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BLACK, Gircuit Judge:

In this case we nust decide whether the Medical Device
Amendnents of 1976 (MDA or Act), 21 U S.C A 88 360c-3601 (West
Supp. 1994) preenpt Appellants’ state |aw negligent design
negl i gent manufacture, failure to warn, and strict liability clains
agai nst the manufacturer of an all egedly defective pacenmaker. The
district court found that they did and dism ssed the entire action.
We hol d that Appellants' negligent manufacture and failure to warn
clains are preenpted and affirmtheir dismssal. W also hold that
Appel I ants' negligent design and strict liability clains are not
preenpted and therefore reverse their dism ssal.

| . BACKGROUND

Because an understanding of the MDA's regulatory schene is
necessary to resolve the question of preenption, we begin with a
brief outline of the Act.

A. The Regul atory Schene

The mar ket for nedical devices was | argely unregul ated at the



national |evel until the MDA's passage in 1976. Wth the MDA
Congress gave the federal Food and Drug Adm nistration (FDA)
conprehensive jurisdiction over all "devices intended for human
use." 21 U S.CA 8 360c(a)(l). The text of the MDA reveals two
conpeting congressional purposes relevant to this case:* (1) the
MDA protects the public from unnecessary illness or injury by
subj ecting nedical devices to a regulatory schene designed to
ensure that the devices are safe and effective, see, e.g., 21
U.S.C. A 88 360c(a)(1)(A)(i); 360c(a)(1l)(B); 360e(d)(2); and (2)
the MDA protects the public by encouraging the devel opnment and
marketing of nedical devices by crafting a nationally uniform
regul atory schenme that prevents overregulation and thus ensures
that devel opnment can be economcally feasible, see, e.g., 21
U S.C.A 88 360j(g)(1); 360k(a).

These twi n purposes are confirned by the | egislative history
of the Act. For exanple, the House Report on the Act states:

Those involved in the developnent, pronotion, and
application of medi cal devices generally agree that the public

deserves nor e protection agai nst unsaf e, unproven,
ineffective, and experinental nedical devices. But this
belief is counterbal anced by an equal ly strong conviction that
excessive or ill-conceived Federal device regulation would

stifle progress in this field.
H R Rep. No. 853, 94th Cong., 2d Sess. 10 (1976). Legi sl ative
history fromthe Senate reflects the sane bal ancing of interests.

See S.Rep. No. 33, 94th Cong., 1st Sess. 5, 12 (1975) U. S. Code

'Not hi ng we say here should be interpreted as identifying
t he exclusive notives of Congress in passing the Act. Courts
nmust be mndful of the fact that |egislative acts reflect many
conpeting interests and should not allow vague notions about a
statute's overall purpose to overcone its plain text. Mertens v.
Hewi tt Associates, --- US ----, ----, 113 S. C. 2063, 2071, 124
L. Ed. 2d 161 (1993).



Cong. & Adm n.News 1976 at pp. 1070, 1074, 1081. The need to
bal ance public safety with continued devel opnment was reiterated
when Congress anended the MDA in 1990.

Sinply put, the [MDA] sought to avoid overregul ation, thus

el imnating unnecessary resource costs to industry and the

governnent, foster incentives to encourage innovation in a

relatively youthful industry and, nost inportantly, provide

the public reasonable assurances of safe and effective
devi ces.
S.Rep. No. 513, 101st Cong., 2d Sess. 13 (1990). The MDA t hus
reflects the intent of Congress to scrutinize the nedical device
industry to a greater extent wthout stifling innovation and
devel opment .

Al'l nedical devices regulated by the MDA fall into three
statutory categories. Class | devices are those which pose little
threat to the safety of the consum ng public. These devi ces,
i ncluding everything fromtongue depressors to acoustic chanbers,
are subject only to the Act's generally applicable regulations.
See 21 U S.C. A 8 360c(a)(1)(A). dass Il devices are those which
pose enough of a safety hazard to require regul ation beyond the
general controls applicable to Cass | devices. Cass Il devices,
i ke tanpons and oxygen nmasks, are consequently subject to
devi ce-specific special controls. See 21 U S.C. A 8§ 360c(a)(1)(B).

Class Il devices are those that the FDA determ nes are too
unproven to be rendered safe by general controls or present a
potential for unreasonable risk of illness or injury. Al nost al
i fe-sustaining nedi cal devices, |ike pacemakers, are classified as
Class Ill devices. In addition to the Act's general regul ations

and, in sone i nstances, device-specific controls, Cass Il devices

nmust general | y undergo premarket approval (PMA) before the FDAw ||



allowtheminto the marketplace. See 21 U S.C. A 8 360c(a)(1)(C.
The premarket approval process is a vigorous one, requiring the
applicant to present the FDA with "all information"™ known or
reasonably knowable about the device, including detailed
i nformati on about the design, manufacture, uses, and |abeling of
the device. 21 U S.C. A 8 360e(c)(1).

Wiile the MDA contenplates that nost Class Il devices wll
reach the market through the PMA process, there are inportant
exceptions. First, the MDA grandfathered into the market all
devi ces introduced before May 28, 1976—+the effective date of the
Act. 21 U.S.C.A § 360e(b)(1)(A); 21 C.F.R § 814.1(c)(1) (1994).
Second, the MDA contains an investigational device exenption (|DE)
for new devices under clinical investigation to determine their
safety or effectiveness. 21 CF.R 8§ 812.3(g). See 21 U.S.C. A 8§
360j (g). In order to foster the devel opnent of useful devices, |DE
procedures allow manufacturers to begin limted marketing of new
devi ces wi thout undergoing the rigorous PVA process. 21 U S.CA
§ 360j (9)(1).

Finally, a Cass IIl device may reach the market w thout
undergoing the PMA procedures if the device is found to be the
"substantial equivalent"” of an already-nmarketed device, including
a device grandfathered into the nmarket. 21 US CA 8§
360e(b) (1) (B). For a device to qualify as the substantial
equi val ent of one which is already being marketed, the FDA nust
determ ne that the new device has the sane intended use as the
predi cate devi ce and either the sane technol ogi cal characteristics

or the same safety and effectiveness as the predicate device. 21



US. CA 8 360c(i)(1)(A. Every device entering the market as a
substantial equivalent is subject to a premarket notification
process (510(k) process) which allows the FDA to classify the
device and make its substantial equivalence finding. 21 U S.C A
§§ 360(k); 360c(f)(1).

B. Facts?®

This case arises fromthe failure of a pacenaker manufactured
by Appellee Medtronic, Inc. The pacemaker in question, the Mdel
8403 Activitrax (Activitrax), is a Cass Il device under the MDA
21 CF.R 8 870.3610. The Activitrax has never been subject to the
PMA process. See 21 CF.R § 870.3610(c).

Appel I ant Lora Lohr was i npl anted with an Acti vitrax pacemaker
in 1987. The pacenaker failed in 1990, forcing Ms. Lohr to endure
energency surgery to replace the Activitrax. According to Ms.
Lohr's treating physician, the failure was caused by a defect in
t he pacenmaker "l ead"—+the wire carrying el ectrical inpulses fromthe
pacemaker to the patient's heart tissues.

The Activitrax | ead conponent, the Mddel 4011, is manufactured
by Appellee as part of its pacenaker system The FDA permtted
mar keting of the Model 4011 in 1982 after finding that it was the
substantial equivalent of a device introduced prior to the
effective date of the MDA. In other words, the Mdel 4011 entered
t he mar ket through the 510(k) process as the substantial equival ent
of a device grandfathered into the Act.

