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Appeal from the United States District Court for the Southern
District of Texas.

Before WSDOM GARWOCD and DAVIS, Crcuit Judges.

GARWOOD, Circuit Judge:

Inthis products liability suit, plaintiff-appellant SamFel dt
(Fel dt) appeals the district court's award of sunmary judgnent, on
t he basis of preenption, for defendant-appell ee Mentor Corporation
(Mentor). W affirmin part, reverse in part, and renmand.

Facts and Proceedi ngs Bel ow

On Cctober 19, 1988, in an effort to cure erectile inpotency,
Fel dt, then 68 years old, had inplanted a punp-activated, Mentor
GFS inflatabl e penile prosthesis (the prosthesis or the GFS), which
had been approved by the Food and Drug Adm nistration (the FDA) for
mar keti ng because of its substantial equival ence to prior devices.
Fel dt's prosthesis worked until June 1991 when, because of a flaw
inthe connection between the penile cylinders and the scrotal punp
reservoir, it would no longer inflate and had to be renoved and
repl aced. Feldt clains that, as a result of this defect, he
suffered from enbarrassnment, traunma, and decreased sexual desire.

He also clainse that the defect contributed to the end of his



relationship with his fiancee.

Seeking recovery for these and other injuries, Feldt filed
suit agai nst Mentor, the product manufacturer, in Texas state court
on June 17, 1993, alleging negligence, strict products liability,
breach of express and inplied warranties, and violations of the
Texas Deceptive Trade Practices Act (DTPA). In its answer, Mentor
raised eighteen affirmative defenses, anong them the conplete
preenption of Feldt's state law clainms. Asserting diversity and
federal question jurisdiction, Mentor renoved the suit to federal
court, where on My 20, 1994, it filed a notion for sunmary
j udgnent based only on the preenption defense. Feldt opposed the
nmoti on but dropped his negligence and strict liability clainms with
regard to the GFS's manufacture. On July 11, 1994, the district
court awarded Mentor summary judgnent, from which Feldt now
appeal s.

Di scussi on

The only issue in this appeal is whether 21 U. S.C. 8§ 360k(a),
part of the Medical Device Anendnents of 1976 (MDA) to the Federal
Food, Drug and Cosnetic Act, expressly preenpts Feldt's remaining
state law clains.! Wien the field alleged to be preenpted by
federal |aw has been traditionally occupied by the states, thereis
a presunption against preenption that can be rebutted only by a

"clear and nmanifest" congressional purpose, be it express or

Al t hough Fel dt dropped his negligence and strict liability
cl ai ne based on defective manufacture, he preserved his
failure-to-warn and defective-design clains, which are al so
grounded on theories of negligence and strict liability.
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inplied. Jones v. Rath Packing Co., 430 U S 519, 525, 97 S. C.
1305, 1309, 51 L.Ed.2d 604 (1977). When Congress explicitly
di spl aces state | aw, however, as it has here, congressional intent
is determned with reference only to the express |anguage of the
st at ut e; preenption will not be inplied. Ci pol l one v. Liggett
G oup, Inc., --- US ----, ----, 112 S.Ct. 2608, 2618, 120 L. Ed. 2d
407 (1992); Stanps v. Collagen Corp., 984 F.2d 1416, 1420 (5th
Cr.) (rejecting the argunent that the | anguage of the MDA permts
a finding of inplied preenption), cert. denied, --- US ----, 114
S.C. 86, 126 L.Ed.2d 54 (1993). The federal statute at issue,
section 360k(a) of the MDA, provides as foll ows:
"[NNo State or political subdivision of a State may establ i sh
or continue in effect with respect to a device intended for
human use any requirenent —
(1) which is different from or in addition to, any
requi renent applicable under this chapter to the device,
and
(2) which relates to the safety or effectiveness of the
device or to any other matter included in a requirenent
applicable to the device under this chapter.” 21 U S. C
8§ 360k(a).
The parties di spute whether Texas | aw establishes, with respect to
the GFS, "any requirenent different from or in addition to, any
requi renent applicable under this chapter to the device."2 1d.

Since the enactnent of the MDA in 1976, the FDA has had

authority to regulate the entry of nedical devices into the market.

2\ have held that state requirenments subject to preenption
by the MDA may be positive enactnents or common | aw duti es.
Stanps, 984 F.2d at 1420; see also G pollone, --- U S at ----,
112 S.Ct. at 2620. Feldt thus draws no distinction between his
statutory and conmmon | aw cl ai ns.



