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W EUGENE DAVIS, Circuit Judge:

This appeal arises froma products liability action filed by
the appellee, Dorothy Marie Reeves ("Reeves"), alleging that a
metal bone inplant manufactured and marketed by the appell ant,
AcroMed Corporation ("AcroMed") exacerbated injuries in her back
The central issue presented on appeal is whether the Medi cal Device
Amendnents (the "MDAs") to the Food, Drug, and Cosnetic Act, 21
US C 88 301 et seq. (the "Act"), preenpt Reeves' claim that
AcroMed failed to adequately warn her and her physician of the
i nplant's dangers. AcroMed also challenges the evidentiary
sufficiency of Reeves' defective manufacturing, defective design,
and unreasonably dangerous per se clains. For the reasons stated
bel ow, we concl ude that Reeves' failure-to-warn claimis preenpted
and that Reeves failed to produce sufficient evidence to recover on
her defective manufacturing and defective design theories. W thus
vacate the district court's judgnent and remand this case for
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retrial of Reeves' action predicated on her unreasonably dangerous
per se theory of recovery.
l.

I n Decenber 1985, Dorothy Marie Reeves seriously injured her
back. In an effort to correct Reeves' condition, her neurosurgeon
attenpted a conplicated surgical procedure designed to fuse the
vertebrae at the four levels of the spine affected by the injury.
As part of this surgery, Reeves' neurosurgeon inplanted netal bone
plates and screws nmanufactured by AcroMed to secure Reeves'
vertebrae while the bone fused. Reeves' condition initially
inproved after the surgery. X-rays taken of Reeves' back
t hr oughout the tw years following surgery revealed no
conplications. Six nonths after the surgery, however, Reeves
conpl ained of increasing pain in her back that had not existed
before the surgery. In Decenber 1991, Reeves filed the present
suit contending that AcroMed's netal bone inplant broke and
prevented the bones in her spine fromfusing. She based her claim
on a nunber of theories, including negligence, strict liability,
breach of warranty, and battery. However, Reeves' primary theory
at trial was that AcroMed failed to warn her that the Food and Drug
Adm ni stration (the "FDA") never approved AcroMed' s i npl ant for use
in the spine except as part of a controlled investigational study.

At the close of trial, the district court submtted three
special interrogatories on liability to the jury. The jury found
AcroMed' s devi ce unreasonably dangerous as a spinal inplant and

that AcroMed did not legally obtain FDA approval to market its



device as a spinal inplant. The jury also found that Reeves would
not have permtted her surgeon to inplant AcroMed's device if she
had known that the device was unapproved for use in the spine.!?
The jury assessed Reeves' damages at $475,000, and the district
court entered judgnent on the verdict against AcroMed for that
anmount .

The district court instructed the jury that they could find
AcroMed' s product unreasonably dangerous and answer |nterrogatory
One "Yes" based on any of Reeves' four theories of recovery:
defecti ve desi gn, defective manufacturing, failure-to-warn, and the
"unreasonabl y dangerous per se" doctrine. AcroMed contends that
the evidence is insufficient to support Reeves' recovery on three

of the four theories submtted to the jury: defective

The jury answered the interrogatories as foll ows:
| NTERROGATORY NO. ONE

Was the AcroMed product inplanted in Dorothy Reeves
spi ne unreasonably dangerous as a spinal inplant?

YES _X_ NO

| NTERROGATORY NO. TWO.

Did AcroMed | egally obtain FDA approval for the AcroMed
product to be inplanted in the spine except in an

i nvestigative or experinmental program prior to the
time it was inplanted in Dorothy Reeves?

YES NO _X
| NTERROGATORY NO. THREE:
| f Dorothy Reeves had been infornmed that the AcroMed
product was experinental and under investigation would
she have permtted it to be inplanted in her back?

