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Appeal fromUnited States District Court for the Eastern District

of Loui si ana.
Bef ore DUHE, W ENER and STEWART, Circuit Judges.
STEWART, Circuit Judge:

This appeal enconpasses five consolidated personal

injury

actions which were originally filed in Louisiana state court but

were renoved to federal district court on the basis of diversity.
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The suits arose because of problens plaintiffs allegedly suffered
fromintraocul ar | enses which had been surgically inplanted into
their eyes as treatnent for their cataracts. The |enses were all
manuf actured by Intraocul ar Internedics, defendant-appellant.

Congress enacted the Medical Device Anendnents of 1976 (MDA)
in order to vest regulatory power over nedical devices in the Food
and Drug Admnistration (FDA). The MDA established three
categories of nedical devices, each with different pre-nmarketing
requi renents, based upon the degree of risk to the public health
and safety. The intraocular |lenses in question are classified as
Class |1l devices under the MDA Class |1l devices receive the
nmost rigorous | evel of scrutiny by the FDA. Usual |y, manufacturers
of Class IIl devices nust submt an extensive application for
pre- mar ket approval before such devices can be marketed. However,
the Investigational Device Exenption (IDE), 21 U S.C. 8§ 360j(9),
allows the FDA to exenpt qualified devices fromthe requirenents of
the MDA. Thus, under the |IDE a device nay be marketed even though
its safety and effectiveness have not been proven to the FDA. The
FDA granted such an IDE to intraocul ar | enses and adopted federal
regul ati ons governing their clinical investigation. Pursuant to
the federal regulations, intraocular |enses were to be tested on
cataract patients who gave their infornmed consent for the lenses to
be tested.

Each of the plaintiffs had intraocular |enses surgically
inplanted into their eyes. They all have allegedly encountered

problems with them Plaintiffs' suits allege that the | enses are



defective in design and manufacture and that Internmedics failed to
properly warn them of alleged desi gn and manufacturing defects and
failed to informthem that the | enses were experinental and that
there were alternative choices for cataract treatnment. They all ege
that Internedics is |iable both under a theory of strict liability
and for breach of warranty, either express or inplied. Plaintiffs
seek conpensatory and punitive damages. In addition to asserting
the state products liability-type causes of action descri bed above,
plaintiffs also state <clains based upon various federa
regul ati ons.

Internmedics filed a notion for summary judgnent, contending
that all of plaintiffs' state tort clainms regarding the safety and
effectiveness of the |enses are preenpted by the NDA See 21
U S C 8 360k(a) and 21 CF.R 8 808.1(b). Plaintiffs opposed the
nmotion, arguing that Congressional intent with respect to the |DE
was not to preenpt state tort law clains, but to encourage
di scovery and devel opnent of useful nedical devices and to protect
the public health. The FDA did not provide renedies for the public
in the event of injury; therefore, plaintiff contends there is no
federal preenption of renedies for damages caused by intraocul ar
| enses.

The district court dismssed all of plaintiffs' state tort
clains except those relating to the duty to obtain inforned
consent, because it concluded that federal |aw preenpts any state
law claimrelating to the safety and effectiveness of the |enses.

In so doing, the court relied upon a case fromthe Seventh Crcuit



involving the issue of such federal pre-enption in the field of
intraocular |lenses, Slater v. Optical Radiation Corp., 961 F.2d
1330 (7th Cr.), cert. denied, --- U S ----, 113 S . C. 327, 121
L. Ed. 2d 246 (1992). In Slater, the plaintiff alleged injury to his
eye caused by the inplantation and renoval of a defective
anterior-chanber intraocular |ens. The plaintiff alleged
negligence relating to the testing, safety, and effectiveness of
the I ens, inadequate clinical testing, defective design, failure to
warn, strict products liability, and breach of inplied warranty.