Pursuant to this authority, the FDA groups nedical devices into
three classes (Classes |-111) according to the anount of regul ati on
necessary to ensure their safety and effectiveness. Although al

classes of nedical devices are subject to general controls,

i ncluding | abeling requirenents and so-called good manufacturing

practices (GWs), Cass Il and Cass Ill devices are subject to
additional regulations. Moreover, because Class Ill devices are
deened to pose the greatest threat of illness or injury, they are

subject to the nost stringent regulation of the three classes. The
GFSis a Cass Il device. 21 CF.R 8 876.3350(b).

Bef ore bei ng marketed and sold, Class |Il| devices nust undergo
the rigors of Pre-Market Approval (PMA), a |engthy, conprehensive
process, at the end of which the FDA determ nes whether there is
"reasonabl e assurance" that the device under consideration is safe
and effective. See 21 U S. C. 8§ 360d(c)(1l), (d); see also Reeves
v. AcroMed Corp., 44 F.3d 300, 303 (5th Cr.), cert. denied, ---
usS ----, 115 S . 2251, 132 L.Ed.2d 258 (1995). As this Court
recently summari zed,

"The FDA' s [ PMA] application requires manufacturers to subm t
extensive animal and hunan data to establish their devices'

safety and effectiveness. 21 CF.R § 814.20.... FDA
regul ations also require [ PMA] applicants to submt "[c]opies
of all proposed labeling for the device.' 21 CF.R 8

814. 20(b) (10). The FDA approves a [PMA] application only
after extensive review by the agency and an advi sory comm ttee
conposed of outside experts." Id.
Al t hough as a general rule a Class Ill device nust obtain PMA
before it can be marketed to the public, 21 U S. C. 8§ 360e(c)(2),
there are two exceptions. First, Cass IIl devices found by the

FDA to be "substantially equivalent" to devices on the narket
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before May 28, 1976, the MDA's effective date, are entitled to
bypass the PMA process. Id. 8§ 360e(b)(1). Second, Cass |11
devi ces that obtain an i nvestigational device exenption (IDE) from
the FDA, id. 8 360j(g), may be clinically tested on humans w t hout
first obtaining PMA. Id. §8 360e(a). At any tinme, however, the FDA
may i ssue a regul ation requiring an exenpted device to undergo the
formal PMA process, see id. 8 351(f)(2), but to date has not done
so for inflatable penile prostheses.

It is undisputed that Mentor never obtained PVA for the GFS.
The prosthesis was instead found by the FDA to be substantially
equi val ent to devices nmarketed before the MDA's effective date. A
finding of substantial equivalence is based on a section 510(k)
statenent submtted as part of a pre-market notification
application, a process significantly nore abbreviated and |ess
i nvol ved than PMA 3 Reeves, 44 F.3d at 303. Applicants for
pre-market notification nmust submt device descriptions and ot her
information sufficient for the FDA to determ ne whet her the device
in question is substantially equivalent to pre-MDA nmarketed
devi ces. As with the application for PMA applicants nust al so
submt their proposed |labeling, 21 CF. R § 807.87, for the FDAto
determ ne conpliance with general |abeling regulations. See 21

CFR 8 801 et seq.; Reeves, 44 F.3d at 305. In this case

SMent or was al so granted an | DE, pursuant to which it
conducted clinical trials of the prosthesis. Approval for the
i nplant of Feldt's GFS, however, was not connected to this
clinical program but was instead based only on Mentor's
pre-market notification and the subsequent FDA determ nation of
subst anti al equi val ence.



Mentor filed a 510k notification for the GFS on June 9, 1987, and
included a variety of information relating to the design of the
product as well as a summary of a nine-nonth clinical evaluation
performed pursuant to a previously approved IDE. See English v.
Mentor Corp., 1994 W 263353 at 4-5 (E.D. Pa. June 13, 1994)
(unpubl i shed) (describing the content of Mentor's 510k statenent).
The FDA approved the pre-nmarket notification application on August
26, 1987, thereby allowing the Gc<Sto enter the market subject only
to general controls, at |least until the FDA requires by regul ation
that the prosthesis undergo PNA
Whet her the pre-nmarket notification procedures and genera
controls, like the PMA process, constitute "any requirenent]s]
applicable ... to the device" so as to displace any additional or
different state requirenents (relating to the product's safety or
effectiveness), 21 U S.C. 8§ 360k(a), is the central question in
this case. The test for section 360k preenption in this Crcuit
tracks the statutory | anguage:
"A state tort cause of action wll be preenpted if, in the
context of the particular case, it (1) <constitutes a
requi renent different from or in addition to, any requirenent
the MDA makes applicable to the device at issue and (2)
relates either to (a) the safety or effectiveness of the
device or (b) any other matter included in a requirenent made
applicable to the device by the MDA." Stanps, 984 F.2d at
1421.
There is no question that the state |aw duties in question are
requi renents relating to safety and effectiveness. The only issue,
then, is whether there is "any requi renent the MDA makes appli cabl e
to the device at issue.”