YES NO _X



manuf acturi ng, defective design, and t he unreasonabl y danger ous per
se doctrine. AcroMed further maintains that the NMDAs preenpt
Reeves' failure-to-warn claim

1.

When a district court submts two or nore alternative grounds
for recovery to the jury on a single interrogatory and the
plaintiff prevails, we ordinarily order a newtrial if one of the
grounds for recovery is "legally inadequate."” Walther v. Lone Star
Gas Co., 952 F.2d 119, 126 (5th Cr.1992); Pan Eastern Exploration
v. Hufo Gls, 855 F.2d 1106, 1123 (5th G r.1988). In such a case,
"the reviewi ng court cannot determ ne whether the jury based its
verdict on a sound or unsound theory." Pan Eastern Exploration
855 F.2d at 1123; Hayes v. Solonon, 597 F.2d 958, 985 (5th
Cir.1979) (holding that "the very real |ikelihood that the jury may
have utilized an unproven or inproper theory of liability to reach
its verdict mandates reversal"). |In the present case, the district
court submtted four of Reeves' theories of recovery under the
first interrogatory. The first interrogatory inquires whether
AcroMed' s product was "unreasonabl y dangerous as a spinal inplant."”
The court instructed the jury that proof of one or nore of Reeves
four theories of recovery was sufficient for an affirmati ve answer
to the first interrogatory. Thus, if the court erroneously
subm tted one of the | egal theories of recovery to the jury and the
formof the interrogatory prevents us from determ ning upon which
theory the jury based its verdict, we nust vacate the judgnent.

Huf o, 855 F.2d at 1123.



AcroMed's primary contention on appeal is that the district
court erroneously submtted Reeves' failure-to-warn theory of
recovery to the jury. According to AcroMed, Reeves'
failure-to-warn claimis |l egally i nadequate because it is preenpted
by the MDAs. W now turn to the nerits of AcroMed' s preenption
argunent .

L1l
A

Reeves' produced evidence at trial that AcroMed failed to warn
her or her doctor that its netal bone inplant was not FDA approved
for use in the spine. This evidence is the basis of her
failure-to-warn claim

The MDAs establish two separate approval processes for nedical
devi ces: Pre- Mar ket Approval and Pre-Market Notification. The
FDA' s Pre-Market Approval process applies to new nedical devices
introduced after May 28, 1976, the date the MDAs were enacted.
This process is | engthy and i nvol ves extensive i nvestigation by the
FDA. The FDA's Pre-Market Approval application requires
manufacturers to submt extensive animal and human data to
establish their devices' safety and effectiveness. 21 CF.R 8
814. 20. Frequently, an experinental program under close FDA
scrutiny nust be successfully conpl eted before FDA approval can be
obt ai ned under this process. FDA regul ations also require Pre-
Mar ket Approval applicants to submt "[c]opies of all proposed
| abeling for the device." 21 CF.R 8§ 814.20(b)(10). The FDA

approves a Pre-Market Approval application only after extensive



review by the agency and an advi sory comm ttee conposed of outside
experts. 21 C F.R § 814.40.

In contrast to the FDA's Pre-Market Approval process, the
agency's Pre-Market Notification process is nore abbreviated and
i nvol ves | ess FDA oversight. To obtain FDA approval under this
procedure, the applicant nust denonstrate that its device is
"substantially equivalent" to a device on the nmarket prior to My
28, 1976. 21 C.F.R 8 807.87. The Pre-Market Notification process
requires applicants to submt descriptions of their devices and
ot her information necessary for the agency to determ ne whet her the
devices are substantially equivalent. As with the Pre-Market
Approval process, Pre-Market Notification applicants nust also
submt their proposed |labeling. 1d. |If the FDA determnes that a
device is substantially equivalent to a device that was on the
mar ket prior to the enactnent of the MDAs in 1976, the applicant is
free to market the device.

