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At issue, inthe light of the Suprenme Court’s recent decision
concerni ng preenption under the Medical Device Arendnents of 1976,
Medtronic, Inc. v. Lohr, US|, 116 S. C. 2240 (1996), is
a pre-Medtronic summary judgnent granted Internedics |Intraocul ar,
Inc., on the basis of such preenption. W REVERSE in PART and

VACATE and REMAND in PART.

Pursuant to Local Rule 47.5, the court has determ ned
that this opinion should not be published and is not precedent
except under the limted circunstances set forth in Local Rule
47.5. 4.
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Under the Medi cal Device Anendnents of 1976 (MMDA) to the Food,
Drug and Cosnetic Act, Pub. L. No. 94-295, 90 Stat. 539 (codified
in scattered sections of 21 U S. C ), all nedical devices intended
for human use are subject to regulation by the Food and Drug
Adm ni stration (FDA). ld. at 539 (Preanble to NDA). The MDA
classifies devices into three categories based on the anount of
regul atory control needed to ensure their safety and effectiveness.
21 U.S.C. § 360c; HR Conf. Rep. No. 1090, 94th Cong., 2d Sess.
51, reprinted in 1976 U.S.C.C. A N 1070, 1103.

Class | devices are subject only to general controls, such as
good manufacturing practices regulations, |abeling requirenents,
and prohibitions on m sbrandi ng. 21 U S.C 8§ 360c(a)(1)(A; 21
C.F.R 88 801.1-.150, 820.1-.198.

Class Il devices are nore conplex and potentially nore
hazardous; they are subject to nore special controls, such as
post mar ket surveillance and the pronulgation of specific
performance standards. 21 U S.C. 8 360c(a)(1)(B); 21 C.F.R 88
861. 1-. 38.

Class Il devices are those used in sustaining human life or
that present a potential unreasonable risk of injury; they require
premar ket approval by the FDA before commercial distribution. 21
U S.C 88 360c(a)(l)(C, 360e; 21 CF.R 88 814.1-.84. In this

process, a manufacturer nmust submt a detailed application to the



FDA, including such information as known or published about the
devi ce, sanples of the device, proposed | abeling, and description
of manufacturing nethods. 21 U.S.C. § 360e(c); 21 C.F. R § 814. 20.
The FDA then typically refers the application to a panel of experts
to study the safety and effectiveness of the device. 21 US. C 8§
360e(c)(2); 21 C.F.R § 814.40. Action nust be taken on the
application wthin six nonths. 21 U S C 8§ 360e(d)(1)(A; 21
C.F.R § 814.40.

There are, however, two mmjor exceptions to the rule of
premar ket approval . First, Cass |11 devices that are
“substantially equivalent” to devices already on the market before
the effective date of the MDA (28 May 1976) may be commercially
distributed without premarket approval. 21 U S.C 8§ 360e(b)(1).
In a process known as “premarket notification”, the maker of the
device applies to the FDA for a “substantial equival ence”
determnation. 1d. 8 360(k). This procedure is known colloquially
as the “8 510(k) process” for the original section nunber in the
Food, Drug and Cosnetic Act. See MDA 8 4(a)(9), 90 Stat. at 580
(anmendi ng Food, Drug and Cosnetic Act, ch. 675, 8§ 510, as added by
Drug Anendnents of 1962, Pub. L. No. 87-781, 8§ 302, 76 Stat. 790,
794 (1962)); see also Medtronic, 116 S. . at 2247,

Second, Class Ill devices that receive an investigational
device exenption (I DE) may be tested on humans w t hout premarket

approval. 21 U S.C. 88 360e(a), 360j(g); 21 CF.R 88 813.1-.170.



Wth an IDE, information about the device and its effect on humans
is collected through clinical study groups. This information can
then be used in an application for premarket approval. To obtain
an | DE, the sponsor of an investigatory study (often the device
manuf acturer) nust submt an application to the FDA, which nust
approve or reject it within 30 days. 21 C.F.R 88 813.20, 813. 30.
The sponsor nust also submt an investigatory plan, describing
aspects of the proposed study such as expected results, expected
duration, and patient population, which an institutional review
comm ttee nust approve. |d. 88 813.20(b)(6)-(7), 813.25, 813.42.
At issue is an intraocular lens, a Cass |IIl nedical device
used to replace the natural Ilens of the eye. | nt er medi cs
I ntraocul ar, Inc. designs and manufactures these | enses; in 1982,
it received an IDE fromthe FDA to study a particular lens. Inits
i nvestigational plan, Internedics dividedits clinical studiesinto
three groups: a trial investigation group, an expanded core
i nvestigation, and an adjunct investigation. The trial group and
core group (an expansion of the trial group) contained arelatively
smal | nunber of patients (100-500), who were nonitored severa
tinmes a year for approximtely two years. On the other hand, the
adj unct group contained an unlimted nunber of patients, who were
given only two postoperative visits. Each patient was to sign a
consent form a copy of which was included with the application.