C. Procedural History

’For purposes of this appeal, we accept the facts in
Appel I ants' conplaint as true.



Appel l ants Lora and M chael Lohr originally brought this
action in a Florida court, but Appellee renoved the case to the
M ddle District of Florida based on diversity of citizenship. In
their conplaint, Appellants seek damages for injuries Lora Lohr
al l egedly sustained as aresult of the Activitrax's failure and for
M chael Lohr's alleged | oss of consortium The conplaint contains
four theories of liability: (1) negligent design; (2) negligent
manuf act ur e; (3) negligent failure to warn; and (4) strict
liability in tort.?

Shortly after renoving the case, Appellee noved for summary
j udgment, asserting that Appellants' clainms were preenpted by the
MDA. The district court denied the notion in Decenber 1993, but
reconsidered its decision in light of this Court's decision in
Duncan v. lolab Corp., 12 F.3d 194 (1ith G r.1994). Upon
reconsi deration, the district court granted Appellee's notion for
summary judgnent, interpreting Duncan as preenpting all state |aw

claims for negligence and strict liability. This appeal follows.*

*The original conplaint contained a breach of warranty claim
whi ch was dism ssed for failure to state a claimunder Florida
law and is not at issue in this appeal.

*Prior to oral argunent, Appellants sought to suppl emrent
their subm ssions to the Court with an additional brief. A
simlar request from Appellee and a request to reply to
Appel | ee' s suppl enental brief inevitably followed. W carried
these notions with the case.

Appel I ants' suppl enmental brief appears to be a vehicle
for bringing before the Court the FDA's am cus brief in
Tal bott v. CR Bard, Inc., 1st Cr. No. 94-1951, a pending
First Crcuit case concerning preenption under the MDA
Litigating positions of an agency, as distinct fromthe
agency's regulations, rulings, and practice, are entitled to
no deference. Martin v. OSHRC, 499 U S. 144, 154-56, 111
S.a. 1171, 1178, 113 L.Ed.2d 117 (1991); Bowen v.
Georgetown University Hosp., 488 U. S. 204, 210-14, 109 S. C



1. DI SCUSSI ON
The sol e issue on appeal is whether the district court erred

in holding that the MDA preenpts all comon law tort cl ai ns agai nst
a Cass Il device which entered the market through the 510(k)
process as the substantial equival ent of a grandfathered device.
A. Standard of Review

Statutory interpretation presents a question of |aw over
whi ch we exercise de novo review. Barnett Bank of Marion County,
N.A v. Gllagher, 43 F.3d 631, 633 (11th G r.1995). W review an
adm ni strative agency's statutory i nterpretati on de novo, but defer
to an agency's interpretation if it is reasonable. Asenci o V.
I|.N.S., 37 F.3d 614, 616 (11th G r.1994).
B. Preenption Under the MDA

The Constitution makes the laws of the United States "the
suprene Law of the Land; ... any Thing in the Constitution or Laws
of any State to the Contrary notw thstanding,"” U S. Const. art. VI,
cl. 2, and when federal and state |aws conflict, the |atter nust
gi ve way, CSX Transp., Inc. v. Easterwiod, --- U S ----, ----, 113
S.a. 1732, 1737, 123 L.Ed.2d 387 (1993). Wet her a federal
statute preenpts state law is a question of congressional intent.
Hawaiian Airlines, Inc. v. Norris, --- US ----, ----, 114 S . O
2239, 2243, 129 L. Ed.2d 203 (1994); Forbus v. Sears Roebuck & Co.,

468, 473-74, 102 L.Ed.2d 493 (1988); Al abama Dry Dock and
Shi pbui I ding Corp. v. Sowell, 933 F.2d 1561, 1563 (1l1lth
Cr.1991). Consequently, Appellants' supplenental brief
woul d not aid the Court in resolving this case and we deny
the notion to supplenent. Appellee's notion to suppl enent
and Appellants' supplenmental reply are prem sed on

consi deration of Appellants' first supplenental brief, and
our decision to reject that brief precludes the other
subm ssi ons.



30 F.3d 1402, 1405 (11th Cr.1994), cert. denied, --- US ----,
115 S. . 906, 130 L.Ed.2d 788 (1995). Congressional enactnent of
a provision defining the preenptive scope of a statute inplies that
it intended to |limt the preenptive scope of the statute to the

express terns of the preenption provision. Freightliner Corp. v.

Myrick, --- US ----, ----, 115 S.Ct. 1483, 1488, 131 L. Ed.2d 385
(1995); G pollone v. Liggett Goup, Inc., --- US ----, ----, 112
S.C. 2608, 2618, 120 L.Ed.2d 407 (1992). In the absence of a
"general, inherent conflict" between the state and federal |aw,

reviewis limted to the express terns of the preenption provision.
Freightliner, --- US at ----, 115 S . C. at 1488 (quoting
C pollone, --- US at ----, 112 S .C. at 2618).

In determ ning the preenptive scope of the express | anguage,
however, several presunptions guide our analysis. First,

preenption is appropriate only if it is the clear and manifest

pur pose of Congress. Department of Revenue of O. v. ACF
| ndustries, Inc., --- US ----, ----, 114 S. C. 843, 851, 127
L. Ed. 2d 165 (1994); csX, --- US at ----, 113 S.&. at 1737;

United States v. Lot 5, Fox Gove, Al achua County, Fla., 23 F.3d
359, 361 (11th Gir.1994), cert. denied, --- US ----, 115 S. C.
722, 130 L.Ed.2d 627 (1995). Second, preenption of actions within
the traditional police powers of a state "should not be lightly
inferred." Hawaiian Airlines, --- US at ----, 114 S.C. at 2243
(quoting Fort Halifax Packing Co. v. Coyne, 482 U S. 1, 21, 107
S.CG. 2211, 2222, 96 L.Ed.2d 1 (1987)). Finally, there is a
presunption against preenption if it would deny a party all

judicial renedies. Si | kwood v. Kerr-MGCee Corp., 464 U.S. 238,



251-52, 104 S.C. 615, 623, 78 L.Ed.2d 443 (1984); M chael v.
Shiley, Inc., 46 F.3d 1316, 1326 (3rd Cr.1995). Al t hough the
presunptions agai nst preenption cannot drive our anal ysis and nust
yield to a clear expression of congressional intent, in a close
case the presunptions tip our statutory interpretation against
preenption. See Ci pollone, --- US at ----, 112 S . at 2618;
Morales v. Trans World Airlines, Inc., 504 U S. 374, 383-85, 112
S.C. 2031, 2037, 119 L.Ed.2d 157 (1992).

Preenption under the MDA is governed by the Act's preenption
provi si on,®> which states:

Except as provided in subsection (b) of this section
[delineating an exenption procedure not relevant to this
case], no State or political subdivision of a State may
establish or continue in effect with respect to a device
i ntended for human use any requirenment —

(1) which is different from or in addition to, any
requi renent applicabl e under this chapter to the devi ce,
and

(2) which relates to the safety or effectiveness of
the device or to any other matter included in a
requi renent applicable to the device under this chapter.

21 U.S.C A 8§ 360k(a). To determ ne whether Appellants' clains are
preenpted by the MDA, we nust conpare the "State
requirement[s]" under which the suit was brought w th MDA-i nposed

requirenents. Before conparing Appellants' clains with the

°Both parties accept the preenption provision as
controlling. Although the Suprene Court recently explained that
inplied preenption is sonmetinmes appropriate despite the existence
of an express preenption provision, see Freightliner, --- US. at
----, 115 S.C. at 1487-88, we doubt that this is such a case.
First, it does not seeminpossible for a manufacturer to conply
with the MDA's requirenents and any additional requirenments which
Appel l ants' suit mght add. See id. --- U S at ----, 115 S . C
at 1488. Second, it does not appear that Appellants' suit would
frustrate "the full purposes and objectives of Congress." Id.



requi renments i nposed on the Activitrax by the MDA, however, we nust
address two threshol d questions: (1) what constitutes a "State ...
requirenment” and (2) what constitutes a "requirement” under the
MDA. 21 U.S.C A § 360k(a).