Reeves produced evi dence that AcroMed applied twi ce to the FDA
for approval to market its device as a spinal inplant under the
FDA' s Pre-Market Notification process, and that the FDA rejected
both applications. The FDA concluded that the inplant was not
substantially equival ent to any spinal inplant onthe market before
1976, and directed AcroMed to obtain additional aninmal and hunman
data showing that the inplant is safe and effective if used as a
spinal inplant. In Decenber 1985, AcroMed submtted a third Pre-
Mar ket Notification application to the FDA covering the sane

inplant, but omtting any statenents identifying the spine as one



of the potential uses of the device. In contrast to AcroMed's
prior applications, this application stated that AcroMed intended
to market its inplant for use in "appropriate fractures of |ong

bones of both the upper and | ower extremty," and other flat bones.
The FDA approved AcroMed's inplant for narketing based on the
revi sed application.?
B
AcroMed contends that the NMDAs expressly preenpt Reeves'
failure-to-warn claim Section 360k(a) of the Act provides:
[NNo State or political subdivision of a State nmay establish
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 renment applicable under this chapter to this device, and

(2) whichrelates 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) (enphasis added). AcroMed argues that 8§
360k(a) preenpts Reeves' failure-to-warn claimbecause her claim
if successful, would inpose a labeling requirenment that is "in
addition" to the FDA s | abeling regul ations.

The touch-stone of preenption analysis is Congressional
intent. G pollonev. Liggett, --- US ----, ----, 112 S.C. 2608,
2617, 120 L.Ed.2d 407 (1992). Congressional intent my be

"explicitly stated in the statute's |language or inplicitly

2l n January 1986, the FDA approved an additional AcroMed
application for an investigational study allow ng AcroMed to
inplant its device in the spines of a select group of patients
under strict guidelines established by the FDA. Reeves was never
a participant in such an investigational study.
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contained in its structure and purpose.” |d. (quoting Jones V.
Rat h Packing Co., 430 U.S. 519, 525, 97 S. . 1305, 1309, 51
L. Ed.2d 604 (1977)). Where Congress enacts |legislation that
specifically addresses the issue of preenption, the express
| anguage of the statute provides a "reliable indicium of
congressional intent with respect to state authority.” Id. at ----
, 112 S. Ct. at 2618 (quoting Malone v. Wiite Motor Corp., 435 U S
497, 505, 98 S.C. 1185, 1190, 55 L.Ed.2d 443 (1978)).
Consequently, the existence of an express preenption provision
renders it unnecessary for us "to infer congressional intent to
preenpt state |laws from the substantive provisions" of the MDAs.

ld. Rather, to determ ne the precise boundaries of § 360k(a) "we
need only identify the domain expressly preenpted" by the | anguage
of the statute. I|d.

We have previously held that 8 360k(a) of the Act preenpts
comon | awfailure-to-warn clains involving nmedi cal devi ces subj ect
to the MDAs. In More v. Kinberly-Cark Corp., 867 F.2d 243, 246-
247 (5th Cir.1989), the court held that 8§ 360k(a) preenpted a claim
al l eging that a tanpon manufacturer had failed to provi de adequate
war ni ngs concerni ng the dangers of toxic shock syndrone. The court
based its decision primarily on the fact that FDA regul ations
specifically prescribe the formand content of toxic shock warni ngs
on tanpons. 1d. Because the plaintiff's claimwould essentially
i npose | abeling requirenments beyond those required by the FDA' s