The Seventh G rcuit held that all of plaintiff's clains were
state law clains relating to the safety or effectiveness of the
l ens, which clainms were different fromor in addition to federal
| aw cl ai ns. Thus, the appellate court held that plaintiff's state
|aw clainms were preenpted by federal law. [|d. at 1333. However,
the Seventh Gircuit clearly stated that pre-enption of state clains
is not unlimted:

[ Pre-enption] does not affect cases chargi ng negligence inthe

inplantation or renoval of a lens, or conplaining of

contam nation of the lens by bacteria or fungi or of failure
to obtain the patient's inforned consent to the procedure.
ld. at 1334 (enphasi s added).

The district court in the instant cases viewed the above
| anguage from the Seventh Circuit in Slater as persuasive and
accordingly held that all of plaintiffs' clains except those
relating to infornmed consent are preenpted. The court based its
determnation on its finding that Congress clearly intended the
federal governnent to be the sol e governnental body regul ating the
safety and effectiveness of intraocul ar | enses, as evidenced by its
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passage of the MDA Because the products liability-type clains
clearly related to the safety and effectiveness of the intraocul ar
| enses thensel ves, those clains are preenpted. However, the court
concluded that failure to obtain informed consent does not rel ate
directly to the safety and effectiveness of the | enses; thus, the
district court excepted the i nforned consent clains fromdi sm ssal .

| nt ermedi cs subsequently urged the court to reconsider its
ruling as to the infornmed consent claimin light of the Third
Circuit's decisionin Gle v. Optical Radiation Corp., 22 F.3d 540
(3d Cr.), cert. denied, --- US ----, 115 S . C. 429, 130 L. Ed. 2d
342 (1994). In Gle, the court addressed the question of whether
a patient who had received an intraocular |ens had a cause of
action against the manufacturer based on an alleged failure to
obtain informed consent. Qur colleagues of the Third Crcuit
di sal l owed the claim because the plaintiff could not provide any
support for her contention that she was entitled to bring an
i nformed consent claimagainst the manufacturer under state |aw.
The district court in the case at bar distinguished Gle and
refused to dism ss the i nfornmed consent cl ai mbecause it found that
authority for plaintiffs' informed consent clains could be found in
Louisiana Cvil Code art. 2315. The district court allowed
Internmedics to take an interl ocutory appeal pertaining to the i ssue
of whether federal |aw preenpts plaintiffs' state |aw inforned
consent clains. See 28 U.S.C. § 1292(h).

We have reviewed Slater and Gle closely and have careful ly

consi dered whether plaintiffs can nake out any state | aw cause of



action against a mnufacturer for failure to obtain inforned
consent. W note at the outset that the above-cited | anguage from
Slater relating to infornmed consent is nere dicta because the
plaintiff there did not argue that he did not give inforned
consent . Moreover, we believe that, in the above passage from
Slater which refers to informed consent, the Court was nerely
poi nting out that any claimwhich a plaintiff m ght have agai nst a
health care provider for nalpractice or battery would not be
preenpted. The types of cases cited by the court which would not
be preenpted were predom nantly clainms that necessarily would be
filed against the physician, not the manufacturer. For exanple,
"cases charging negligence in the inplantation or renoval of a
lens,” Id., clearly refers to mal practice actions, which can only
be filed against a physician or health care provider, not a
manuf act ur er. The court also noted that the tort of nedical
battery woul d not appear to be preenpted by the MDA if a surgeon
were to inplant a lens without the patient's consent. However
such a claimclearly would be one against the physician, not a
manuf acturer of the product. G le nmade this sanme observation

The parties have briefed extensively the i ssue of whether the
MDA preenpts plaintiffs' state inforned consent clainms. However
before reaching the pre-enption i ssue we have to determne that, in
the first instance, Louisiana |aw provides plaintiffs with a cause
of action against a manufacturer for failure to obtain inforned
consent. |In other words, the question of pre-enptionis irrelevant

if there is no otherw se applicable state infornmed consent claim



whi ch could be preenpted by the MDA, Thus, we conclude that if
Loui si ana does not recognize a cause of action for failure to
obt ai n i nfornmed consent agai nst a manufacturer, then Internedics is
entitled to summary judgnent on these cl ains.

Does Loui siana recogni ze a cause of action for informed consent
agai nst a manuf acturer?