1. State Requirenent.

To determ ne what 8 360k(a) neans by a "State ... requirenent
different from or in addition to" MDA requirenents, we nmnust
consi der whether Congress intended to include state conmon |aw
actions.® Wre we witing on a clean slate, this mght present a
difficult question, but we do not wite on a clean slate. In
Duncan v. lolab Corp., 12 F. 3d 194, this Court adopted the Seventh
Circuit's reasoning in Slater v. Optical Radiation Corp., 961 F.2d
1330 (7th Gr.), cert. denied, --- US ----, 113 S.C. 327, 121
L. Ed. 2d 246 (1992), and held that the MDA preenpted a plaintiff's
negligence, strict liability, and breach of inplied warranty
claims. Thus, the law of this Crcuit is that the phrase "State

requirenent” in 8§ 360k(a) includes state common law tort
actions. See also G pollone, --- US at ----, 112 S.C. at 2620
("The phrase "no requirenment or prohibition sweeps broadly and
suggests no distinction between positive enactnents and common
law') (quoting 15 U.S.C. § 1334(b)). Every circuit to consider the
guestion agrees that common |aw actions are state requirenents

wi thin the neaning of § 360k(a).’

®Appel l ants' initial brief did not appear to dispute whether
their clains were based on state requirenents within the neani ng
of § 360k(a). Their reply brief, however, appears to dispute the
issue in this appeal.

‘See Mendes v. Medtronic, Inc., 18 F.3d 13, 16 (1st
Cir.1994); Mchael, 46 F.3d at 1323 (3rd Cr.); Reeves v.



The exi stence of a savings clause within the MDA cannot alter
this conclusion. The savings clause states that "[c]onpliance with
an order [under the WMDA] shall not relieve any person from
l[itability under Federal or State law." 21 U S.C A § 360h(d).
Wil e the savings clause al nost certainly prohibits a holding that
the MDA preenpts all state law liability, our interpretation of §
360k(a) does not preclude all liability. Further, nothing in the
savi ngs cl ause suggests that sone tort liability, as opposed to
other types of liability, mnust be preserved. Interpreting the
savings clause to preserve non-tort liability, such as contract
ltability, is not only perm ssible, but also conports with the
Suprene Court's interpretation of a savings clause in a recent
preenption case. See Anerican Airlines, Inc. v. Wlens, --- US.
----, ----, 115 S .Cx. 817, 826, 130 L.Ed.2d 715 (1995) (hol ding
that the Airline Deregulation Act preenpts clainms under the
II'linois Consumer Fraud and Deceptive Business Practices Act but
does not preenpt state breach of contract actions). Mor eover ,
where the preenptive intent of Congress is clear, a general savings
cl ause cannot supersede the specific preenption provision.
Moral es, 504 U.S. at 383-85, 112 S.C. at 2037. |In short, as |long
as we interpret 8 360k(a) as permtting sone state law liability,
the MDA' s savi ngs cl ause sinply begs the question of what liability
it preserves.

Appel lants' reply brief suggests that their negligent

Acroned Corp., 44 F.3d 300, 304 (5th Cir.1995); Slater, 961 F. 2d
at 1332-33 (7th Cr.); Martello v. CIBA Vision Corp., 42 F. 3d
1167, 1168 (8th G r.1994); Anguiano v. E. I. Du Pont De Nenmours &
Co., 44 F.3d 806, 809 (9th G r.1995).



manuf acturing and failure to warn cl ai ns are exenpt frompreenption
under 8§ 360k(a) because the clainms nmay denonstrate a violation of
the MDA's own requirenents and, therefore, do not constitute state
requirenents "different from or in addition to" the Act's
requi renents. Wiile we ordinarily do not address argunents first
raised in areply brief, Allstate Ins. Co. v. Swann, 27 F.3d 1539,
1542 (11th Cr.1994), we wll exercise discretion to reach this
guestion because the law in this Crcuit forecloses Appellants’
argunent . ®

Papas v. Upjohn Co., 985 F.2d 516 (11th Cr.), cert. denied,
--- US ----, 114 Ss.C. 300, 126 L.Ed.2d 248 (1993), considered
the scope of preenption under the Federal |nsecticide, Fungicide,
and Rodenticide Act (FIFRA). 7 U . S.C. A 88 136-136y. |In Papas,
the plaintiffs, like Appellants in this case, argued against
preenption by claimng that their common |aw action would show a
violation of the EPA's own FIFRA | abeling standards. Therefore,
the plaintiffs clainmed that their suit was not a "requirenent
in addition to or different fronm FIFRA's | abeling requirenents.
Papas, 985 F.2d at 518-19 (quoting 7 U.S.C.A. 8 136v). W rejected
the argunent, noting that "it is for [the agency], not a jury, to
det ermi ne whet her | abel I i ng and packagi ng i nformati on is i nconpl ete
or inaccurate, and if so what |abel changes, if any, should be
made."” 1d. at 519. W believe Papas controls here and hol d that

preenption under the MDA cannot be defeated by a comon | awsuit

®'We assune, arguendo, that Florida common | aw woul d
recogni ze an action whose standard of care is defined by the
standards of the MDA and that Appellants' conplaint may be read
broadl y enough to enconpass such an acti on.



alleging a violation of the statutory standards. Every circuit
court decision addressing this issue under the MDA agrees.’®
2. Requirenments Under the MDA

a. The FDA s Preenption Regul ati ons.

Where the plain neaning of the express terns of a statute i s
uncl ear, we nmay defer to a reasonabl e interpretati on adopted by the
agency charged with enforcing the statute. See Chevron, U S A,
Inc. v. Natural Resources Defense Council, Inc., 467 U S. 837, 843-
44, 104 S.Ct. 2778, 2782, 81 L. Ed. 2d 694 (1984). Appellants insist
t hat the nmeaning of "requirenments” as used in 8 360k(a) is unclear
and that we should therefore defer to the FDA regulations
clarifying the meaning of "requirenents."™

Appel | ee responds that under the express preenption rule
enunciated in C pollone v. Liggett Goup, Inc., our analysis should
be "governed entirely by the express |anguage” of the Act.
Cpollone, --- US at ----, 112 S . at 2618. Alternatively,
Appel | ee argues that the FDA' s regulations are contrary to the
clear intent of Congress and, therefore, are not entitled to
def erence. W disagree.

Ci pol I one did not prohibit reliance on an agency's preenption
regul ati ons. Wiile the opinion speaks only of "the express

| anguage” of the statutes, neither of the statutes examned in

°M chael , 46 F.3d at 1328-29; Reeves, 44 F.3d at 307;
Nati onal Bank of Conmerce of El Dorado v. Kinberly-C ark Corp.
38 F.3d 988, 992 n. 2 (8th G r.1994); King v. Collagen Corp.,
983 F.2d 1130, 1140 (1st Cir.) (op|n|on of Al drich and Canpbel
JJ.), cert. denled --- US ----, 114 S.Ct. 84, 126 L.Ed.2d 52
(1993).

“Congr ess enpowered the FDA to promnul gate regul ations to
enforce the MDA. See 21 U S.C. A 8 371(a).