regul ations, the court concluded that 8 360k(a) preenpted the

plaintiff's claim



In Stanps v. Collagen Corp., 984 F.2d 1416, 1423-24 (5th
Cr.), cert. denied --- US ----, 114 SSC. 86, 126 L.Ed.2d 54
(1993), this court applied the reasoning of Myore to hold that
preenption barred a failure-to-warn claim brought against the
manufacturer of an anti-winkle treatnent. W reached this
concl usi on even t hough t he FDA had not pronul gated regul ati ons t hat
specifically prescribed the form and content of the product's
| abel i ng and war ni ngs. The court reasoned that the FDA's Pre-
Mar ket Approval process requires agency review and approval of a
devi ce manuf acturer's proposed | abel i ng bef ore a nedi cal devi ce can
be marketed. | d. FDA approval of a device for nmarketing,
t heref ore, signifies the agency's determnation that the
manufacturer's Jlabeling is sufficient. Because common | aw
failure-to-warn clains would inpose |abeling requirenents beyond
those required by the FDA, the court concluded that § 360k(a)
preenpted the plaintiff's failure-to-warn claim |d.

C

We concl ude that the reasoning of Mbore and Stanps applies to
t he present case because Reeves' failure-warn-claim if successful,
would inpose labeling requirenents "in addition" to the
requi renents of the MDAs and FDA regul ations. 21 U S. C. 8§ 360k(a).
FDA regul ati ons requi re devi ce manufacturers to submt the proposed
| abel i ng and warnings for their devices to the FDA as part of the
approval process under the MDAs. 21 CF.R § 807.87(e). FDA
| abeling regul ations specifically require labels to disclose a

device's uses, hazards, side effects, and any applicable



precautions. 21 CF.R § 801.109. Based on its review of the
manuf acturer's proposed | abeling, the agency can i npose addi ti onal
| abeling requirenents if it determnes that a "substantial
deception” or unreasonable health danger could be corrected by
"l abeling or a change in labeling." 21 CF.R 8 895.25. The FDA
thus inplicitly approves a manufacturer's proposed | abeling when
t he agency approves a device for marketing. Stanps, 984 F.2d at
1123. Because Reeves' failure-to-warn clai mwould inpose | abeling
requi renments beyond t hose required by the FDA, her claimruns afou
of 8 360k(a) of the MDAs. 1d.; see also 21 CF.R § 808.1(d)(6)
(the MDAs preenpt state requirenents that have "the effect of
establishing a substantive requirenent for a specific device.")

Reeves attenpts to distinguish this case fromMore and St anps
on three grounds. Reeves first argues that we should not give
preenptive effect to the FDA's approval of AcroMed' s |abeling
because the FDA approval process involved in this case is
considerably less stringent than the review processes involved in
Stanps. The anti-winkle treatnent in Stanps was approved t hrough
the FDA' s Pre-Market Approval process. In contrast, AcroMed's
i npl ant was approved through the FDA's Pre-Market Notification
process. Stanps, 984 F.2d at 1123. In support of her argunent,
Reeves points out that the FDA s approval of a device under the
Pre-Market Notification process "does not in any way denote
of ficial approval of the device." 21 CF. R § 807.97.

Reeves' attenpt to distinguish this case on the basis of the

type of FDA approval process at issue is unpersuasive. The FDA
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| abel ing requirenents that pronpted this court to apply preenption
in Stanps also apply to products approved under the FDA' s Pre-
Mar ket Notification process. Even if the FDA' s Pre-Market
Notification process does not result in the FDA's "official
approval" of a device, the agency subjects the manufacturer's
proposed | abeling to extensive scrutiny. As discussed above, FDA
regul ations required AcroMed to submt its proposed |abeling with
its Pre-Market Notification application. See 21 CFR 8
807.87(e). The regulations also required the FDA to review
AcroMed's labeling to ensure that it was in conpliance with the
general | abeling regulations set out in 21 CF. R 88 801 et seq.
Therefore, despite the differences between the FDA s Pre-Market
Approval and Pre-Market Notification procedures, our preenption
analysis remains the sane. The First Crcuit used this sane
reasoning in holding that the preenptive effect of FDA | abeling
regul ations apply equally to devices approved under the FDA' s Pre-
Mar ket Approval and Pre-Market Notification procedures. Mendes v.
Medtronic, Inc., 18 F.3d 13, 17-18 (1st Cr.1994).

