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STATEMENT OF QUESTIONS PRESENTED BY PETITIONER 

ThIS matter comes to the Court through Appellant's PetItIOn for Wnt of 
CertIOran The Issues presented In the PetItIOn were four-fold 

1 CIBA IS entItled to preemptIOn If and only If It receIved a pre-market 
approval (PMA) letter for ItS non-correctIve lenses 

2 V IeWIng the eVIdence, Inferences, and ambigUltIes In the lIght most 
favorable to PetItIOn, and construIng the same most strongly agaInst 
CIBA, there IS a questIOn of fact as to whether CIBA applIed for and/or 
receIved PMA approval for ItS non-correctIve lenses 

3 The Court of Appeals mIsapprehended how MDA preemptIOn comes Into 
eXIstence and therefore mIsapprehended the reqUlsite shoWIng for 
summary Judgment on the Issue of preemptIOn 

4 The Court of Appeals mIsapprehended Customer's JunsdictIOn argument 
and appeared to usurp the exclUSIve JunsdICtIOn of the FDA 

STATEMENT OF THE CASE 

In the recent case RIegel v Medtromc, Inc the Umted States Supreme Court 

clanfied how the (express preemptIOn prOVISIOn) In the federal MedIcal DeVIce 

Amendments' ("MDA") should be applIed to deVIces regulated as Class III medIcal 

deVIces by the Food & Drug AdmInIstratIOn (FDA) 552 US 312 999 (2008) Riegelis 

the current semInal case on medIcal deVIce preemptIOn Lundeen v Canadwn Pacific R 

Co, 532 F 3d 682, 698 (8th Clr 2008) ("Rzegel IS [now] the pnmer from whIch we 

read") The present petItIon represents the first opportumty for the South CarolIna 

Supreme Court to address medIcal deVIce preemptIOn after RIegel (See Infra for a lIst 

of numerous other states and JunsdictIOn whIch have affirmed summary Judgment of 

medIcal deVIce claims follOWIng RIegel) RIegel VIrtually mandates preemptIOn In thIS 



case and substantIally modIfied the holdIngs of Medtromc Inc v Lohr 518 U S 470 

(1996), on whIch PetItIOner relIes In her bnef (Pet's Br p 8) I 

The claIms m Riegel arose after plamtIffs surgeon ovennflated a Medtromc 

catheter whIle performmg a coronary angIOplasty, causmg the catheter to rupture On 

reVIew, the Umted States Supreme Court affirmed dIsmIssal of plamtIffs stnct lIabIlIty, 

breach of ImplIed warranty, and neglIgent deSIgn, testmg, mspectIOn, dlstnbutIOn, 

labelmg, marketIng, and sale claIms on the grounds that they were expressly preempted 

by the MDA Riegel, 552 U S at 320-322 

In Riegel, after recountmg ItS pnor preemptIOn cases, the Court establIshed a two-

prong test for determmmg If a state-law tort claIm IS preempted by 21 USC § 360k 

The first prong determmes the FDA reqUIrements applIcable to the deVIce at Issue, and 

the second prong determmes whether the state law or CIvIl actIOn at Issue creates a 

reqUIrement that IS "dIfferent from or m addItIOn to the federal reqUIrement" 552 U S at 

322-323 

PetItIOner Momca Weston ("Weston") alleges causes of actIOn for personal mJury 

agaInst Respondent CIBA VISIOn, a Novartls Company ("CIBA"), stemmIng from her 

alleged Illegal use of contact lenses purchased by her WIthout a prescnptIOn from 

Respondent KIm's Dollar Store (Amend Compl paras [8, 12, 15, 19, 24]) (R pp 38-

40) Weston's petItIOn anses from partIal summary Judgment of certam causes of actIOn 

I Post-Riegel, federal courts have found "relIance upon the hIghly fractured opmIOn of the 
Supreme Court In the pre- Riegel case of Medtromc Inc v Lohr 518 U S 470 (1996) IS 
mIsplaced" Dorsey v Allergan Inc No 3 08-0731 2009 WL 703290, *6 (M D Tenn 
Mar 11, 2009) (notmg that Riegel lImIted Lohr to "genenc concerns about deVIce 
regulatIon generally") 
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that were dependent on warnmg, labelmg, desIgn, marketmg and/or misbrandmg theones, 

as those claims were preempted by federal law (Order Grantmg SJ, R p 17) Weston's 

claims for neghgence per se, stnct habilIty and breach of ImplIed warranty were not 

dIsmIssed and remam pendmg m the tnal court If Weston prevails on the remammg 

causes of actIOn, she lIkely wIll be forced to make an electIOn of remedIes Thus, m 

essence, Weston brmgs thIS petItIOn, merely to preserve her optIOns 

In June 2006, Respondent CIBA filed a motIon for partIal summary Judgment on 

the basIs that certam of PetItIOner Weston's claims and legal theones were subject to 

federal preemptIOn pursuant to the MedIcal DevIce Amendments of 1976 to the Federal 

