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REPLY BRIEF FOR PETITIONER

Intheir brief in oppogtion, plaintiffs either concede outright or
make no serious effort to dispute al of the essential reasons why
review should be granted: there are sharp divisions among the
circuitson both questions presented; theissuesraised arerecurring
and of immense practica significance; and theconflictsin the lower
courts ssemfromambiguitiesinthisCourt’ sdecisonin Medtronic
Inc. v. Lohr, 518 U.S. 470 (1996), which the lower courts are
incgpable of resolving. Although plaintiffs attempt to defeet review
by insisting that this caseis nonjusticiable or apoor vehicle, or by
nibbling away at theedges of our submissions, their argumentsare
unconvincing. Further review is plainly warranted.

1. The Issues Presented Are Important And Recurring.
Plaintiffsdo not (and could not) dispute that the petition presents
issues of enormous practical importance. See Pet. 16-19, 25
(explainingimpact of decision below onthousandsof casesinvolved
inthismultidigtrict litigation, on the availability of the preemption
defense under awiderange of statutes, and on the medical device
industry and the public health).

The broad significance of the “fraud on the agency” issueis
strongly confirmed by al three nationa organizationsthat havefiled
amicus briefsurging this Court to grant review. SeeBr. of Product
Liability Advisory Council, Inc. (“PLACBr.”) 5, 9-13 (discussing
adverse effect on federal policies and purposes, on regulatory
processes, and on agency resources); Br. of Medical Device
Manufacturers Assn (“MDMA Br.”) 2-14 (discussing likely
disruption of agency processes and personnel, delay in approva of
new thergpies, inhibition on flow of information concerning beneficia
off-label uses, and negative impact on manufacturer incentives); Br.
of Pharmaceutical Research and Manufacturers Ass n (“PhRMA
Br.”) 2-3,6, 18-19 (describing adverse effect on availability of new
medications, on research into off-label uses, and on public health).
Moreover, the question whether federal law preempts* fraud onthe
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agency” clamshasarisen not only under the MDA but aso under
ahost of other federd statutes. Pet. 10-12, 15-16 & nn.5-6; PLAC
Br. 4-5.

The second issue presented — whether the MDA preempts
state requirements that are imposed through tort laws of general
applicability — is also important because it arises with great
regularity in tort actions involving medical devices. Indeed, as
plaintiffsthemsdvestake painsto point out (Br. in Opp. 24-25), this
issueisnot limited to casesinvolving medical devicesdeared through
the 510(k) process. It also frequently arisesin casesinvolving
investigational and premarket-approved devices. Inaddition, the
issue (and the precise meaning of the Court’s treatment of it in
Medtronic) has arisen in casesinvolving other statutory preemption
provisons. Pet. 23 & n.12. Theimportance of the second question
presented thus extends beyond the MDA.

2. This Case Is A Good Vehicle For Resolving The
Intercircuit Conflicts On Both Issues Presented. Plaintiffs admit
that, in conflict with the Third Circuit’ sdecisionin thiscase, “the
Seventh Circuit ruledin Mitchell 11 that fraud-on-the-FDA claims
were preempted.” Br.inOpp. 22. They dso acknowledgethat, as
we demonstrated in the petition (at 10-11, 22-23 & nn. 11-13), the
lower courtsare“divided” over the second question presented. Br.
inOpp. 24 & n.18. And they make no effort to digpute our showing
(Pet. 20 n.9) of subgtantia conflictsin the circuits, snce Medtronic,
over the underlying question whether Chevron deferenceisowed
to an agency’ s interpretation of an express preemption clause.

Unableto deny the existence of these conflicts, plaintiffsfall
back on ahodgepodge of argumentsaimed at diminishing the extent
or importance of the lower courts' confusion or persuading the
Court that this caseisapoor vehicle to resolve the issues presented.
These efforts are unavailing.
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a Plantiffssuggest that the conflict with the Seventh Circuit on
whether the MDA preempts “fraud on the agency” clams is
insubstantial because the Seventh Circuit’ sholding was “ perfunc-
tory” and rendered “only in passing, without expressing any legal
reasons for this conclusion and without citing any authority to
support it other than a pre-[Medtronic] decison by the Third Circuit
which was subsequently found by that Court to have been overruled
in[Medtronic].” Br.inOpp. 22-23 & n.16; seedsoid. a 1. This
argument is flawed at every turn.

In holding that “fraud onthe agency” clamsare preempted, the
Seventh Circuit declared:

We do not believe that our earlier decision that this
[“fraud on theagency”] claim ispreempted isaltered by
Medtronic. We continueto believe that thisissue was decided
correctly by the Third Circuit in Michael v. Shiley, Inc.