Reeves al so contends that preenption should not apply inthis
case because the AcroMed inplant was wused in the spine—an
"of f-1abel" use—+ather than in the | ong bones of the upper or | ower
extremties, as stated in AcroMed's Decenber 1985 application to
the FDA. But, Reeves' attenpt to distinguish this case based on
the off-label use of AcroMed's inplant is also flawed. FDA
| abel i ng regul ati ons specifically address off-1abel uses of nedi cal

devi ces. For exanple, FDA regulations require manufacturers to
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provide appropriate labeling if the manufacturer has reason to
believe that its nedical device mght be wused for purposes
different fromthe purposes for which the device is approved. 21
CFR 801.4®. Simlarly, the FDA can require a manufacturer to
provide additional |abeling that addresses potential off-Iabel
uses. 21 C.F.R 8§ 895.25. Consequently, the fact that AcroMed's
i nplant m ght have been used for an off-brand propose is not
sufficient to distinguish this case from More and St anps.
Finally, Reeves argues that preenption should not apply in

this case because AcroMed msled the FDA and violated FDA
regul ations by wthholding material information from the FDA
concerning the intended uses of its product. Reeves argues that
AcroMed failed to informthe FDA that they i ntended to market their
device as a spinal inplant. In support of this argunent, Reeves
produced evidence that AcroMed renoved all references to spina
uses fromits Decenber 1985 Pre-Market Notification applicationto
gai n FDA approval after the FDA had rejected two prior applications
to market the device as a spinal inplant.

Reeves essentially invites us to create an exception to
preenption under § 360k(a) in cases where a manufacturer w thhol ds

material information from the FDA during the approval process.

3According to § 801. 4:

[I]f a manufacturer knows, or has know edge of facts
that would give it notice that a device introduced into
interstate commerce by a manufacturer is to be used for
conditions, or uses other than the ones for which he
offers it, he is required to provide adequate | abeling

whi ch accords wth such other uses to which the
article is to be put.
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Whet her such an exception is warranted in a case involving a
medi cal device subject to the MDAs is a question of first
inpression in this circuit. In Hurley v. Lederle Lab. Div. of
American Cyanamd Co., 863 F.2d 1173, 1179-1180 (5th G r.1988) we
declined to preenpt a failure-to-warn claim brought against a
vacci ne manufacturer. We based our holding on the plaintiff's
allegations that the manufacturer withheld material information
fromthe FDA during the vaccine's approval process.

Qur holding in Hurley however is distinguishable from the
present case. In contrast to the present case, Hurley did not
i nvol ve a nedi cal device subject to approval under the MDAs. More
i nportantly, because the vaccine at issue in Hurley was not subject
to the express statutory preenption provision in 8 360k(a) of the
MDAs, we based our analysis on inplied preenption principles. As
the Suprene Court made clear in C pollone, inplied preenption
analysis is inapplicable where a statute contains an express
preenption provision. Therefore, the focus of our preenption
anal ysi s nust be the | anguage of 8§ 360k(a). --- U S at ----, 112
S.C. at 2618.

Only one other circuit has specifically addressed whether
evidence of fraud on the FDA is sufficient to defeat preenption
under 8§ 360k(a) of the MDAs. In King v. Collagen Corp., 983 F.2d
1130, 1139-1140 (1st Cir.1993), the First Crcuit declined to
create an exception to preenption under the NMAs where the
plaintiff alleged that the manufacturer fraudulently wthheld

material safety information from the FDA during the approval

13



process. The court reasoned that the FDA was in the best position
to determne whether a manufacturer has wthheld nmaterial
i nformati on:

[Where the FDA was authorized to render the expert decision

on Collagen's use and l|abeling, it, and not sonme jury or

judge, is best suited to determ ne the factual issues and what

their effect would have been on its original concl usions.
ld. at 1140. The court also observed that an erroneous jury
finding that a manufacturer failed to disclose material information
woul d be tantanount to inposing a requirenent "that is different
from or in addition to, any requirenment applicable ... to the
device." 1d. (quoting 21 U. S.C. 8§ 360k(a)). The court concl uded,
therefore, that a fraud-on-the-FDA exception to preenption would
inevitably run afoul of the MDA s express preenption provision in
8§ 360k(a). See also, Papas v. Upjohn Co., 985 F.2d 516, 518-519
(11th Cir.1993) (declining to find an exception to an express
preenption provision under the Federal |nsecticide, Fungicide, and
Rodenti ci de Act based on all egations that a pesticide manufacturer
wi thheld material information from the Environmental Protection
Agency) .

QO her courts have declined to create an exception to
preenption under the MDAs in cases where nmanufacturers allegedly
vi ol ated FDA | abeling regul ations. In National Bank of Commerce of
El Dorado v. Kinberly-Clark Corp., 38 F.3d 988, 993-94 (8th
Cir.1994) the E ghth Circuit hel d that the plaintiff's
failure-to-warn clai mwas preenpted under 8 360k(a) even t hough the
plaintiff alleged that the defendant manufacturer had viol ated FDA
| abel i ng regul ati ons. The court reasoned that the MDAs require the
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FDA to determne whether a nmanufacturer's proposed |abeling
conplies with FDA | abeling regul ati ons when the agency approves a
device for marketing. Accordingly, permtting a state |aw
failure-to-warn claim based on allegations that a manufacturer
violated FDA | abeling regulations would essentially constitute a
collateral attack on the FDA' s original determnation that the
manuf acturer was in conpliance with all applicable regulations.
| d. The court concluded that such an attack on the FDA's
determ nation of conpliance is preenpted by § 360k(a).*

W agree with the reasoning of King and El Dorado and,
therefore, decline Reeves' invitation to create a unw eldy
exception to Mbore and Stanps in cases where nmanufacturers attenpt
to mslead the FDA or violate FDA regul ations. The MDAs establi sh
an extensive enforcenent schene under which the FDA bears the
primary responsibility for policing violations of its regul ati ons.
El Dorado, 38 F.3d at 994. In fact, the MDAs specifically
proscribe the submssion of fraudulent fornms to the FDA and
establish civil and crim nal penalties for intentionally defrauding

or misleading the FDA. See 21 U S. C. 88 331, 333(a)(2), 333(9);

‘O her courts have questioned the applicability of
preenption in cases where a manufacturer has violated FDA
regul ati ons. However, nost of the statenents favoring an
exception to preenption under these circunstances are in dicta.
See Slater v. Optical Radiation Corp., 961 F.2d 1330, 1334 (7th
Cir.1992) (Posner, J.) (reasoning that preenption under 8 360k(a)
"islimted to efforts by states to i npose sanctions for
conpliance with federal regulations."); see also Tarallo v.
Searl e Pharmaceutical, Inc., 704 F. Supp. 653, 655 (D.S.C. 1988).
However, as of the date of this opinion, no court has squarely
held that a violation of FDA | abeling regul ati ons defeats
preenption of state failure-to-warn clains.
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see also United States v. Arlen, 947 F.2d 139, 142-43 (5th
Cir.1991).° Gven the FDA's central role in reviewng and
approvi ng devices under the MDAs, the FDA is in the best position
to deci de whether AcroMed withheld material information fromthe
agency and, if so, the appropriate sanction. Allowing a jury or
court to second-guess the FDA's enforcenent of its own regul ati ons
contravenes Congress' expressly stated intent in 8§ 360k(a) to
elimnate attenpts by states to i npose conflicting requirenents on
medi cal device manufacturers. See H R Report No. 853, 94th Cong.,
2d Sess. 9 (1976) (explaining that the principal purpose of 8§
360k(a) is to elimnate conflicting regulations). For these
reasons, we conclude that 8 360k(a) of the MDAs preenpts Reeves

failure-to-warn claim

| V.