Data collected from the trial and core groups was submtted by



i nvestigators (ophthal nologists) to Internedics; data from the
adj unct group was not.

In the 1980s, Edward A. Lewis and the four other plaintiffs-
appel l ants were each i npl anted by the sane doctor with at | east one
Internmedics’ Model 44B intraocular lens in conjunction wth
cataract extraction surgery. Plaintiffs were part of Internedics’
adj unct study group.

Each Plaintiff brought suit in Louisiana state court in 1993,
alleging that conplications developed, such as extrenme pain,
renmoval of the lens, injuries to the eye, and blindness. They
presented state law clains for failure to obtain infornmed consent;
strict liability; design and manufacturing defects; failure to
war n; breach  of express and inplied warranty; fraud,
m srepresentation, and conceal nent of information; and failure to
foll ow FDA regul ati ons.

I nternmedics renoved the actions to federal court; they were
consol idated for purposes of discovery. | nt ermedi cs noved for
summary judgnent on the ground that each claimwas preenpted.

The district court granted sunmary judgnment on that basis on
all but the failure to obtain inforned consent claim (Each
Plaintiff denies being aware of the 44B s experi nental nature or of
his participation in any clinical study group, | et al one an adj unct
group.) And, as for the infornmed consent claim on interlocutory

appeal, our court rendered judgnent for Internedics. Lews V.



I nternmedics Intraocular, Inc., 56 F.3d 703, 706-08 (5th Cr. 1995)
(Loui siana does not recognize claim against manufacturer for
failure to obtain infornmed consent). The district court then
entered final judgnent on the other clains.
.
We are tasked with applying the MDA's preenption provision to
the clains at hand. As stated at 21 U S.C. 8§ 360k(a):
[NNo State or political subdivision of a State may
establish or continue in effect with respect to a device
i ntended for human use any requirenent —
(1) whichis different from or in additionto,
any requirenent applicable under this chapter to the
devi ce, and
(2) whi ch rel ates to the safety or
effectiveness of the device or to any other matter
included in a requirenment applicable to the device under
this chapter.
(Pursuant to 8 360k, the term “State” wll include any of its
political subdivisions.) Medtronic, the Court’s only decision
addressing preenption under the MDA, charts a narrow course.
Because the majority shifts on several key sub-issues, that opinion
must be anal yzed neti cul ously.
A
Medt roni ¢ concerned a defective i npl anted heart pacenaker | ead
manuf act ured by Medtroni c pursuant to an FDA 8§ 510(k) determ nation
of substantial equivalence. Medtronic, 116 S. Q. at 2248. The

recipient of the device presented clains for strict liability;

negl i gent desi gn, manufacture, assenbly, and sale; failure to warn;
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and violation of FDA regulations. |d. Medtronic urged preenption
under 8§ 360k because: (1) the 8§ 510(k) process and the regul ati ons
governi ng good nmanufacturing practices and |abeling constituted
federal “requirenments” applicable to the lead; (2) States cannot
mai ntai n additional or different “requirenents” relating to safety
or effectiveness; and (3) the common-law tort clains constituted
such additional or different requirenents. |d. at 2248-49.

A di vi ded Suprene Court (three opinions) held that none of the
clains were preenpted. ld. at 2254-58. The separate opinions
reflect the continuing division in the Court over statutory
construction: whether to look to a statute’s plain words, as
opposed to |l ooking to |l egislative history or sone ot her source, for
a statute’s neaning. As discussed infra, there are three different
majorities for sub-issues on the deference to be given the FDA
regul ati on on the scope of 8§ 360k; the necessary specificity of the
federal “requirenents” for 8 360k; and the frequency with which
state common-law duties wll equal state “requirenents” for 8§
360k’ s pur poses.