Bel ow and on appeal, Fel dt has argued that, although state | aw
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i nposes duties on manufacturers of nedical devices, these duties
are not "in addition to" any federal requirenents because no such
requi renents exist wuntil the FDA requires PMA for penile
pr ost heses. Rejecting this contention, the district court
determned that the FDA's regulations relating to pre-nmarket
notification were requirenents to which all Mentor's state |aw
duties were "in addition" and therefore preenpted. On appeal,
Fel dt argues nmainly that the regul ati ons now applicable to the GFS
are for identification and classification only and therefore should
not, in light of the MDA s purpose of consuner protection, be
construed as federal requirenents wthin the neaning of section
360Kk. | nstead, Feldt contends, consuners should be allowed to
pursue state law clainms until the FDA pronul gates requirenents
specifically applicable to the GFS.

This Court has considered the preenptive scope of the MDA in
a trio of opinions, beginning with More v. Kinberly-C ark Corp.
867 F.2d 243, 246-47 (5th Cir.1989). In Moore, we held that
section 360k(a) preenpted a claimthat the manufacturer of a O ass
Il device, atanpon, had failed to adequately warn plaintiff of the
dangers of toxic shock syndrone. We reasoned that because FDA
regul ations specifically prescribe the formand content of toxic
shock warni ngs on tanpons, the recognition of a state lawtort duty
would in effect inpose |abeling requirenents on the nmanufacturer
beyond those required by the FDA The plaintiff, however, also
brought a strict liability claim prem sed on the manufacturer's

al l egedl y defective construction and desi gn of the tanpon. Because



"[t]here are no federal regul ations on tanpon design, conposition,

or construction,” we held that plaintiff's defective design clains
were not preenpted. |d. at 246.

In Stanps v. Collagen Corp., 984 F.2d 1416 (5th Cr.), cert.
denied, --- U S ----, 114 S.C. 86, 126 L. Ed.2d 54 (1993), we held
that section 360k(a) preenpted a plaintiff's failure-to-warn claim
agai nst a manufacturer of a Class Ill device (anti-winkle cream
even t hough t he FDA had not promul gated devi ce-specific regul ati ons
prescribing the form and content of the product's |abels and
warnings. |d. at 1423-24. According to the Court, the "Cass I
regul atory structure, no less than that of Cass IIl," inposed
general requirenents on the proposed | abeling and warni ngs of the
device that were "different from or in addition to" those under
Texas tort |aw Id. at 1422. W also determned that the
plaintiff's defective design and manufacturing clains were
preenpt ed because of the PMA process and the generally applicable
GwPs. ld. at 1422 & n. 5. Together, these regqulations left us
"With [ittle doubt as to whether the MDA tolerates different or
addi ti onal state requi renents, respecting desi gn or
manufacture...." Id. at 1422 n. 5.

Finally, in Reeves, we held that section 360k(a) preenpted the
plaintiff's failure-to-warn cl ai magai nst a manufacturer of a d ass
11 device (netal bone inplant) marketed without PVA. 44 F. 3d at
305. Because the plaintiff's failure-to-warn clai mwould inpose

"l abeling requirenents beyond those required by the FDA " we

concluded, the claim"runs afoul of 8§ 360k(a) of the MDAs." 1d.



We rejected the plaintiff's basis for distinguishing Stanps: that
the device at issue had not undergone the rigors of PMA but was
i nstead marketed on the basis of substantial equival ence, an FDA
finding that does not brand the product with official approval. W
focused i nstead on the fact that pre-market notification, |ike PVA,
i nposes sone requi renents on | abel i ng and warni ng, and held that it
is the existence of any federal requirenent that triggers the
preenption analysis.* 1d. Although the plaintiff in Reeves also
brought clains relating to design and nmanufacturing defects, the
defendant did not contend that these were preenpted; the Court
therefore did not address this issue.