Mitchell v. Collagen Corp., 126 F.3d 912, 914 (7th Cir. 1997)
(citation omitted; emphasis added), cert. denied, 118 S. Ct. 1300
(1998). Far from being a statement made only “in passing,” the
highlighted sentence is a direct and emphatic rejection of the
rationale adopted by the Third Circuit in this case. Moreover,
contrarytoplaintiffs' contention, the Seventh Circuit expresdy relied
on its “earlier decision” in Mitchell | and not just on the Third
Circuit’ sdecisionin Michael. As plaintiffs neglect to mention,
Mitchell | contained an extended analysis of why “fraud on the
FDA” clams are preempted (see Mitchell v. Collagen Corp., 67
F.3d 1268, 1283 (7th Cir. 1995), vacated, 518 U.S. 1030 (1996))
— an analysis that relied not just on Michael but also on severa
Fra and Ffth Circuit decisgonsreaching the same concluson. There
wassmply no reason for the Seventh Circuit to rehash dl of thisin
rejecting the only new point before it: whether Medtronic had



4

affected the analysisin Mitchell I.*

Inany event, it cannot be serioudly disputed that district courts
inthe Seventh Circuit are bound to follow the holding of Mitchell
I1. Those courtsare not at liberty to alow “fraud on the agency”
clamsto proceed, nor could they credit the argument (on which the
decision below in this case rests) that Medtronic alters pre-Med-
tronic law on this score.?

b. Inaneffort to minimizethe conflict on thefirst issue pre-
sented, plaintiffsassert that, with the exception of Mitchell 11, “[a]ll
of the other appellate courts that have considered the issue” of
whether “fraud on the FDA” claims are preempted “have ruled,
consistent with the Third Circuit here,” that such claims are not
preempted. Br.in Opp. 1-2. That assertion blithely ignores the
substantial case law decided before Medtronic, which we identified
inthe petition (at 11-12 & n.5), and which remainsin effect unless
it was altered by Medtronic (an issue over which the lower courts
have sharply disagreed). It also overlooks numerous pre- and post-
Medtronic decisions involving preemption provisions that are
analogousto 21 U.S.C. 8 360k(a). Seeid. at 11 & n.5, 15-16; see
also PLAC Br. 4-5.

! Plaintiffs wishfully suggest that the Seventh Circuit “may well
recede from its perfunctory ruling that ‘fraud on the agency’ claims
are preempted if given an opportunity to do so.” Br. in Opp. 23 n.16.
Paintiffs mistakefor perfunctorinessthe Seventh Circuit’ semphatic
rejection of an argument it regarded as meritless.

2Plaintiffs also suggest that Mitchell is “distinguishable” because it
involved a device that “reached the market through premarket
approva and not through the 510k clearance.” Br. in Opp. 23 n.16.
But a “fraud on the agency” claim is just as much of a collateral
attack onthe FDA'’ sclearance decisions, whether those decisionsare
made in the 510(k) process or in the premarket approval process.
See note 3, infra.
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c. Plaintiffsdevote severa pagesto arguing that the“fraud on
the agency” question as stated inour petition * has nothing whatso-
ever todowith thiscase” and, accordingly, thiscaseis® non-judticia
ble” Br.inOpp. 12-13. That isso, plaintiffs contend, because a
“fraud on the agency” clamin noway “attacks’ an FDA decision.
Ibid. Thisargument boilsdown to aquibble with the phrasing of one
of our questions presented.? Such adisagreement hardly rendersthe
“fraud onthe agency” issuenon+judiciable. And ance plaintiffshave
faled to rephrase thefirst question presentedin their opposing brief,
any objection they might have to the question as phrased in our
petition has been waived. S. Ct. Rule 15.2.

Plaintiffsaso assert that we never argued below “that state-law
claims based on agency fraud were preempted, either expresdy or
impliedly.” Br.inOpp. 11. They arewrong again. Weraised and
argued both express and implied preemption below. SeePet. CA.
Br. 9-12 & n.5; Pet. for Reh'g 4-11.*

3 Our phrasing is entirely correct. Plaintiffs seek to have a jury
impose penalties based on the FDA'’s decision to give marketing
clearance to the bone screws at issue, which the FDA has continued
explicitly to sustain. SeePet. 6, 17 n.7. Itisdifficult to see how this
claim can be characterized as anything other than an “attack” on the
FDA’s decisions. See Lewisv. Brunswick, 107 F.3d 1494, 1505
(11th Cir. 1997) (“indirect[]” “challenge[]”), cert. dismissed, 118 S.
Ct. 1793 (1998); see also Reevesv. AcroMed Corp., 44 F.3d 300,
307 (5th Cir.) (“collateral attack™), cert. denied, 515 U.S. 1104
(1995).