Justice Stevens announced the judgnent of the Court and wote
an opinion joinedin full by three other justices (Kennedy, Souter,
G nsburg) and in part by one (Breyer). He began by contrasting the
roles played by the States and the Federal Governnent in the field
of health and safety: the States have an historical and prom nent

rolein “protecting the health and safety of their citizens”, these



being “primarily, and historically, ... matters of |ocal concern”
for which “the States traditionally have had great |atitude under
their police powers to legislate”; but, “in recent decades the
Federal Governnent has played an increasingly significant role” in
this arena such as the approval of new drugs. ld. at 2245-46
(internal quotation marks and brackets omtted). The MDA was
enacted “[i]n response to the nounting consuner and regul atory
concern” over the injuries resulting from the failure of newy
i ntroduced nedi cal devices. |1d. at 2246.

Concerning the scope of 8§ 360k preenption, Justice Stevens

stated that, “[a]lthough our analysis of [its] scope ... nust begin
wth its text ... [our] interpretation is inforned by two
presunptions about the nature of pre-enption.” ld. at 2250
(citation omtted). “First, because the States are independent

sovereigns in our federal system we have |long presuned that
Congress does not cavalierly pre-enpt state-|law causes of action”;
in other words, “we start with the assunption that the historic
police powers of the States [are] not to be superseded by the
Federal Act unless that was the clear and manifest purpose of
Congress”; and this “approach is consistent with both federalism
concerns and the historic primacy of state regul ation of matters of
health and safety.” 1d. (citations and internal quotation marks
omtted). And, “[s]econd, our analysis of the scope of the

statute’'s pre-enption is guided by our oft-repeated conmment



that ‘the purpose of Congress is the ultimate touchstone’ in every
preenption case”; this purpose, or intent, is found primarily in
the language of the preenption section and its surrounding
“statutory framework”, but “[a]lso relevant ... is the structure
and purpose of the [Act] as a whole, ... as revealed not only in
the text, but through the review ng court’s reasoned under st andi ng
of the way in which Congress intended the [Act] and its surroundi ng
regul atory schene to affect business, consuners, and the law.” |d.
at 2250-51 (internal quotation marks and brackets omtted).
Justice Stevens then rejected Medtronic’s contention that any
state common-law claimis a state “requirenent” preenpted by the
pl ai n | anguage of 8 360k. I1d. at 2251. He concl uded that Congress
i ntended 8§ 360k primarily to preenpt “device-specific” positive | aw
enacted by state governnental and admnistrative bodies, not
general common-law duties. Id. at 2252-53. He found no evidence
in the legislative history that Congress intended to conpletely
i muni ze devi ce manufacturers fromstate cormmon-lawliability. 1d.
This is especially so because passage of the MDA indicated
congressional concern that the industry needed “nobre stringent
regul ation”, id. at 2251 (citing Preanble to MDA, 90 Stat. at 539),
yet the MDA does not provide expressly for a private action and
there is “no suggestion that the Act created an inplied private
right of action.” Id. This “legislative history also confirnied

hi s] understanding that 8 360k sinply was not intended to pre-enpt



nmost, let alone all, general common-|aw duties enforced by damages
actions”, with the result “that at |east sone common-|aw clai ns
agai nst nedi cal device manufacturers may be maintained after the
enactnment of the MDA.” |d. at 2253.

Because Justice Stevens found “the | anguage of [§ 360k] not
entirely clear”, and because “Congress has given the FDA a uni que
role in determ ning the scope of § 360k’s pre-enptive effect”, his
“Iinterpretation of the pre-enption statute [was] substantially
informed by” the “FDA regulations interpreting the scope of 8§
360k’ s pre-enptive effect”. 1d. at 2255; 21 CF. R § 808.1. Under
the FDA regul ati on, preenption occurs only when “specific [federal]
requi renents applicable to a particular device” nake “divergent
State or local requirenents applicable to the device different
from or in addition to, the specific Food and Drug Adm ni stration
requirenents”, 21 C.F.R § 808.1(d); and, state requirenments of
“general applicability” are not preenpted unless they have “the
effect of establishing a substantive requirenent for a specific
device”. I1d. § 808.1(d)(1),(6)(ii); see Medtronic, 116 S. C. at
2256-57 & n. 18. Justice Stevens noted also that, as stated in §
360k, state requirenents nmust also relate to either the safety or
ef fectiveness of the device or to any other matter included in a

requi renent applicable to the device under the Act. Medtronic, 116

S. C. at 2257; see 21 U.S.C. § 360k(a)(2). Consequently, in

Justice Stevens’ view, 8 360k is a very narrow provision that wll
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rarely preenpt state requirenents, especially comon-|aw duties.
See Medtronic, 116 S. C. at 2251-53, 2257-58. “IGiven the
critical inportance of device-specificity in our (and the FDA s)
construction of 8 360k, it is apparent that few, if any, common-| aw
duti es have been pre-enpted by this statute.” |d. at 2259.

