around preemption at will, has tremendous practical
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importance for any type of pesticide or other state-law dam-
ages action where federal preemption is raised as an affirma-
tive defense. While the urgent need to clarify (or correct) this
aspect of Bates is reason enough to grant review here, the
opinion below also warrants the Court’s scrutiny because
unless reversed, it will severely destabilize the underpinnings
of the federal/state pesticide regulatory scheme, stifle innova-
tive activity within the pesticide industry, and impair Ameri-
can farmers’ already precarious ability to produce a broad
variety of food crops in a cost-effective manner.

There are at least five reasons why the lower court’s opin-
ion turns the federal/state scheme on its head: First, contrary
to Bates, the opinion allows individual juries to establish their
own divergent state-law requirements for the content and
format of a pesticide product’s nationally uniform labeling,
including with regard to listing the agricultural crops to which
a product may be lawfully (and safely) applied. Second, the
opinion transforms a voluntarily obtained FIFRA registration
into both an unqualified license and a state law duty to sell a
product throughout the United States for all of its federally
registered uses; the opinion thereby encroaches upon each
state’s inherent authority to restrict, based on agricultural,
environmental and other factors within its own borders, the
sale and use of FIFRA-registered pesticides. Third, the opin-
ion undermines FIFRA’s fundamental prohibition against
using a pesticide in a manner inconsistent with its EPA-ap-
proved labeling, such as by applying a product to crops that
are not included on its labeling. Fourth, the opinion discour-
ages adequate pre-market testing of pesticide products to
ensure that they are safe and effective for use on particular
types of crops in specific regions. Fifth, the opinion elimi-
nates pesticide manufacturers’ already tenuous economic in-
centives for developing and marketing products that are
suitable for use on low-acreage “minor” crops such as fruits
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