Ci pollone had regulations interpreting its preenptive scope and
nothing in the opinion indicates that the issue of preenption
regul ati ons was ever raised or considered. Appel | ee' s ar gunent
t hus asks us to find a sub silentio holding in Cipollone, sonething
whi ch courts are reluctant to do. See Federal Election Comin v.
NRA Political Victory Fund, --- US ----, ----, 115 S . C. 537

542, 130 L.Ed.2d 439 (1994). Mor eover, the Suprene Court has
deferred to FDA preenption regulations in the past, see
H | | sborough County, Fla. v. Automated Med. Labs., Inc., 471 U S
707, 712-14, 105 S. . 2371, 2375-76, 85 L.Ed.2d 714 (1985), and
has exam ned anot her agency's preenption practices in at |east one
post - G pol | one case, see Wlens, --- U S at ----, 115 S. C. at 825
(di scussing the Departnment of Transportation's interpretation of
its authority to displace courts in air carrier contract di sputes).
W are therefore unable to conclude that C pollone created an
express preenption rule which forecloses our exam nation of the
FDA' s regul ati ons.

The principles guiding deference to an agency's
interpretation of a statute are well established. First we nust
ask whet her Congress has spoken directly to the precise question.
Nat i onsbank of N.C., N.A v. Variable Annuity Life Ins. Co., ---
us. ----, ----, 115 s.. 810, 813, 130 L.Ed.2d 740 (1995);
Chevron, 467 U S. at 841-43, 104 S.C. at 2781. |If the statute

does directly address the precise question, an agency
interpretation to the contrary is entitled to no deference; if
not , the Court nmust inquire into whether the agency's

interpretation is reasonable. Nationsbank, --- U S at ----, 115



S.C. at 813-14; Chevron, 467 U.S. at 843-44, 104 S.C. at 2782.
We defer to the agency's interpretation unless it is "arbitrary,
capricious, or manifestly contrary to the statute." Chevron, 467
U S at 844, 104 S.Ct. at 2782.

Congress's choice of the word "requirenment” in § 360k(a)(1),
does not speak directly to the precise i ssue of whether Appellants’
state common law tort clains are preenpted by the MDA. As used in
8§ 360k(a), a "requirenment” refers to a | egal obligation, see Brown
v. Gardner, --- US ----, ----, 115 S. . 552, 555, 130 L.Ed.2d
462 (1994) ("Anbiguity is a creature not of definitional
possibilities but of statutory context") and the corresponding
definition is "sonething called for or demanded,” Webster's New
International Dictionary 1929 (3d ed. 1976). See Asgrow Seed Co.
v. Wnterboer, --- US ----, ----, 115 S . 788, 793, 130 L. Ed. 2d
682 (1995) (stating that undefined statutory terns shoul d be given
their ordinary neaning). Even using this ordinary neaning, the
scope of the word "requirenent” is anbi guous and consi deration of
the FDA's interpretation is appropriate.

In defining the scope of 8§ 360k(a), the FDA has indicated
t hat :
State or local requirenments are preenpted only when the Food
and Drug Adm nistration has established specific counterpart
regulations or there are other specific requirenents
applicable to a particul ar device under the act...
21 CF.R 8§ 808.1(d) (enphasis added). We believe that this
narrowi ng of the meaning of "requirenent[s]" applicable ... to the
device" to "specific counterpart regulations" or “"specific
requi renents applicable to a particular device" is reasonable

because it avoids a host of problens raised by aliteral readi ng of



8§ 360k(a). First, an expansive reading of 8 360k(a) would infer

broad preenptive intent in the face of well-settled presunptions

agai nst such a construction. See, e.g., ACF Industries, --- US.
at ----, 114 S.Ct. at 851. Second, the broadest construction of §
360k(a) would call into question alnost all state law liability

pertaining to MDA-regul ated manufacturers. Such an interpretation
woul d render the MDA's savings clause, 21 US CA 8§ 360h(d)

meani ngl ess, violating a cardinal rule of statutory construction
whi ch avoids interpretations which render a statutory provision
superfluous. See Ratzlaf v. United States, --- US ----, ----,
114 S.Ct. 655, 659, 126 L.Ed.2d 615 (1994). Third, although a
state PMA requirenment would logically be preenpted by a litera

readi ng of 8 360k(a), the Act's legislative history suggests that
such practices should not be preenpted. H R Rep. 853, 94th Cong.,
2d Sess. 45-46 (1976)."

Because Congress |left open the question of what MDA
"requirenents” preenpt conpeting state requirenents, the FDA' s
addition of the word "specific" is a reasonable interpretation of
the statute. By clarifying the statutory term "requirenment” to
mean "specific requirenents,” the FDA s preenption regulation
stayed within the zone of reasonableness required of agency
interpretations. See Chevron, 467 U S. at 843-44, 104 S.C. at

2782-83. Finally, we note that every court decision which the

“"The House Report cited California' s premarket clearance
program wi th approval as an exanple of practices which the FDA
shoul d exenpt from preenption under 8 360k(b). H R Rep. 853,
94t h Cong., 2d Sess. 45-46 (1976). Neverthel ess, we believe the
statenment is relevant to our interpretation of 8§ 360k(a) by
denonstrating that Congress had no desire to conpletely occupy
the field of nedical device regul ation.



parties have brought to our attention either explicitly or
inmplicitly® regards the preenption regulations as valid. W hold
that the FDA's preenption regulations are a reasonable
interpretation of 8§ 360k(a) entitled to deference by the Court.

b. MDA Specific Requirenents.

Al though the FDA's clarification of 8 360k(a) is hel pful, we
must still struggle with defining what "specific requirenments”
under the MDA trigger preenption. See 21 CF.R § 808.1(d).
Appel lants interpret the regulations to nmean that in this case
preenption is proper "only if there are federal requirenents
i nposed specifically upon manufacturers of pacenakers regarding”
desi gn, manufacture, or warnings. In other words, Appellants take
the position that only MA regulations which state that "a
pacemaker manufacturer nust do ..." can constitute "specific
requi renents” triggering preenption. Appellees, on the other hand,
argue that the regul ations cannot be interpreted to require device
specificity.

A careful reading of the FDA s MDA preenption regul ati ons does
not support the device-specific interpretation Appellants seek to
i npose. Significantly, the regul ations allow preenption "when [ 1]

the Food and Drug Admnistration has established specific

’See, e.g., Martello, 42 F.3d at 1168; King, 983 F.2d at
1134; Larsen v. Pacesetter Systens, Inc., 837 P.2d 1273, 1281
(Hawai i 1992); G nochio v. Surgikos, Inc., 864 F.Supp. 948, 952
(N. D. Cal . 1994).

’See, e.g., Mchael, 46 F.3d at 1324; Angui ano, 44 F.3d at
809; Gle v. Optical Radiation Corp., 22 F.3d 540, 543-44 (3rd

Cr.), cert. denied, --- US. ----, 115 S.C. 429, 130 L.Ed.2d
342 (1994); Mendes, 18 F.3d at 16; Stanps v. Collagen Corp.
984 F.2d 1416, 1424 n. 8 (5th Cr.), cert. denied, --- US ----,

114 S.Ct. 86, 126 L.Ed.2d 54 (1993).



counterpart regulations or [2] there are other specific
requirenents applicable to a particular device under the act[.]"
I d. (enphasis supplied). The word "or" in the regul ati on indicates
that the FDA intended the two conditions for preenption to be

alternatives so that the existence of either condition triggers

preenption. See Hawaiian Airlines, --- US at ----, 114 S . C. at
2245. Wiile the first condition, the existence of "specific
counterpart regulations,” mght be read to require device

specificity, the second condition cannot.