Under these principles, Justice Stevens concluded that the
defective design clains were not preenpted. 1d. at 2254-55. The
8 510(k) determnation that the device (pacenmaker |[|ead) was
“substantially equivalent” to pre-NMDA devices did not equal FDA
approval of the device on safety and effectiveness grounds. |d. at
2254, The § 510(k) process focused nore on equival ence, not
safety, and it did not “require” the lead to “take any particul ar
formfor any particular reason”. 1d.

Li kewi se, the manufacturing and labeling clains were not
pr eenpt ed. ld. at 2256-58. Regul ations governing good
manuf acturing practices and labeling were not specific enough
because they applied to all nedical devices, not just the pacenaker
lead. 1d. at 2258. They reflected “generic concerns about device
regul ation generally” and did not inpose a “specific nmandate” on
manufacturers. Id. In addition, the state requirenents (in that
i nstance, common-| aw duties) were not devel oped specifically “wth
respect to” nedical devices and hence were too general to be
preenpt ed; such requirenents were “not the kinds of requirenents

that Congress and the FDA feared would inpede the ability of
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federal regulators to inplement and enforce specific federal
requi renents.” |d.

Finally, the clains based on viol ati ons of federal regul ations
were not preenpted. ld. at 2255-56. Having earlier stated, as
noted, that the MDA does not create a private action against
manuf acturers, id. at 2251, Justice Stevens explained: “Nothing in
8 360k denies [a State] the right to provide a traditional danmages
remedy for violations of comon-law duties when those duties
parall el federal requirenents.” ld. at 2255 (enphasis added).
Such a renedy is sinply not an “additional” or “different”
requirenent, id., and the FDA regulation interpreting 8 360k
supported this conclusion. ld. at 2256; see 21 C F.R 8§
808.1(d)(2) (state requirenents “equal to, or substantially

identical to” federal requirenents are not preenpted). In fact,

such state requirenents would not be preenpted even if they
requi red show ng viol ation of the federal regul ations plus anot her
factor, such as negligence because

such additional elements of the state-law
cause of action wuld mnmke the state
requi renents narrower, not broader, than the
federal requirenents. Wile such a narrower
requi renent mght be ‘different fromi the
federal rules in a literal sense, such a
difference would surely provide a strange
reason for finding pre-enption of a state rule
insofar as it duplicates the federal rule.
The presence of a damages renedy does not
anmount to the additional or di fferent
‘requirenment’ that is necessary under the
statute; rather, it nerely provides another

- 12 -



reason for manufacturers to conply wth
i denti cal exi sting ‘requirenments’ under
federal |aw

Medtronic, 116 S. . at 2255.

Justice Breyer concurred in the judgnent, agreeing that none
of the clains were preenpted; but, he joined only part of Justice
Stevens’ opinion, because he found 8 360k to be broader in scope
than the plurality suggested, in large part because he was in

general agreenent with the position taken by Justice O Connor on

this point in her separate opinion -- he read the term
“requirenents” in 8 360k to enconpass state tort actions. |d. at
2259-62 (Breyer, J., concurring). As he explained, simlar

| anguage in a preenption provision of a different statute,
addressed by the Court in G pollone v. Liggett Goup, Inc., 505
US 504 (1992), *“‘easily’ enconpassed tort actions because
‘[state] regulation can be as effectively exerted through an award
of damages as t hrough sone formof preventive relief.”” Medtronic,
116 S. Ct. at 2259 (Breyer, J., concurring) (quoting G pollone, 505
U S at 521). In Justice Breyer’s view, a “requirenent” includes
“l egal requirenments that grow out of the application, in particular
circunstances, of a State’s tort law.” 1d. Therefore, he

believe[s] that ordinarily, insofar as the MDA

pre-enpts a state requirenent enbodied in a

state statute, rule, regulation, or other

admnistrative action, it wuld al so pre-enpt

a simlar requirenent that takes the formof a

standard of care or behavior inposed by a
state-law tort action. It is possible that

- 18 -



the plurality also agrees on this point,
al though it does not say so explicitly.

ld. at 2260 (Breyer, J., concurring).