Plaintiffs have sued wunder both the Louisiana Products
Liability Act and La.Gv.C art. 2315. However, on appea
plaintiffs argue that the Louisiana Products Liability Act is not
applicable because the intraocular lenses were inplanted in
plaintiffs' eyes prior to the effective date of the Act, Septenber
1, 1988.

The Louisiana Products Liability Act (LPLA), La.R S
9:2800.51, et seq., "... establishes the exclusive theories of
liability for manufacturers for danmage caused by their products.
A cl ai mant may not recover froma manufacturer for danmage caused by
a product on the basis of any theory of liability that is not set
forth in [the LPLA]." La.R S. 9:2800.52. Thus, if the LPLA were
applicable to this case, the text of La.R S 9:2800.52 would
clearly preclude plaintiffs' cause of action against Internedics
for failure to obtain informed consent, because the LPLA contains
no provision for such a cause of action. See 9:2800.51, et seq.

However, we cannot take such an easy path in our resolution
of this pre-LPLA case. The LPLA does not apply retroactively to
causes of action which accrued prior to the effective date of the
Act . Brown v. R J. Reynolds Tobacco Co., 52 F.3d 524, 527 (5th
Cir.1995); Cates v. Sears, Roebuck & Co., 928 F.2d 679, 683 (5th
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Cr.1991). The plaintiffs' clainms for failure to obtain inforned
consent woul d have "accrued" at the tinme the manufacturer all egedly
failed to obtain informed consent. In this case, that appears to
have been prior to 1988 for all plaintiffs. Thus, the LPLA does
not appear to be applicable.

Prior to the passage of the LPLA, legislative authority for
all product liability-type clainms flowed fromLoui siana G vil Code
Article 2315, Louisiana's general tort liability statutory
provision. Article 2315 provides, in relevant part:

Every act whatever of man that causes damage to anot her
obliges himby whose fault it happened to repair it.

The very general wording of art. 2315 provides very little
instruction as to whether a cause of action may be nai ntai ned under
it for a manufacturer's failure to obtain inforned consent. e
have found no Louisiana cases which would support such a claim
agai nst a manufacturer. Thus, at first it seens unclear whether a
manuf acturer has a tort duty under Louisiana state |law to obtain
i nfornmed consent. However, for el aboration we do not resort to the
comon law in other states. Louisiana, being a Gvil Law state,
woul d not recogni ze a common | aw duty on the part of a manufacturer
to obtain infornmed consent.? Thus, even if under the common |aw i n

ot her states such a duty exists, Louisiana would not necessarily

1'n Loui siana, case law is not considered positive |law. See
La.Cv.C art. 1. Even jurisprudence fromwthin this civilian
jurisdiction is not considered binding authority on other
Loui si ana courts, because Louisiana does not recogni ze stare
decisis. A fortiori, common | aw concepts devel oped through the
case law in other jurisdictions would not be binding on Louisiana
courts. See Principal Health Care of La., Inc. v. Lewer, 38 F.3d
240, 245, n. 5 (5th G r.1984).



allowit.

However, notw thstanding the very general |anguage in art.
2315, the Louisiana |egislature has spoken specifically on the
i ssue of informed consent in another statute. Louisiana Revised
Statutes 40:1299.40 outlines the procedures by which patients in
Loui siana are to be inforned of the risks of nedical treatnent and
al so governs tort suits against a "physician or other health care
provider" for failure to obtain informed consent. The Loui siana
Uni form Consent Law, La.R S. 40:1299.40 clearly does not apply to
manuf acturers. Although plaintiffs mght argue that Internedics
m ght qualify as sone "other health care provider" wunder the
statute, the 1990 anendnents to the statute and the case | aw do not
support such a view The statute was anended in 1990 to nmake it
clear that only a physician or health care provider who wll
actually perform the procedure is required to obtain inforned
consent. Davis v. St. Charles Gen. Hosp., 598 So.2d 1244 (La. App.
4th Cr.1992), was decided based upon the law as it was worded
prior to the 1990 anendnent, just as this case will be. Davis held
that a referring physician had no duty to obtain inforned consent.
If a referring physician has no duty, a fortiori, a manufacturer
has no duty under state |aw Thus, there can be no recovery
agai nst a manufacturer under the Uniform Consent Statute.