We conclude, therefore, that the district court erred in

521 U.S.C. § 331 states:

The followi ng acts and the causing thereof are
prohi bi t ed:

(9)(2) Wth respect to any device, the subm ssion of
any report that is required by or under this chapter
that is false and msleading in any material respect.

21 U S. C 8§ 333(a) establishes crimnal penalties for
viol ati ons of § 331:

(a) (1) Any person who violates a provision of section
331 of this title shall be inprisoned for not nore than
one year or fined not nore than $1, 000, or both.

(2) Notwi thstandi ng the provisions of paragraph (1), if
any person ... commts such a violation with the intent
to defraud or m slead, such person shall be inprisoned
for not nore than three years or fined not nore than
$10, 000, or both.
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subm tting Reeves' failure-to-warn theory of recovery to the jury.
Because we cannot determ ne whether the jury based its affirmative
answer to Interrogatory One on Reeves' |legally inadequate
failure-to-warn theory of recovery, we nust vacate the district
court's judgnent and remand the case for retrial. The only
remaining issue is which of the three remaining theories of
recovery the district court nust retry on renand.

AcroMed contends that Reeves failed to introduce sufficient
evidence to recover on the basis of a design or manufacturing
defect. W have carefully reviewed the record and find no evi dence
to support a recovery on the basis of a defect in the fabrication
or manufacture of AcroMed's inplant. On appeal, Reeves points to
no evidence that would support a recovery on this theory.
Consequently, there is insufficient evidence to retry this theory
of recovery on renand.

Reeves also failed to establish all the elenents required by
Loui siana | aw to recover on a defective design theory. To prevai
on this theory, Louisiana lawrequires a plaintiff to establish the
exi stence of an alternative safer design for the product. Hal phen
v. Johns-Manville Sales Corp., 484 So.2d 110, 115 (La.1986).
Reeves introduced no evidence of an alternative safer design.
| ndeed, she does not argue on appeal that she satisfied this
requi renment.

Finally, AcroMed contends that Reeves failed to produce
sufficient evidence at trial to support her recovery under the

theory that AcroMed's inplant is unreasonably dangerous per se. A
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product is unreasonably dangerous per se if "[a] reasonabl e person
woul d concl ude that the danger-in-fact, whether foreseeabl e or not,
outweighs the utility of the product." Hal phen, 484 So.2d at 115.
Wiile this theory of recovery elimnates the "state of the art”
defense, the plaintiff is not relieved of the burden of proving
that the product is defective. Valenti v. Surgiteck-Fl ash Medi cal
Eng. Corp., 875 F.2d 466, 468 (5th Cir.1989). Thus, in order to
carry her burden, Reeves nust establish that sone inherent
characteristic of AcroMed's inplant renders it unreasonably
dangerous for use in the spine.

We conclude that Reeves' evidence is sufficient to support
subm tting her unreasonably dangerous per se claimto the jury. 1In
support of her claim Reeves points to an October 1985 FDA letter
rejecting AcroMed's original application to have its inplant
approved as a spinal inplant. In this letter, the FDA cites
several potential health hazards of AcroMed' s device as a spinal
inplant. The FDA specifically referred to its concern about the
stability of the device and that the screws coul d break and danage
the bones in the spine. This evidence, together with evidence that
allowed the jury to infer that the screws broke and exacerbated
Reeves' back pain, is sufficient to create a jury Iissue. We
conclude, therefore, that there is sufficient evidence to retry
Reeves' unreasonably dangerous per se theory of recovery on renand.

V.
For the reasons stated above, we nust VACATE the judgnent and

REMAND t his case for retrial of Reeves' unreasonably dangerous per
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se theory of recovery. Pan Eastern Exploration, 855 F.2d at 1123.
VACATED and REMANDED.

19