But, for deciding whether the clains in issue were preenpted,
Justice Breyer, like Justice Stevens, relied on the FDA regul ati on
interpreting 8 360k. Id. at 2260-61 (Breyer, J., concurring). He
did so because he found 8 360k “highly anbiguous”; concluded,
therefore, that Congress “nust have intended that courts | ook
el sewhere for help as to just which federal requirenents pre-enpt
just which state requirenents, as well as just how they m ght do
so”; stated that the “Court [had] previously suggested that, in the
absence of a clear congressional command as to pre-enption, courts
may infer that the relevant admnistrative agency possesses a
degree of leeway to determ ne which rules, regulations, or other
admnistrative actions wll have pre-enptive effect”; and,
nmoreover, found quite relevant that “the FDA has pronul gated a
specific regulation designed to help” -- 21 CF.R § 808.1(d).
Medtronic, 116 S. Ct. at 2260 (Breyer, J., concurring).

Looking to that regulation, he concluded that only specific
federal requirenents, applicable to a particular device, could
preenpt state requirenents. ld. at 2260-61 (Breyer, J.,
concurring) (“regulation’s word ‘specific’ does narrowthe universe
of federal requirenents that the [ FDA] i ntends to di spl ace at | east
sone state law’'). Because he agreed with Justice Stevens that the

federal regul ations applicable to Medtronic’ s pacenaker | ead “even

- 14 -



if numerous, are not ‘specific’ in any relevant sense”, he found
none of the <clains preenpted. ld. at 2261 (Breyer, J.,
concurring).

In addition, Justice Breyer invoked principles of “conflict”
and “field” preenption to support his conclusion, explaining that
federal requirenents preenpt state requirenents only if thereis an
actual conflict between the two or if federal regulationinafield
is so pervasive as to | eave no roomfor States to participate; he
found neither. 1d. On the other hand, as noted, one of the two
reasons given for not joining Justice Stevens’ opinion in full was
because Justice Breyer was “not convinced that future incidents of
MDA pre-enption of conmmon-lawclainms will be ‘few or ‘rare’ ”. |d.
at 2262 (Breyer, J., concurring).

Justice O Connor, joined by the Chief Justice and Justices
Scalia and Thomas, concurred in part and dissented in part. She
agreed with Justice Breyer that state comon-|aw cl ains were one
type of state “requirenments” and therefore could be preenpted by 8
360k. ld. at 2262-63 (O Connor, J., concurring in part and
dissenting in part). She disagreed, however, that the FDA
preenption regul ation was entitled to any deference, especially in
the light of 8 360k’s plain and explicit meaning. ld. at 2263
(O Connor, J., concurring in part and dissenting in part).

Accordingly, Justice O Connor would not wutilize the nore

narrow construction of 8 360k found in the FDA regul ation and
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therefore, would not anmend 8§ 360k’s “clear” neaning by adding, as
found in the regul ation, “a requirenent of specificity” to the “any
requi renent” |anguage in 8 360Kk. | d. As a result, Justice
O Connor doubtl ess would find preenption nore often than either the
plurality or Justice Breyer. |Id.

Turning to the clains, Justice O Connor concluded that those
for design defect and violation of FDA regulations were not
preenpted: as for the forner, the 8§ 510(k) substantial equival ence
process only ensures “equi val enc[e], and places no ‘requirenents’
on a device”; as for the latter, a state claim “seek[ing] to
enforce ... [a] requirenent [under the Act] does not inpose a
requirenent that is ‘different from or in addition to'” federal
requi renents. 1d. at 2263-64 (O Connor, J., concurring in part and
dissenting in part). In explaining why a state |aw cl ai m seeki ng
damages for violations of federal requirenents was not preenpted,
she st at ed:

To be sure, the threat of a danamges renedy
w Il give manufacturers an additional cause to
conply, but the requirenents inposed on them
under state and federal law do not differ.
Section 360k does not preclude States from
i nposing different or additional renedies, but
only different or additional requirenents.
ld. at 2264.
On the other hand, Justice O Connor concluded that the

manufacturing and l|labeling and the failure to warn clains were

preenpt ed, because there were extensive federal regulations on
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t hese points applicable to the device and the common-1| aw cl ai ns at
i ssue woul d conpel conpliance with requirenents different from or
in addition to, those required by the Act. Id.