Reeves forecl oses Feldt's principal basis for distinguishing
Stanps: that the pre-market notification process, unlike PVA does
not invoke the preenption provision of section 360k. Preenption
does not depend on the route the product takes to the market, but
on whether there are any specific federal requirenents applicable
to the device. See Reeves, 44 F.3d at 305 (holding that, "despite
the differences between" PMA and pre-market notification, "our
preenption anal ysis remains the sane"). Furthernore, since More,
it has becone clear that these regulations need not be
devi ce-specific; they need only apply generally to the device at

issue. In Stanps, this Court ruled that the test is whether there

“ln so holding, we agreed with an earlier decision of the
First Crcuit, Mendes v. Medtronic, Inc., 18 F.3d 13 (1st
Cir.1994). Under facts virtually identical to these here, the
court in Mendes concluded that section 360k(a) preenpted the
plaintiff's clains of inplied warranty and failure to warn. The
Court did not consider preenption of plaintiff's defective design
cl ai ns because the plaintiff had abandoned them |d. at 17-18.
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is "any requirenment the MDA nekes applicable to the device at
i ssue. " 984 F.2d at 1421.° Both Reeves and Stanps, noreover,
identified as federal requirenents certain general controls
applicable to the Cass I|Il device, including the QGws. See
Reeves, 44 F.3d at 305; Stanps, 984 F.2d at 1422 n. 5 (descri bing
the GwPs of section 360j(f) as "further requirenents").

In his reply brief, filed after this Court's decision in
Reeves, Feldt appears to concede, as he nust, that his
failure-to-warn clains are preenpted by regul ati ons, both general
and specific, on | abels and warni ngs applicable to the GFS. See 21
CFR 8 801.1 et seq.; id. 8 895.25; see also id. § 801.109
(relating only to prescription devices). In Reeves, this Court
relied on the sanme non-PMA provisions relating to |abels and
warnings that apply to the prosthesis in this case. Reeves, 44

F.3d at 305. W therefore hold that Feldt's clainms are preenpted

Citing the foll owi ng provision, Feldt suggests, and am cus
Public Gtizen Inc. argues, that the FDA's own gl oss on section
360k(a) requires device-specific regulation:

"State or |local requirenents are preenpted only when
the [ FDA] has established specific counterpart

regul ations or there are other specific requirenents
applicable to a particul ar device under the act,

t hereby nmaki ng any existing divergent State or | ocal

requi renents applicable to the device different from
or in addition to, the specific [FDA] requirenents."”

21 CF.R § 808.1(d).

Al t hough the requirenents nmust be "specific" and applicable
to a "particular" device, there is no | anguage mandati ng
that such requirenents be specifically applicable to the
device. In Stanps, this Court |abelled the FDA s test
"essentially the sane" as the one set forth in that opinion.
984 F.2d at 1421 n. 2. Moreover, this Court in Reeves based
preenption on | abeling regulations generally applicable to
all Cass Il devices. 44 F.3d at 305.
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to the extent they are grounded on allegations of inadequate
war ni ngs or | abeling. See also Mendes, 18 F.3d at 18. The
district court did not err in finding preenpted Feldt's
failure-to-warn claim?®
That there are sone specific requirenments applicable to the
GFS, however, does not necessarily nean that all Feldt's clains are
t hereby preenpted. As More and even Reeves make plain, there nust
be sone nexus between the state and federal requirenents to trigger
section 360k preenption. See also Cpollone, --- US at ---- - --
--, 112 S.Ct. at 2621-23. In Reeves, for instance, the plaintiff's
i nadequate warning clainms were preenpted not because of the FDA's
GWPs, but only because of its specific regulations on |abels and
warnings. Furthernore, in More, we determ ned that there was no
preenption of the plaintiff's defective construction and design
cl ai ns because there were "no federal regul ations on [the device's]
desi gn, conposition, or construction." 867 F.2d at 246. The
district court thus erred in relying on the |abeling regul ations
and GVWPs as adequate grounds to automatically preenpt all Feldt's
cl ai ns. We therefore consider Feldt's renmaining clains, those
based on inplied warranty, defective design, and the DTPA
Wth regard to his inplied warranty claim Feldt all eges that