“Moreover, defendants Sofamor, S.N.C. and Danek Medical, Inc.
submitted to the Third Circuit ajoint brief as appellees, which set
forth an extended argument for implied and express preemption.
C.A. Br. of Appellees Sofamor & Danek 13-28; Pet. App. 8an.3.
The court determined that they lacked standing to appeal, but treated
their submission as an amicus brief. Pet. App. 8an.3.
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Not surprisingly, plaintiffsdo not contend that the expressand
implied preemption arguments advanced in the petition have been
waived. That argument would be meritless, snce under thisCourt’s
cases an issueis preserved for review if it was either raised or
decided by the court below. See United Satesv. Williams, 504
U.S. 36, 40 (1992). Thereis no dispute that the Third Circuit
rejected both implied and express preemption theories. Pet. 8-9.
The “fraud on the agency” issue thus was both raised and decided
below.

d. On the second question presented, we documented the
existence of a4-2 circuit split on whether the MDA can preempt
state tort requirements of general applicability. Pet. 22-23 & nn.
11-12; see also MDMA Br. 15. Another three circuits, we
explained, have endorsed the majority view by holding that tort
requirements of general applicability are preempted by statutes
analogoustothe MDA. Pet. 23. And eight state appellate courts
(including the Supreme Courts of Oregon, Pennsylvania, and
Kentucky) havereached conclusionsthat are contrary to thefedera
circuitsinwhich they arelocated. Id. at 24 & n.14. Multiple state
and federd trial courts have reached conflicting resultsaswell. 1d.
at 23 & n.13.

Inresponseto thisshowing of disarray, plaintiffssay that “this
division has not reached the point that Supreme Court intervention
isrequired to clarify thelaw.” Br.inOpp. 25. But plaintiffsprovide
no good reason why this Court should tolerate these serious and far-
reaching conflictsuntil the Second, Fifth and Eleventh Circuitshave
addressed theissue. At mog,, if those circuitsall Sdewiththe Third
and Tenth Circuits, the position advocated by plaintiffs will still
represent only aminority view in the federal courts of appeals.
Moreover, thelower courts confusion onthisissueistraceable, in
the end, to ambiguitiesin this Court’ sdecision in Medtronic. See
Pet. 20-23. Thoseambiguitiescan beresolved by this Court aone,
and they arenot likely to befurther illuminated by waiting for the
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Second, Fifth and Eleventh Circuit to take sides in the debate.

In sum, the disagreementsin the lower courts are substantia
and recurring and plainly warrant this Court’ sintervention. Asthe
Solicitor General recommended more than a year ago when the
confusion was less extensive, this Court should “ grant review and
definitively resolve the conflict” in an appropriate case. No. 96-
1405 U.S. Br. 18, SmithsIndus. Med. Sys. v. Kernats. Thisisthat
case.

Plaintiffs next argue that “this case does not present the real
question engendered by the cited intercircuit conflict” because “this
caseonly involvesa510k clearance” Br.in Opp. 25. Plaintiffscon-
flatetwoissues. (1) Which federal requirementstrigger expresspre-
emption under the MDA ?and (2) Which state requirements can be
preempted by that statute? The conflict weidentify inthe petitionis
aconflict on how the second issue should beresolved. Itistrue (but
completely irrelevant) that thelower courts have also reached con-
flicting conclusions about how thefirst issue should beresolvedin
light of Medtronic. Specificaly, asplaintiffsnote, thelower courts
have disagreed over “whether an IDE or PMA can be preemptive.”
Br.inOpp. 25. That conflict, however, isnot presented inthiscase
— and we have never suggested otherwise.

Rdatedly, plaintiffs maintain that this caseisapoor vehiclefor
resolving the second question presented because even if the Third
Circuit waswrong and statetort requirementsof general applicability
can be preempted, “there would still be no preemption of plaintiffs
clamsagainst Buckman” because“fraud on the agency” damsare
never preempted. Br.in Opp. 25. Inessence, thisamountsto an
argument that the Court would not need to resolve the second
question presented if it ruled in plaintiffs favor on thefirst question.
That argument puts the cart before the horse.

Evenif plaintiffsareright that thisCourt isrequired to address
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thetwo questionsin aparticular order, whichisdoubtful > that would
hardly makethis case apoor vehicle. This Court frequently grants
review in casesraising severa issues, wherearuling on oneissue
may obviate the need to resolve the other question or questions
presented. See, e.g., American Mfrs. Mut. Ins. Co. v. Sullivan,
119 S. Ct. 977 (1999); Heck v. Humphrey, 512 U.S. 477 (1994).
In addition, this Court is not prohibited from deciding both issuesin
such cases, when thereis good reason to do so. E.g., Sullivan, 119
S. Ct. at 989 (deciding due process issue even “[t]hough our
resolution of the state action issuewould be sufficient by itself to
reverse the judgment of the Court of Appeals’).