Medtronic, therefore, produced a narrow mpjority on the
standard for determning whether a state law claimis preenpted
under § 360Kk. Five justices agreed that deference to the FDA
regul ati on on the scope of 8 360k was appropriate. 1d. at 2257-58
(plurality opinion); id. at 2260-61 (Breyer, J., concurring).

Medtronic produced a different majority, however, for how
of ten such preenption probably woul d occur. As noted, only Justice
Stevens and the three justices who joined his opinion in full
concl uded that preenption of a state |law claimwould be rare, on
the basis that state conmmon-law duties are usually too general to
satisfy 8 360k and its corresponding regulation, 21 CF. R 8§
808.1(d). Medtronic, 116 S. C. at 2258-59 (plurality opinion).
The bal ance of the Court (Justice Breyer, together with Justice
O Connor and the three justices who joined her opinion) wuuld find
preenption nore often, on the basis that state common-law duties
are “requirenents” under § 360K. ld. at 2258-59 (Breyer, J.,
concurring); id. at 2262-63 (O Connor, J., concurring in part and
dissenting in part).

But, these five justices did not agree on the necessary
specificity of the federal requirenents for 8§ 360k preenption; as

di scussed, Justice Breyer would require a greater Ilevel of
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specificity than the other four justices. Therefore, as dictated
by Medtronic, a 8 360k preenption question will be resolved, in
nmost cases, by focusing primarily on any applicable federal
regul ati ons.

In sum a state lawclaimis preenpted pursuant to 8 360k only
under the followng conditions: (1) there is a specific federa
requi renent, wusually a regulation, applicable to a particular
device; (2) there is a state requirenent (statute, regulation,
ordi nance, or conmon-|law duty, see 21 C F. R § 808.1(b)) nui nt ai ned
Wth respect to the device that is related to safety and
effectiveness or to any other matter included in a requirenent
applicable to the device under the Act, id.; and (3) the state
requirenent is different from or in addition to, the federa
requi renent. Accordingly, as Justice Stevens noted, courts wll
have to undertake a nost “careful conparison” of the federal and
state requirenents to determ ne state | aw cl ai mpreenpti on vel non.
Medtronic, 116 S. C. at 2257-58.

Based on our reading of Medtronic, we conclude that this
preenption anal ysis applies regardl ess of the class of the device
and of whether it is nmade avail abl e through premarket approval or
t hrough the two exceptions toit: 8 510(k) (as in Medtronic) or an
| DE (as here). Mndful of the delicate balance in Medtronic, we

turn to the clains at issue.



B

Plaintiffs mjor contention is that, because they were
participants in an adjunct study, preenption does not apply to any
of their clains. They point to the MDA and the regulations on
intraocular lens |IDEs and assert that only well-controlled core
study groups are contenplated. Cting an internal product
bulletin, they maintain that Intermedics sinply used the adjunct
group as a guise to comrercially distribute thousands of untested,
unapproved | enses to ophthal nol ogi sts. Because |IDEs are intended
to enable manufacturers to develop information on safety and
ef fectiveness, see 21 U.S.C. 8 360j(g)(2)(A); 21 CF.R § 813.1(a),
Plaintiffs maintain that Internedics’ actions were outside the
scope, and at odds with the purpose, of the regulations, neaning
Intermedics should not be entitled to whatever preenptive
protection those regul ati ons afford.

As support, Plaintiffs cite the conclusion in Medtronic that
the § 510(k) process did not preenpt the state tort clains in issue
t here because the process focused primarily on equival ence, not on
safety or effectiveness. Like the 8§ 510(k) process, they maintain,
an adjunct study is not concerned with safety or effectiveness but
is sinply a way to enable manufacturers to avoid prenarket
approval . They also point to statenents by the FDA expressing
concern that manufacturers would use IDEs as “subterfuge for

comercial distribution of ... lenses” and contenplating that



consuners could ook to tort |law for protection, because “[it is]
not the duty of the FDA to protect sponsors or investigators from
| awsuits by subjects”. 42 Fed. Reg. 58874-75, 58881 (1977).

In response, Internmedics nmaintains that adjunct studies are a
by- product of a congressional nmandate to nmake intraocul ar | enses
reasonably avail able to physicians. It points to a provision in
the MDA that the FDA shall make I DE regul ati ons governing certain
devices “applicable in such a manner that the device[s] shall be
made reasonably available to physicians”. 21 U S C 8§
360) (1)(3)(D)(iii). The MDA |legislative history nakes clear that
this provision applies only to intraocular Ienses. H R Conf. Rep.
No. 1090, 62-63 (“This new provision applies solely to the
intraocular lens ...."7).