The nost natural reading of the FDA' s "specific requirenents”
| anguage requires specificity in the nature of the requirenents,
not in their applicability to designated devices. The "applicable
to a particular device" |language, mrroring the statute, requires
a court to ask whether the requirenents in question apply to the
device in question. See 21 U S.C.A § 360k(a); 21 CF.R 8
808. 1(d). That | anguage does not suggest that the requirenents
t hensel ves nust nention the particular device in question. Qur
preenption inquiry nust ask whether "specific requirenents" apply
to a device, not whether the requirenments specify the device.

Construing the FDA' s preenption regul ations to require device
specificity also contradicts the structure of the Act. Under the
MDA, Class Il devices are subject to the highest |evel of scrutiny

t hrough the PVA process. ' See 21 U.S.C. A § 360c(a)(1)(C. Accord

“The conparative costs of market entry under the MDA
supports the conclusion that the PVMA process presents the highest
obstacle. Wile the average price-range of market entry through
t he premarket notification 510(k) procedure is $50 to $2,000, the
equi val ent range for devices undergoing the PVMA process is
$111, 000 to $828,000. Robert B. Leflar, Public Accountability
and Medi cal Device Regulation, 2 Harv.J.L. & Tech. 1, 47 (1989).



Martell o, 42 F.3d at 1168; Stanps, 984 F. 2d at 1419. Yet the PMA
procedure's "requirenents” under the MDA are not device-specific.
| nstead, the PMA process requires manufacturers to submt to an
approval process standardized for all Cass |1l devices. See

e.g., 21 US.CA § 360e(c)-(d); 21 C.F.R §§ 814.1-814.45. It
woul d be anomal ous for the MDA to preenpt certain clains which
conflict with device-specific requirenents placed on Cass Il
devi ces, see National Bank, 38 F.3d at 990; Mdore v. Kinberly-
Clark Corp., 867 F.2d 243, 247 (5th G r.1989), but not preenpt
cl ai s agai nst devices subject to the MDA s nost rigorous, albeit
non- devi ce-specific, procedures.™ Thus, the overall structure of
t he MDA supports interpreting the FDA's preenption regul ations as
not requiring device specificity.

Finally, a device-specific requirenent is contrary to the
cl ear wei ght of authority. Although sone reported deci sions demand
that an MDA's "requirenent" be device-specific, see Larsen, 837
P.2d at 1282; G nochio, 864 F.Supp. at 953; (@ a v. Howredi ca,
I nc., 848 F. Supp. 905, 906-07 (D. Col 0.1994), only the NNnth Grcuit
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appears to accept this position. Angui ano, 44 F.3d at 809.

®*d ai ming that the PVA procedures are device-specific

requi renents because they subject each device to particularized

attention proves too nuch. For exanple, if the device-specific

exam nation of a PMA application under non-specific regulations

allows us to characterize the PVMA procedures as device-specific,
then the individualized exam nation of a 510(k) application, see
21 U S.C.A 8§ 360(k); 21 CF.R 88 807.87-807.100, allows us to
characterize the 510(k) procedure as device-specific.

Wi | e Lanontagne v. E.|. Du Pont De Nemours & Co., 41 F.3d
846 (2nd Cir.1994) upholds a district court decision requiring
devi ce-specificity, see Lanontagne v. E. 1. Du Pont De Nenmours &
Co., 834 F. Supp. 576, 582-83 (D.Conn.1993), it does so by
affirmng the district court's dism ssal of the conplaint on
non- preenpti on grounds and does not address the issue of



Significantly, the First, Third, Fifth, and Eighth Crcuits' NDA
preenpti on deci sions rej ect readi ng any devi ce-specific requirenent
into 8 360k(a) and its regulatory clarification. See M chael, 46
F.3d at 1324 (3rd Cr.); Reeves, 44 F.3d at 304-05 (5th Cr.);
Martello, 42 F.3d at 1169 (8th Cr.); Mendes, 18 F.3d at 17-19
(1st Cr.).

Nevert hel ess, our rejection of Appellants' interpretation of
t he FDA regul ati ons does not renove all significance fromthe FDA s
choice of the word "specific.” Wile a precise definition of what
the FDA nmeans by "specific requirenents” is neither possible nor
desirable, the termnust at |east narrow the potentially unlimted
scope of preenption under 8§ 360k(a). Starting with the plain
meaning of the term "specific," defined inter alia as "having a
real and fixed relationship to [and] restricted by nature to a
particul ar individual, situation, relation, or effect," Wbster's
New I nternational Dictionary 2187 (3d ed. 1976), the FDA' s call for
"specific requirements” under the MDA and the interpretive
presunpti ons agai nst preenption, see Hawaiian Airlines, --- U S. at
----, 114 S. . at 2243; ACF Industries, --- US at ----, 114
S.¢. at 851; Silkwod, 464 U S. at 251-52, 104 S.C. at 623

precl ude an overly-broad reading of the Act's preenptive scope.”

preenption under the MDA

YFor exanple, equating the FDA's broad power to monitor the
medi cal device market and intervene in the market when necessary,
see, e.g. 21 U S.C A 88 331-334, with the type of "specific
requi renents" necessitating preenption would stretch the
regul ation's | anguage, and the preenptive scope of the NDA
beyond t he bounds of reason. The possession of jurisdiction is
not synonynmous with nmaking requirenments. A rule equating
jurisdiction wth preenption-triggering requirenents would infer
absol ute preenption whenever Congress |legislates. Such a rule



We hold that preenption-triggering requirenments should, in sone
way, be "restricted by nature" to a particular process, procedure,
or device' and should not be conpletely open-ended.

C. Preenption of Appellants' C ains

Having | aid out the general rul es of preenption under the MDA
we nmust now conduct a claimby-claiminquiry to determ ne whet her
Appel l ants' state |law clains are preenpted.

The MDA preenpts a state or local "requirenent” which is both
"different from or in addition to" a specific MDA requirenent, and
"relates to the safety or effectiveness" or "any other matter"
included in a specific MDA requirenent. 21 U S.C A § 360k(a).
See also 21 CF.R 8 808.1(d). W have already determ ned that
state common |law clains can inpose state requirenments wthin the
meaning of the MDA and that these state requirenents nust be
conpared with those specific MDA requirenents applicable to the
device at the heart of the suit. W nust now determ ne whether
Appel lants' clainms are "different from or in addition to" and
"relate to any matter"” included in a specific MDA requirenent. 21
U S.C A § 360k(a).

The narrow focus of our inquiry should be enphasized. Inthis

section we exanmine only preenption of state conmmon |aw clains

"is virtually tantamount to sayi ng that whenever a federal agency
decides to step into a field, its regulations will be exclusive.
Such a rule, of course, would be inconsistent with the

federal -state bal ance enbodi ed i n our Supremacy C ause
jurisprudence."” Hillsborough County, 471 U.S. at 717, 105 S.C
at 2377; More, 867 F.2d at 245.