3. TheDecison Below IsErroneous. a. Plaintiffs devote
mogt of their brief to argumentson the merits. They maintainthat the
Third Circuit’ s refusal to find the “fraud on the agency” claim
preempted wasa“ straightforward application of arecent, unanimous
ruling by thisCourt.” Br.in Opp. 13; seedsoid. at 1, 13-20. In
plantiffs view, if Medtronic “was clear about anything, it was clear
that” claims of “fraud on the agency” are not preempted by the
MDA. Br.in Opp. 18. Plaintiffs even go so far as to say that
Medtronic “literaly compelled the conclusion reached by the Court
of Appealshere.” Ibid.

All of this, of course, would come as newsto thethree-judge
panel of the Seventh Circuit in Mitchell 11, which unanimoudly and
emphatically declared: “Wedo not believethat our earlier decision
that this[*fraud on the agency”] clam is preempted is altered by
Medtronic.” 126 F.3d at 914. It would also come as news to
Judge Cowen, who dissented from the panel’ sdecision. Andwe

®> The Court might reasonably conclude that the second question
identified in the petition islogically prior to the first question pre-
sented, because it concerns the threshold issue of whether any state
law tort claims are preempted, as opposed to preemption of just
“fraud on the agency” claims.
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suspect that it would come as newsto the various circuitsthat have
ruled, since Medtronic, that “fraud on the agency” claims are
preempted under analogousfedera preemption schemes. See Pet.
10-11, 15.

Beyondthat, plaintiffs' contentionthat Medtronic compelsthe
result below isinherently implausible because Medtronic did not
involve any “fraud on the agency” clam. Aswe explainedin the
petition (at 25-29), “fraud ontheagency” claimsarefundamentally
different from the design defect claim held not to be preempted in
Medtronic. Seeaso PLAC Br. 16-18; Br. of Danek Medicdl, Inc.
(“Danek Br.”) 10-13. A “fraudonthe FDA” claim directly attacks
the agency’ sclearance decision; it requiresalay jury to guessasto
what the FDA would have done in the absence of the “fraud”; it
focuses not on representations made to physicians or patientsbut on
the accuracy of submissions made to the federal agency; it is
dependent (inwaysordinary product liability claimsare not) onthe
very existence of the federal regulatory scheme; and it threatensto
interject state courtsinto the interna decisionmaking processes of
federal agenciesand sap agency resources. Plaintiffsdo not deny
these differences.

Moreover, as we explained in the petition (at 27-29),
Medtronic did not decide any issue of implied preemption. The
Court’s analysis focused instead on the question of express
preemption. Accordingly, Medtronic could not possibly have
“compelled” (Br.in Opp. 18) the panel mgority’ sconclusion that
“fraud onthe agency” clamsare not impliedly preempted by federa
law.

b. We explained in the petition (at 26-27) that plaintiffs “fraud
ontheagency” clamisexpressy preempted by the MDA because
itimposes*“different” requirementsthan are applicable under federa
law tothe pedicle screwsat issueinthiscase. 21 U.S.C. § 360k(a).
Specificaly, plaintiffs statelaw claimswould threaten to impose
ligbility for failling to disclosein the 510(k) processinformation that
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the FDA itself does not require.

Inresponse, plaintiffs contend that their “fraud on the agency”
cdamsimposerequirementsthat areidentica to thoseimposed under
federal statutes and regulations. Br.in Opp. 18. This argument
overlooksthefact that the FDA imposes an objective standard for
gatementsof “intended use,” which it determinesfrom the proposed
labeling, whereas plaintiffs claims are premised on a subjective
standard of intended use. Pet. 27; PLAC Br. 15-16; PhRMA Br.
10 (“[JJudging ‘intended use’ based on subjectiveintent isdirectly
contrary to the federal regulatory scheme”). Plaintiffs have no
answer to this point, and there is none.

c. Equally unpersuasive are plaintiffs effortsto explain why
their “fraud on the agency” claimsare not impliedly preempted by
federd law. Br.in Opp. 19-20. Paintiffsfail to addresstheimplied
preemption anaysis set forth in the petition (at 27-29) or the many
cases that have concluded that “fraud on the agency” claims are
impliedly preempted. SeePet. 12 n.5, 15-16; see dso PhRMA Br.
12-17 (“fraud ontheagency” clamswouldinterferewith Congress's
intent, reflected in recent legidation, to expedite the device approva
process). In essence, plaintiffsfall back onthe argument (refuted
above) that their clamisno different fromthedesign claminvolved
in Medtronic. Br.in Opp. 19-20.°

CONCLUSION

The petition for awrit of certiorari should be granted.

¢ Plaintiffs make no effort to defend the Third Circuit’ s holding that
tort law requirements of general applicability are excluded from
preemption under the MDA.
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