In addition, Internedics cites an FDA Conm ssioner’s
statenents at a congressional hearing that the FDA established a
dual (core-adjunct) study systemto investigate i ntraocul ar | enses
in response to the above quoted | anguage in the MDA, See Cataract
Surgery: Fraud, Waste, and Abuse: Hearing Before the Subconm on
Heal th and Long- Term Care of the Sel ect Conm on Aging, 99th Cong.,
1st Sess. 206-10 (1985) (statenent of Dr. Frank E. Young,
Comm ssi oner, FDA). It further asserts that, because the MDA
all ows adjunct studies, state |aw cannot nmake them illegal or

prohi bit themthrough state | aw cl ai ns.



On this issue, the facts of this case are uni que, and we find
little guidance in case law, the MDA, or the federal regul ations.
Pre-Medtronic, other federal courts addressed preenption in the | DE
and intraocular |ens context, but none seens to have faced this
core-adjunct question. See, e.g., Becker v. Optical Radiation
Corp., 66 F.3d 18 (2d Gr. 1995); Gle v. Optical Radiation Corp.
22 F.3d 540 (3d Gr.), cert. denied, 115 S. C. 429 (1994); Slater
v. Optical Radiation Corp., 961 F.2d 1330 (7th Gr.), cert. deni ed,
506 U. S. 917 (1992). Post-Medtronic, several courts have addressed
MDA preenption but, again, not in the core-adjunct context. See,
e.qg., Papike v. Tanbrands Inc., 1997 W. 74338 (9th G r. Feb. 20.
1997); Martin v. Telectronics Pacing Sys., Inc., 105 F. 3d 1090 (6th
Cir. 1997); Reeves v. Acroned Corp., 103 F.3d 442 (5th Gr. 1997);
Duvall v. Bristol-Mers-Squibb Co., 103 F.3d 324 (4th Cr. 1996);
Sanders v. Optical Radiation Corp., 92 F.3d 1181 (4th G r. 1996)
(table); Commttee of Dental Amalgam Mrs. and Distribs. .
Stratton, 92 F.3d 807 (9th GCr. 1996), cert. denied, 65 U S. L. W
3369 (U. S. Jan. 13, 1997) (No. 96-705); Berish v. Richards Mudi cal
Co., 937 F. Supp. 181 (N.D.N Y. 1996); Arnstrong v. Optical
Radi ation Corp., 50 Cal. App. 4th 580 (Cal. C. App. 1996);
Connelly v. lolab Corp., 927 S.W2d 848 (M. 1996) (en banc).

In addition, the MDA the general |IDE regulations, and the

| ens I DE regul ati ons do not nention adjunct studies. Internedics
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cites regulations it says support a dual (core-adjunct) clinical
study system but none of the cited regulations supports its
assertion. See 21 C.F.R 88 813.25(a)(7),(8); 813.30(c)(4),(6).
In fact, the only specific references we find to adjunct studies
are the FDA commssioner’s statenents and in Internedics’
investigatory plan. 1In any event, Plaintiffs ask us to hold as a
matter of |aw that adjunct studies are not concerned with safety
and effectiveness; and are therefore outside the scope of an |IDE
and are therefore not shiel ded by § 360k fromcomon-law liability.
We cannot agree with Plaintiffs’ interpretation. First, we
are not convinced that adjunct studies are outside the scope of the
MDA or the regulations. It is inpossible to overlook the fact that
Intermedics’ investigatory plan includes an adjunct study group
that will be nonitored | ess than the core study group and that this
pl an was approved by the FDA. Al so, we refuse to engraft onto the
MDA or applicable regulations a judicially-created distinction
bet ween core and adj unct studies, especially when there is no cl ear
congressional intent on the question. The statenents cited by
Plaintiffs do evidence a concern about adjunct studies; but, that
is all they evidence. Second, Medtronic provides the test for al
clains of MDA preenption, regardless of whether the device in
gquestion has been nmade available to the public pursuant to
premar ket approval, a finding of substantial equival ence, or an

| DE. Wiether Plaintiffs’ clains are preenpted turns on the device-



specificity of the federal and state requirenents at issue, not
whet her the claimarose out of an adjunct or a core study.