Mentor inpliedly represented that the GFS was nerchantable and fit

8Al t hough Fel dt does not discuss his claimof negligent
marketing, the claimis essentially based on a failure to warn
and is |ikew se preenpted. See Lujan v. Tanpo Mg. Co., Inc.,
825 S. W2d 505, 510 (Tex. App.—El Paso 1992, no wit) (a claimof
negligent marketing "involves a failure to warn, or warn
adequately, of dangers or risks of harmor the failure to provide
instructions for safe use of the particul ar product").
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for its intended purpose. See Tex.Bus. & Com Code 88 2. 314, 2.315.
In Texas, these warranties arise by operation of |law for any sale
of goods in Texas.’ Dennis v. T.H Allison, 698 S.W2d 94, 94-95
(Tex.1985). Liability under these provisions depends on a finding
that the goods are defective, neaning that they are "unfit for the
ordi nary purposes for which they are used because of a |ack of
sonet hi ng necessary for adequacy." Plas-Tex, Inc. v. US. Stee
Corp., 772 S.W2d 442, 444 (Tex.1989). The defect, noreover, my
be one of "design, material, or manufacture." Cark v. DelLava
Separator Corp., 639 F.2d 1320, 1326 (5th Cr.1981). At ora
argunent, Feldt maintained that he is not pursuing a warranty claim
based on defective manufacture, but only on defective design.?
Wth respect to the design of the GFS, Mentor has not cited,
nor can we find, any specific, applicable FDA regulations.

Pre-mar ket notification, as nentioned earlier, does not necessarily

Al t hough Fel dt also alleged a breach of an express warranty
based on advertising and product literature, he does not
specifically discuss any express warranty claim as such, in his
brief. W therefore deem abandoned any contentions on appeal
regarding the preenption of this particular claim L & A
Contracting v. Southern Concrete Services, 17 F.3d 106 (5th
Cir.1994) (issues not adequately briefed deenmed abandoned on
appeal ), and as a result do not decide whether express warranties
are preenpted by section 360k, given that they arise not by
operation of |aw but by agreenent. See Anerican Airlines, Inc.

v. Wlens, --- US ----, ----, 115 S . 817, 824, 130 L.Ed.2d
715 (1995) (distinguishing state-inposed fromcontractually
i nposed obligations); G pollone, --- US at ----, 112 S . Ct. at

2622 (sane). See also Mchael, 46 F.3d at 1325-28 (hol ding that
section 360k(a) does not preenpt clains relating to the breach of
express warranties).

8The First Circuit has explicitly held that the GvwWs preenpt
inplied warranty cl ai ns based on defective manufacture. Mendes,
18 F. 3d at 19.
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entail an assessnent, and certainly not an affirmation, of the
adequacy or quality of the product's design. Al t hough the
general |y applicable GWwWs regul ate the manufacture of the GFS, and
al t hough PMA devices are deened "safe and effective," Mentor has
identified no conparable regulations relating specifically to the
design quality of non-PMA Class Il devices generally or of the G-S
in particular. Because the design of +the device is not
specifically addressed by regulation, we hold that Feldt my
proceed with so much of his inplied warranty claimas relates to
the allegedly defective design of the prosthesis.?®

The same conclusion holds for Feldt's tort-based clains of
defective design.® | n More, this Court specifically held that,
because there were no regul ati ons concerning the tanpon's "desi gn,

conposition, or construction,” the plaintiff could proceed with a

¢ acknowl edge that our holding in this respect is perhaps
in tension with a recent decision fromthe Third Grcuit, M chael
v. Shiley, Inc., 46 F.3d 1316 (3d G r.1995). 1In Mchael, the
court relied in part on the GWs to conclude that the plaintiff's
design-related inplied warranty claimwas preenpted. 1d. at
1325. M chael is distinguishable, however, because the decision
was clearly grounded on the fact that the device had undergone
PMA; indeed, it is not certain that the Third Grcuit would have
found the GWws to be an independently adequate basis for the
preenption of clains relating to design. The sane can be said of
our decision in Stanps, where we nentioned in passing the GWs in
reference to clains relating to both design and manuf act uri ng.
See Stanps, 984 F.2d at 1422 n. 4. It is clear that Stanps,
especially when viewed in |ight of More, prem sed the preenption
of the plaintiff's defective-design clains on the fact that the
devi ce had undergone PNA