®Devi ce-specific requirements will often be "specific
requi renents” triggering preenption. See 21 CF.R § 808.1(d).
Thi s does not mean that specific requirenents nust be
devi ce-specific.



agai nst the manufacturer of a Class Ill device which entered the
mar ket via the 510(k) process as the substantial equivalent of a
gr andf at hered devi ce. This narrow focus often limts the
useful ness of the authorities both parties rely upon. For exanple,
Appel | ee' s heavy reliance on Stanps, 984 F.2d 1416, and King, 983
F.2d 1130, is m splaced because the device at issue in those cases
had undergone the full PMA process before it entered the market.
Qur narrow focus al so precl udes Appellants' reliance on Smth
v. Pingree, 651 F.2d 1021 (5th Cr., Unit B 1981). First, Smth
was decided prior to the Supreme Court's Cipollone decision and
relied on inplied preenption principles to reach its decision
Smth, 651 F.2d at 1024 (citing Chem cal Specialties Mrs. Assn.,
Inc. v. Clark, 482 F.2d 325, 327 (5th G r.1973)). See also id. at
1025. G pollone made clear that in the absence of sone "cause to
| ook beyond" an express preenption provision, inplied preenption
princi ples should not be used to decide the preenptive scope of a
statute in which Congress provided an express preenption
provision.® G pollone, --- US. at ----, 112 S.Ct. at 2618. See
also Freightliner, --- US at ----, 115 S . C. at 1488. Second,
Smthis factually distinguishable fromthe i nstant case because it
considered the preenptive scope of the MDA's Class Il regul ations
on a state regulatory statute. Smth, 651 F.2d at 1022 (citing
Fla.Stat. 88 468.135(7); 468. 136(1)-(2)). Third and nost
inmportantly, the result in Smth relies on the fact "that the

Florida statute does not relate "to a matter included in a federal

“We al so note that the Fifth Circuit has ignored Smith in
its post-Cipollone MDA preenption cases. See Reeves, 44 F.3d
300; Stanps, 984 F.2d 1416.



requi renent applicable to a device." " Smth, 651 F.2d at 1025
(quoting 21 U.S.C.A. 8 360k(a)(2)). See also id. at 1024 (hol ding
that § 468.135(7) is not preenpted because it addresses a different
concern than does the MDA). In other words, Smith found that the
state statute at issue did not relate to the safety and
effectiveness or to "any other matter” within the MDA See 21
US CA 8 360k(a)(2). In contrast, Appellants cannot seriously
dispute that their tort action relates to the safety of the
Activitrax. Thus, Smth provides no guidance in deciding the case
bef ore us.
1. Negligent Design

Appel I ants' conpl ai nt al | eged t hat Appel | ee breached its duty
of care to Lora Lohr by negligently designing and testing the
Activitrax pacenmaker. Appellants contend that the district court
erred by dism ssing this clai mbecause the Activitrax and its Mdel
4011 | ead were never subject to any specific requirenments under the
MDA wi t hi n t he meani ng of the Act's preenption provision. Appellee
responds that the district court correctly found Appellants' claim
preenpted because the Activitrax is subject to numerous
requi renents under the MDA We conclude that none of the
regul ations applicable to the Activitrax constitute specific
requirements under the MDA and therefore reverse the district
court's preenption of Appellants' negligent design claim

Appel l ants' Florida | awnegligent design claimcould certainly
inpose a "State ... requirenment” upon the Activitrax. 21 U S. C A
§ 360k(a). As expl ained above, congressional use of the term

"requirenent” sweeps broadly to enconpass conmon |law, as well as



statutory and regul atory requirenents. Cipollone, --- U S at ----
, 112 S. Ct. at 2620, Duncan, 12 F.3d at 195. Appellants' negligent
design action would ask the jury to decide if Appellee did

"sonet hing that a reasonably careful person would not do under |ike

circunstances or ... fail[ed] to do something that a reasonably
careful person would do under |I|ike circunstances."” Fl ori da
Standard Jury Instructions in Cvil Cases § 4.1. If the MDA

establishes specific requirenents that apply to the design of the
Activitrax, Appellants' action would ask the jury to decl are what
constitutes a reasonable design after the MDA already set the
standard. By doing so, Appellants' claimwould be "different from
or in addition to" the MDA standard, would "relate ... to [a]
matter included" in the MDA, and would, therefore, be preenpted.
See 21 U S.C.A 8 360k(a). See, e.g., National Bank, 38 F.3d at
991; Gle, 22 F.3d at 544; Slater, 961 F.2d at 1333. In sum if
the FDA, pursuant to its authority under the MDA, has inposed
specific requirenents on the Activitrax, a jury cannot add any
requirenents. See, e.g., Papas, 985 F.2d at 518. Appel | ee
identifies four ways in which the MDA allegedly inposes specific
requirenents on the Activitrax and its Mdel 4011 | ead. W
consi der each in turn.

First, Appellee insists that the FDA' s approval of the Mbodel
4011's 510(k) subm ssion constitutes a finding that the device is
safe and effective under the Act—a finding Appellee equates to a
specific requirenent. Even assuming that a safety and
effectiveness finding wuld constitute a specific design

requi rement under the MDA, we are not convinced that 510(k)



approval constitutes a finding of safety and effectiveness.

A finding of "substantial equival ence" by the FDA neans that
t he new devi ce has the sane i ntended use as the original device and
that the new device <either has the sane technol ogica
characteristics as the original or is denonstrated to be as safe
and effective as the original device. 21 U S.CA 8 360c(i)(1)(A
(enphasis supplied).?®  Thus, while a substantial equivalence
finding can be a finding of safety and effectiveness, there is no
way to tell whether a given substantial equivalence finding is a
finding of safety and effectiveness. Moreover, the FDA' s
regul ations explain that approval of a device under 510(k)
procedures as the substantial equivalent to a grandfathered device
"does not in any way denote official approval of the device." 21
CF.R 8§ 807.97. This regulation makes obvi ous sense because the
FDA could hardly find a device "as safe and effective" as a
grandf at hered device whose safety and effectiveness were never
est abl i shed by VMDA  procedures. See 21 US CA 8§
360c(i)(1)(A)(ii)(l). The lack of any official approval under the
510( k) procedure was nmade cl ear to Appel | ee when t he Model 4011 was
approved in 1982. The FDA' s clearance letter, tracking the
| anguage of the regul ati ons, cautioned Appellee that "[t]his letter
does not in any way denote official FDA approval of your device."

The regul ations governing the form and content of a 510(k)

subm ssion state that the "summary shall be in sufficient detail to

*This section did not exist when the Mddel 4011 was
approved, but we accept for these purposes that the new section
only codified the prior practice of the FDA. See S.Rep. No. 513,
101st Cong., 2d Sess. 28 (1990).



provi de an understanding of the basis for a determ nation of
substanti al equivalence.” 21 C.F.R 8 807.92(a). Thus, the MDA's
510(k) subm ssion regulations clarify what should be obvious from
the statute: The 510(k) process is focused on equival ence, not
safety, and the question of whether a device has been deened safe
and effective cannot be resolved by | ooking at the 510(k) process,
but nmust be determ ned by | ooking at the process through which the
original device entered the market. W therefore reject Appellee's
argunent that 510(k) approval constitutes a finding of safety and
effectiveness within the Act.* Cf. National Bank, 38 F.3d at 998
(Loken, J., concurring) (noting that "an FDA order permtting the
new device to be marketed as substantially equivalent to existing
devi ces woul d not normal ly refl ect agency approval "). W hold that
510( k) approval under the MDA, standing alone, is not a finding of
safety and effectiveness and does not inpose specific requirenments
on a device for preenption purposes.

Second, Appellee suggests that by grandfathering pre-NVDA
devices into the market, the Act recognized their safety and
effectiveness as historically established. W disagree. "[T]he
absence of a federal standard cannot inplicitly extinguish state
common law." Freightliner, --- US at ----, 115 S.C. at 1485.
Mor eover, Appellee identifies nothing in the statute's text, or

even in its legislative history, to suggest that grandfathering

Surprisingly, Appellee does not cite to 21 C.F.R §
807.94, which requires Class Il 510(k) subm ssions to be
identified as such. While that regulation provides a scintilla
of support to Appellee's argunment that a 510(k) submission is a
safety and effectiveness finding, it is not enough to overcone
our concl usi on.



constitutes a safety and effectiveness finding. G ven the strong
presunpti ons agai nst the preenption of state common | aw cl ai ns, we
find this argument without nerit.