Loui si ana Revised Statutes 40:1299.40 is a nore specific | aw
than the very general tort provision, La.Cv.C art. 2315; thus,
we conclude that Louisiana provides no cause of action against a

manuf acturer for failure to obtain inforned consent. The maxi m



"l ex generalis non derogat speciali” inplies that a special |aw
controls as to the particular matter nade the subject of special
| egislation. Louisiana Inp. Co. v. Baton Rouge Elec. & Gas Co.
114 La. 534, 38 So. 444 (1905). The Uniform Consent Law, La.R S.
40:1299.40, is special legislation ainmed specifically at the duty
to obtain informed consent; therefore, it should be applied to
this issue rather than Article 2315, which is very general.
Because "l egislation is the sol entm expression of legislativew !l ,"
see La.Cv.C art. 2, we do not find that the | egislature intended
for art. 2315 to serve as a catch-all to maintain plaintiffs'
causes of action against the manufacturer when the very specific
i nformed consent |aw clearly excludes such cl ai ns.

Thi s concl usi on al so makes sense when consi dered agai nst the
backdrop of products liability-type clainms which plaintiffs have
asserted and which were dismssed by the district court because
they are preenpted by federal [|aw. Even if we were to concl ude
that plaintiffs' claim that the manufacturer failed to obtain
i nformed consent coul d be anal ogi zed to a products liability claim
for failure to warn of a product's dangers, plaintiffs still could
not maintain their clains. If plaintiffs' products liability
clains for recovery due to the | enses' dangers are preenpted, then
it would seemridiculous to say that a claimfor failure to warn
about these dangers could survive. |In other words, if a claimfor
damages due to the dangers thensel ves cannot survive, a fortiori
a claim for failure to warn of the dangers should not be

cogni zabl e.
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Moreover, we also note that G le provides support for our
determ nation that an i nfornmed consent cl ai mdoes not automatically
flow from an assertion of negligence. In Gle, the plaintiff
asserted both negligence and products liability clains against the
manuf acturer, but the court determ ned that she stated no state | aw
claim because the duty to obtain infornmed consent is i nposed upon
t he physician, not the manufacturer. Although Gle did not arise
in Louisiana, it isillustrative of the concept that a general tort
duty not to be negligent is not enough to bring a manufacturer
within the purview of an infornmed consent claim

Based upon t he above, we concl ude that Loui siana | aw does not
recogni ze plaintiffs' state clains against Internedics for failure
to obtain informed consent. It is irrelevant to our inquiry
whether Slater is correct in its viewthat a state |aw claimfor
failure to obtain inforned consent is preenpted by federal |aw,
because in the first instance Loui siana does not recogni ze a cause
of action against a manufacturer for failure to obtain inforned
consent which could be preenpted by federal |aw The district
court erred in denying Internedics' summary judgnent as to the
i nformed consent clains. The only remaining clains are based upon
the federal regul ati ons which Internedics all egedly violated in not
obtaining informed consent as required by federal |aw These
clains were not the subject of the instant notion for summary
judgnent. Although plaintiffs' seem ngly conceded in this appeal
that Congress did not provide themwth a private right of action

agai nst Internedics for violation of the federal regul ati ons, we do
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not deal with the remaining federal |aw clains because they were
not the subject of this appeal.
Concl usi on

Based upon the foregoing, we REVERSE the district court's
denial of Internmedics' notion for summary judgnent as to
plaintiffs' state |law infornmed consent clains, we RENDER sunmary
judgnent as to those clains, and REMAND for a determ nation of
plaintiffs' rights in their remaining clains against Internedics
under federal |aw
Motion to Strike

Plaintiffs have filed a nmtion to strike portions of
Internmedics' reply brief which relate to the pre-enption issue.
Because our resolution of the case on state | aw grounds pretermts
a discussion of preenption, the notion to strike is DI SM SSED as

nmoot .
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