By the sane token, however, we do not agree with Internedics
that the FDA's approval of its investigatory plan, thereby
permtting an adjunct study group, provides blanket preenption of
Plaintiffs’ clains. Medtronic nekes clear that, for 8§ 360k
preenption, specific federal requirenents nust conflict wth
specific state requirenents. Finding no statute or regul ati on that
even nentions adjunct groups, |let alone nentions themin connection
wth intraocular |enses or other ophthal nological devices, we
refuse to conclude that Internmedics is “required” by federal lawto
conduct its |IDE studies using a core-adjunct system In addition,
Plaintiffs’ clains are not prem sed solely on the fact that they
wer e adj unct patients.

The preenpti on question sinply cannot be resol ved on t he basis
of the core-adjunct distinction. I nstead, as mnmandated by
Medtronic, a careful (indeed, nobst painstaking) analysis nust be
made of each claim Except for the violations of FDA regul ati ons
claim discussed infra, and because of the clains presented, the
i ssues rai sed, and the changes effected by Medtronic, this anal ysis
must be perforned first by the district court, after the parties
are permtted to suppl enent the sunmmary j udgnent record and shar pen
and clarify the clains, bases and sub-issues for each. See

Sanders, 1996 W. 423124, at *1-2 (concerning 8 360k preenption vel
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non, and in light of Medtronic, holding negligence per se clains
for violations of FDA regulations not preenpted but remanding
remai ning state law clains for reconsideration).

C.

Plaintiffs’ claimthat Internedics violated FDA regul ati ons,
based on allegations that Internedics failed to follow the
regul ati ons governing lens IDEs, including failing to recall the
device, with the result that the safety of the |lens was not
adequately tested or investigated. Plaintiffs point to Medtronic,
in which state tort clainms inposing duties parallel to the federal
requi renments were held not preenpted. 1d. at 2255-56.

Notwi t hstanding the clear adverse holding in Medtronic,
| nt er medi cs cont ends t hat t hese vi ol ati on- of - FDA-regul ati ons cl ai ns
are preenpted because, as discussed, the Food, Drug and Cosnetic
Act does not provide a private right of action to enforce such
violations, a matter solely within the discretion of the FDA
I nternmedics points to Merrell Dow Pharnmaceuticals v. Thonpson, 478
U.S. 804, 810 (1986), in which the Suprenme Court assuned, w thout
deciding, that there was no private right of action in the Food,
Drug and Cosnetic Act.

These clains are not preenpted. The Medtronic Court was
unani nous (and explicit) in holding that state | awcl ai ns providing
a renedy for violations of FDA regul ati ons were not preenpted under

8§ 360k. See Medtronic, 116 S. C. at 2255-56 (plurality opinion);
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id. at 2260-61 (Breyer, J., concurring); id. at 2264 (O Connor, J.,
concurring in part and dissenting in part); 21 CFR 8
808.1(d)(2). As discussed supra, the Court reasoned that, if state
| aw paralleled federal requirenents, the state claimwould inpose
requi renents that were equal or substantially identical to, rather
than different fromor in addition to, the federal requirenents,
even if the State required a plaintiff to prove that the viol ations
were the result of negligence. Medtronic, 116 S. C. at 2255-56.
The MDA preenption regulation supports this interpretation. 21
C.F.R § 808.1(d)(2).

Internmedics’ reliance on Merrell Dowis msplaced. It sinply
held that a state law claimpremsing liability on violation of a
federal regulation (i.e., negligence per se) did not present a
federal question, neaning that a district court would not have 28
US C 8 1331 subject matter jurisdiction. Merrell Dow, 478 U S
at 812-17. In other words, federal courts could not “create” a
federal cause of action by treating a state tort claim for which
an FDA regulation violation was a conponent, as one that arose
under federal law. Nothing in Merrell Dow prevents a federal court
fromhearing a state |law claim (assum ng, of course, it otherw se
has jurisdiction) that premses liability on violation of an FDA
regul ati on. Plaintiffs’ state |law clains prem sing |nternedics’

liability on violations of FDA regul ati ons are not preenpted.



L1l
Accordingly, we REVERSE the summary judgnent as to the
vi ol ati on of FDA regul ations claim VACATE the sunmary judgnent as
to the remaining clains; and REMAND for further proceedings
consistent with this opinion.

REVERSED | N PART, VACATED I N PART, AND REMANDED