Recognition of the MDA s conpeting purposes supports our
conclusion that grandfathering, wthout nore, cannot justify
preenption under the Act. The MDA represents congressional
bal ancing of at |east two conpeting purposes: the desire to
protect the public fromunsafe devices and the desire to encourage
i nnovation and devel opnent in the bionedical technology field.
See, e.g. HR Rep. No. 853, 94th Cong., 2d Sess. 10-11 (1976);
S.Rep. No. 33, 94th Cong. 1st Sess. 10 (1975). In light of this
bal ancing, we can view the MDA as a conprom se between device
manuf acturers and Congress. |n exchange for the financial and tine
bur dens pl aced upon manuf acturers by the MDA, the manufactures were
assured a nationally uniform and predictable regulatory and
l[tability climte. A rule preenpting liability based on
grandfathering would give the benefits of a uniform predictable
liability climate to devices that never paid the MDA's regul atory
"price" for market entry. Additionally, allowng state tort suits
based upon the failure of pre-MDA devices would not disturb a
manuf act urer' s devel opnental cal cul us because presunmabl y, when such
devices were first introduced, the devices were considered a W se
busi ness investnent despite state-inposed tort liability. In
short, preenpting clains against grandfathered pre-MDA devices
woul d give their manufacturers a regulatory w ndfall.

Third, Appellee points to continued FDA surveillance of

devices like the Activitrax as constituting specific requirenments



under the Act. See, e.g., 21 CF.R 88 807.81(a)(3)(i) (requiring
FDA approval for any design changes); 895.25 (granting FDA
authority to order |abeling changes). As already expl ai ned above,
t hese provi sions cannot constitute specific requirenents withinthe
meani ng of the MDA s preenption regulation. At best, they are
general requirenents because they have no "fixed rel ationshi p” and
are not "restricted by nature to" a particul ar process, procedure,
or device. See Wbster's New lInternational D ctionary 2187 (3d ed.
1976). In light of the presunption against preenption, the FDA s
jurisdiction to nonitor the market is too slender a regulatory
strand to support preenption.

Finally, Appellee suggests that MDA procedures for
cl assifying devices i npose specific requirenents. See 21 U S.C A

8 360c(a); 21 CF.R 8§ 860.7. As we have previously noted, a

"requirenment” is best understood as "sonething called for or
demanded. " Webster's New International Dictionary 1929 (3d ed.
1976). Putting a device into Cass IIl, without nore, places no
demands on the device's manufacturer. Accord National Bank, 38
F.3d at 997. The classification of devices under the Act is

simlar to a regulatory census; while the classification may have
significant regul atory consequences, it creates no requirenents by
itself.

Accordingly, we hold that Appellants' negligent design claim
is not preenpted by the MDA because the Act does not establish any
specific design requirenents, through a finding of safety and
effectiveness or otherwise, which conflict with the state |aw

claim



2. Negligent Mnufacture.

Appel I ants' conpl ai nt al | eged t hat Appel | ee breached its duty
of care to Lora Lohr by negligently manufacturing and assenbling
the Activitrax and Mddel 4011. The district court found that the
MDA preenpted this negligent manufacturing claim After review ng
the requirements the MDA places on the manufacturing processes of
suppliers |ike Appellee, we affirmthe district court.

Like their negligent design claim Appellants' negligent
manufacturing claim could create state requirenents because it
woul d ask a jury to determ ne how a reasonabl e manufacturer shoul d
build the Activitrax. Therefore, the negligent manufacturing claim
is preenpted if the jury could create a standard of conduct
"different from or in addition to" a specific MDA requirenent.
See 21 U S.C A 8§ 360k(a).

As we have already concluded, nothing in the MDA's 510(Kk)
approval procedures, grandfathering provision, oversight and
enforcenment powers, or classification requirenments constitutes a
"specific requirenment” justifying preenption under the Act. See 21
C.F.R 8§8808.1(d). In the case of manufacturing, however, Appellee
also points to the NMDA's good manufacturing practice (GW)
regul ati ons as specific requirenents justifying preenption. See 21
U.S.C.A § 360j(f); 21 CF.R 8§ 820.1-820.198.

The GW regulations nonitor the "nethods wused in, and
facilities and controls used for, the manufacture, pre-production
design validation ( ... but not including an evaluation of the
safety or effectiveness of a device), packing, storage, and

installation of a device ... to assure that the device will be safe



and effective....” 21 US.CA 8 360j(f)(1)(A. As the statute's
text makes clear, although GW requirenents do not evaluate the
safety and effectiveness of the device, the GW requirenents do
ensure that the manufacturing, packing, and other processes
associ ated with a manufacturing enterprise are conducted safely and
effectively. | d. The GW regulations include requirenments
affecting a manufacturer's organization, personnel, building,
equi pnent, conponent controls, production and process controls,
packagi ng, | abeling controls, holding, distribution, installation,
devi ce evaluation, and record keeping. See 21 C F.R 8§ 820.20-
820. 198.

W believe the GW requirenments are specific requirenents
whi ch preenpt Appellants' negligent manufacturing claim Accord
M chael, 46 F.3d at 1324; Mendes, 18 F.3d at 109. VWi le the
requi renents are not device-specific, they are certainly specific
to manufacturing. Moreover, while the GW regul ations are witten
in necessarily broad |anguage®® to accomodate the myriad of
di fferent producers covered by the MDA, the GWP regul ati ons create
standards for alnost every aspect of the manufacturing process.
See 21 C.F.R 88 820.20-820.198. The FDA's forfeiture actions

agai nst non-conpl yi ng manufacturers forecl ose any suggestion that

*For exanpl e, the regul ation on personal sanitation within
bui | di ngs st at es:

Washing and toilet facilities shall be clean and
adequate. \Were special clothing requirenents are
necessary to assure that a device is fit for its

i ntended use, clean dressing roons shall be provided
for personnel.

21 C.F.R § 820.56(a).



the GW regul ations are hortatory and w thout substantive effect.
See, e.g., United States v. Laerdal Manufacturing Corp., 853
F. Supp. 1219, 1222-23, 1227-35 (D.Or.1994); United States v.
Undet erm ned Quantities of Var. Articles, 800 F. Supp. 499, 502-503
(S. D. Tex. 1992) ; United States v. 789 Cases, 799 F.Supp. 1275
1287- 1293 (D. Puerto Rico 1992).

Appel I ants' negligent manufacturing claimconstitutes a state
requirenent "different from or in addition to" the GW
regul ati ons' specific manufacturing requirenents. We therefore
hold that the district court properly granted summary judgnment on
this claimbecause it is preenpted by the MDA
3. Negligent Failure to Warn

Appel I ants' conpl ai nt al | eged t hat Appel | ee breached its duty
of care to Lora Lohr by negligently failing to warn and instruct
Ms. Lohr or her physicians about the dangers of the Activitrax
pacemaker. The district court found that the MDA preenpted this
claim A review of the MDA's warning and | abeling requirenents
convinces us that the district court was correct.

Li ke their other negligence clains, Appellants' failure to
warn claim could constitute a "State ... requirenent” and is
preenpted if the jury <could conclude that a reasonable
manuf acturer's warnings and | abel s woul d be "different from or in
addition to" a specific MDA requirenent. See 21 US.CA 8
360k(a) . Nothing in the MDA s 510(k) approval procedure,
grandfathering provision, oversight and enforcement powers, or
classification requirements constitute "specific requirenents”

justifying preenption under the Act. See 21 CF.R § 808.1(d).