'n contrast, the term"defect" under Texas tort |aw "neans
a condition of the product that renders it unreasonably
dangerous." Plas-Tex, 772 S.W2d at 444. \Wether a product is
unr easonabl y dangerous or inadequately fit for its intended
purpose may be, in either case, a question of the product's
desi gn.
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defective design claim Al though More concerned a G ass Il device
that apparently did not have to conply with the procedures for
pre-market notification, there is noindication here of any general
Class |1l regulations specifically concerning the safety or
adequacy of the GFS' s design. We recognize that at |east two
district courts, on virtually identical facts, have held that the
plaintiffs' defective design clains were preenpted, in part because
of the pre-market notification process. See Bokis v. Anerican
Medi cal Systens, Inc., 875 F. Supp. 748, 755 (WD. . 1995); English
v. Mentor Corp., 1994 W 263353 (E.D.Pa. June 13, 1994)
(unpubl i shed). Nei t her court, however, explained how pre-market
notification inposes requirenents regarding the device' s design.
| ndeed, the nobst the manufacturer is required to do in its 510k
statenent is describe the device in a way that establishes that the
device "has the sane technol ogi cal characteristics" or, if not,
that it is "as safe and effective" as a predicate device, 21 U S. C

8§ 360c(i)(1)(A;™" there are, in short, no requirements or

1At oral argunent, Mentor contended that a finding of
subst anti al equival ence necessarily neans that an approved device
is no less safe than the predicate device. Consequently, the
question arises whether Feldt's design clains should be preenpted
at least to the extent they rely on allegations that the device
is defective because of differences between it and the predicate
device. Although 21 U S.C 8§ 360c(i) is the |aw today and has
been since 1990, it is unclear what necessarily went into a
finding of substantial equivalence at the tine the G-S was
approved for marketing in 1987. At that tinme, what determ ned
subst anti al equi val ence was not controlled by statute, and Mentor
has not cited, nor can we find, any regulations or case law to
support its position that the GFS has necessarily been found to
be as safe and effective as predicate devices. Wth regard to
desi gn, the FDA regul ations applicable in 1987 appear to have
required only "[a] statenent indicating the device is simlar to
and/or different fromother products of conparable type,
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prohi bitions specifically regardi ng t he desi gn of non-PVMA Cl ass |1
devices. Indeed, inthe letter approving Mentor's 510k statenent,
the FDA stated that its finding of substantial equival ence did not
necessarily indicate approval of the GFS' s design. At the very
| east, then, the nexus between the state and federal requirenents
is nmuch weaker with respect to design defects than it is with
respect to manufacturing and labeling, and we find this nexus
i nadequate to justify the displacenent of state |aw regarding
defecti ve design. 12

Finally, Feldt has alleged violations of the DTPA Wth
regard to this claim Feldt's conplaint focuses on representations
regarding the GFS's design quality. To the extent Feldt's DTPA
clains relate to general nmarketing or advertising of the device,

they are preenpted by the FDA's explicit regul ati ons on | abel s and

acconpani ed by data to support the statenent.” 21 CF.R 8
807.87(f). Safety information was required only if the new

devi ce "has undergone a significant change or nodification that
could significantly affect the safety or effectiveness of the
device." I1d. § 807.87(g). There is nothing in the record that
clearly indicates whether the GFS is technol ogically different
fromthe predicate devices to which it was found to be
substantially equivalent. |In any event, it does not appear that
Fel dt has grounded his defective design clains on any differences
in design between the GFS and its predicates.

2According to one district court, a jury finding that the
GFS i s unreasonably dangerous "would be contrary to the
determ nations necessarily nmade by the FDA" under its procedures
for pre-market notification. Bokis, 875 F. Supp. at 755. The
FDA, however, may approve an unreasonably dangerous device so
|l ong as the device has the sane technol ogi cal characteristics or,
if the device has different technol ogi cal characteristics, is as
safe and effective as the predicate device. 21 U S. C. 8§ 360c(i).
To say that a new device is as safe as its predicate thus
i ndi cates not hi ng, absolutely, about how safe either product is
a new device nmay be as safe as a predicate device that itself
unr easonabl y danger ous.

S

15



warni ngs. To the extent the DTPA cl ai ns are based on the breach of
an inplied warranty, however, the preenptive effect is the sane as
for Feldt's inplied warranty claim under the Texas Business and
Commer ce Code, di scussed above.
Concl usi on

For the foregoing reasons, we reverse the district court's
judgnent insofar as it holds that Feldt's state law clains of
design defect are preenpted, we affirm the remainder of the
judgnent and remand the cause for further proceedi ngs consi stent
with this opinion.

AFFIRMED in part, REVERSED in part, and REMANDED.
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