Like the mnufacturing claim however, Appellee points to
additional MDA regulations governing labeling as specific
requirements justifying preenption. See 21 C F.R 88 801.1009,
807.87(e).

Every prescription device |ike the Activitrax nust conply with
an MDA inposed | abeling requirenent. 21 CF.R § 801.109. The
| abel on the device itself nust inform the reader about the
prescription-only nature of the device and the method of its
application or use. 21 CF.R § 801.109(b). More inportantly,
| abeling "on or within" the device's packaging nust contain (1)
usage information, "including indications, effects, routes,

nmet hods, and frequency and duration of admnistration,"” and (2)

war ni ng i nformati on, i ncl udi ng any "rel evant hazar ds,
contraindications, side effects, and precautions.” 21 CF.R 8
801.109(c). The FDA screens the premarket subm ssions of all

devi ces for conpliance with | abeling requirenents, including 510(k)
subm ssions. 21 CF.R § 807.87(e).

We believe these l|labeling requirenments constitute specific
requi renents for preenption purposes. Accord Mchael, 46 F.3d at
1324; Reeves, 44 F.3d at 305; Mendes, 18 F.3d at 18. As we have
made clear, the |abeling regulations' |ack of device specificity
does not dictate that they cannot be specific requirenents for
preenpti on purposes. Instead, the regulations are quite specific
about what standards a manufacturer nust follow when designing the
packaging and labeling for its product. See 21 CFR 8
801. 109(b), (c). As with the GW regul ati ons di scussed above, the

fact that the regulations are broadly phrased does not obviate



their effectiveness, but rather reflects the need to enconpass nmany
t housands of devices within their requirenents. Further, the FDA s
record of taking action against m sl abel ed devices forecloses the
argunent that the Act's labeling requirenments |ack substantive
"bite." See, e.g., United States v. Various Articles of Device,
814 F. Supp. 32, 33 (E.D.Tenn.1992); United States v. Articles of
Devi ce [ Acufl ex; Pro-Med], 426 F. Supp. 366, 370-71
(W D. Penn. 1977) .

Appel lants' failure to warn claim constitutes a state
requirement "different from or in addition to" the MDA's specific
| abel ing requirenents. W therefore hold that the district court
properly granted summary judgnent on this claim because it is
preenpted by the MDA
4. Strict Liability in Tort.

Appel l ants' conplaint alleged that Appellee is strictly
liable for Lora Lohr's injuries because it introduced an
unr easonabl y danger ous product—+the Activitrax—+nto the market. As
with Appellants' other clainms, the district court concluded that
the MDA preenpted this claim A conparison of Florida s strict
litability law and the regulatory schene applicable to the
Activitrax convinces us that the district court was incorrect and
t hat Appellants' strict liability claim insofar as it alleges that
the Activitrax and Mdel 4011 are unreasonably dangerous as
desi gned, should be all owed to proceed.

Li ke Appellants' other clains, a Florida strict liability
action could inpose a "State ... requirenment” on the Activitrax.

21 U S.CA 8 360k(a). A strict products liability action under



Florida | aw woul d ask the jury "whether the [Activitrax] supplied
by [Appellee] was defective when it left the possession of
[ Appel l ee]." Florida Standard Jury Instructions, 8 PL. The jury
can find a product defective "if it is in a condition unreasonably
dangerous to the user [and reaches] the user w thout substanti al
change" or "if by reason of its design the product is in a
condi tion unreasonably dangerous to the user [and reaches] the user
wi t hout substantial change.” Florida Standard Jury Instructions,
88 PL 4, PL 5. A product nay be unreasonably dangerous due to
defects in its design, manufacture, or |abeling. See, e.g.,
Radi ati on Technol ogy, Inc. v. Ware Const. Co., 445 So.2d 329, 331
(Fla.1983); Brown v. d ade and Grove Supply, Inc., 647 So.2d 1033,
1035 (Fl a. App. 1994) .

Under Florida's strict liability doctrine, the burden of
rendering a product safe is placed in the hands of the entities "in
a better position to ensure the safety of the products.” Sanuel
Friedland Fam |y Enterprises v. Anobroso, 630 So.2d 1067, 1068
(Fl a.1993). A finding that defects in a product render it
unr easonabl y dangerous i s necessarily a finding that the product is
unsafe. The word "dangerous” itself is definedin ternms of safety:
"exposing to danger, involving risk, demanding caution or care as
extremely unsafe.” Wbster's New International Dictionary 573 (3d
ed. 1976). Thus, if the MDA establishes specific requirenents
designed to avoid having unsafe products reach wusers, then
Appel lants' strict liability action would be "different from or in
addition to" the MDA standard and is therefore preenpted. See 21
U S.C.A § 360k(a).



Qur anal ysis of Appellants' three negligence clainms guides our
strict liability inquiry. Because the 510(k) process,
grandfat hering provision, oversight and enforcenent powers, and
classification requirenents do not inpose specific safety
requi renents on the Activitrax's design, it follows that they do
not prevent that design from creating an unreasonably dangerous
product. In contrast, because the GW and | abeling requirenents
create standards of care for manufacturing and | abeling drafted to
ensure that devices are manufactured and | abel ed in a safe manner,
it follows that these requirenents shoul d prevent the manufacturing
or labeling of the Activitrax from creating an unreasonably
danger ous product.

Accordingly, we hold that Appellants' strict liability claim
arising from an allegedly unreasonably dangerous design is not
preenpted, but any contentions that the manufacture or | abeling of
the Activitrax created an unreasonably dangerous product are
preenpted by the MDA. On remand, the district court should ensure
that Appellants' strict liability claimis limted to proving that
the Activitrax and Mddel 4011 |ead are unreasonably dangerous as
desi gned. Appel lants should not be allowed to revive their
preenpt ed negli gent manufacturing and failure to warn clains inthe
formof a strict liability claim

I11. CONCLUSI ON

ZPreenpting strict liability claims arising fromsone
processes, but not others, is consistent with Florida casel aw
See | SK Bi otech Corp. v. Douberly, 640 So.2d 85, 88-89
(Fl a. App. 1994) (preenpting, under FIFRA, failure to warn claim
but allow ng strict liability claim"based solely on the
product's defective condition" to proceed); Brennan v. Dow
Chem cal Co., 613 So.2d 131, 132 (Fl a. App. 1993) (sane).



The Court's decision to preenpt sonme, but not all of
Appel lants' clains is sure to please neither party. Nevertheless,
as the Suprenme Court noted in its |latest preenption decision,
"[t]he m ddl e course we adopt seens to us best calculated to carry
out the congressional design.” Wlens, --- US at ----, 115 S . C
at 827. Any displeasure with that design shoul d be directed toward
Congress. The lines and distinctions we draw in today's decision
are not always neat or easy, but "in our system of adjudication,
principles seldomcan be settled "on the basis of one or two cases,
but require a closer working out' " Id. (quoting Pound, Survey of
t he Conference Problens, 14 U Cn.L.Rev. 324, 339 (1940)).

In conclusion, we hold that the district court properly held
t hat Appellants' negligent manufacture and negligent failure to
warn clainms are preenpted by the MDA. But the district court erred
when it held Appellants’ negligent design claim and strict
l[tability claimarising froman unreasonably dangerous design were
preenpted by the Act.

AFFI RVED in part, REVERSED in part, and REMANDED