Food, Drug, and CosmetIc Act (21 USC § 301, et seq) (FDCA)) The Honorable G 

Thomas Cooper, Jr, held an extended heanng on CIBA's motIOn for summary Judgment 

on August 28, 2006 On November 28, 2006, Judge Cooper Issued an 18-page order 

grantmg summary Judgment m favor of CIBA on the Issue of federal preemptIOn (the 

"Order"), thereby termmatmg certam of Weston's multIple claims and theones (R pp 1-

18) Followmg the demal of Weston's motIon for reconsIderatIOn, Weston filed an 

appeal on January 19,2007 The South Carohna Court of Appeals affirmed the dIsmIssal 

of certam claims and theones m ItS lengthy opmIOn of July 15, 2009 Followmg the 

demal of a motIon for reconsIderatIOn and a post-argument motIon to supplement the 

record on appeal, Weston filed thIS petItIOn 

The focus of PetItIOner's opposItIon to summary Judgment and her appeal to the 

South Carohna Court of Appeals was "whether FreshLook Colors lenses were a medIcal 

deVIce" (Fmal Bnef of Appellant before the Court of Appeals, pI) However, m her 

bnef before thIS Court, PetItIoner now concedes that these "[ c ]ontact lenses are a Class 

3 



III MedIcal DevIce under the MDA" (PetItIOner Statement of the Case, p 4) 

Consequently, reVIew of the bnefs filed below and much of the Record on Appeal relates 

to matters no longer contested by PetItIOner Instead, the Issues now focused on by 

PetItIOner all pertam to whether the partIcular Class III medICal devIce at Issue receIved 

PMA approval 

STATEMENT OF FACTS 

It IS PetItIOner Weston's contentIOn that she suffered temporary loss of VISIOn In 

one eye as a result of weanng non-correctIve color contact lenses manufactured by CIBA 

under the trade name, FreshLook Colors ("FreshLook") (Amend Compl ~~ 3, 18-24, of 

Heanng ("Transcnpt") pp 4, 7)) (R pp 37, 39-40, 264, 267) The mdividual contact 

lenses Weston allegedly purchased from KIm's Dollar Store were marked "prescnptIOn 

only" and labeled "not to be sold mdividually" (Ons Dep pp 59-60, Ex 4) (R pp 470-

471, 588) Notwithstandmg thIS sales restnctIOn, KIm's Dollar Store, an unauthonzed 

and unlIcensed seller of contact lenses, obtamed the lenses from an unknown thud party 

(30(b)(6) Dep of KIm's Dollar Store pp 37-38, PI's ExhIbIt 1) (R pp 316-317, 322) 

Weston dIscarded the lenses rendenng them unaVailable to confirm the brand, 

manufacturer or other phYSIcal mformatIOn 

FreshLook contact lenses came m a varIety of colors and a range of powers from 

(-)20 00 DIOpters to (+)20 00 DIOpters They are also capable of correctIng 

nearSIghtedness, farSIghtedness, and astIgmatIsm At the zero-power pomt m the range, 

the lenses are "non-correctIve" or "plano" lenses, although they stIll have medIcal and 

phYSIOlogIcal effects, mcludIng protectIOn from damagmg UV radiatIOn In addItIOn, 

plano contact lenses can be used to change the color of the user's eye and to address 

4 



medIcal Issues, such as monOVISIOn and ocular defects (PansIan Dep p 144) (R P 

654) 2 

In frammg the Issue underlymg thIS petItIOn, Weston asserts that federal 

preemptIOn anses only If FreshLook plano contact lenses were approved by the FDA as 

"medIcal devIces" under ItS premarket approval (PMA) process ThIs Issue, however, 

was exactly the one deCIded m CIBA's favor on summary judgment as set forth m detad 

m Judge Cooper's Order (R p 1-18) and affirmed by the Court of Appeals Weston then 

ImmedIately Ignores the Issue she frames and, m ad hommem fashIOn, attacks CIBA for 

Its advertIsmg campaigns, eye catchmg graphIcs, and awareness of possIble unauthonzed 

product resales 3 These pomts are Irrelevant because PetItIOner now concedes that these 

"[ c ]ontact lenses are a Class III MedIcal DevIce under the MDA " (Pet's Br Statement 

of the Case p 4) Moreover, desIgnatIOn as a Class III MedIcal DevIce estabhshes that 

the FDA was actIvely regulatmg all verSIOns and uses of FreshLook contact lenses 

through ItS medIcal devIce PMA authonty The FDA has not carved out one verSIOn of 

FreshLook lenses for dIfferent treatment For thIS Court to do, so as PetItIOner requests, 

would reqUIre concludmg that the FDA purposefully faded to regulate thIS admIttedly 

Class III MedIcal DevIce As deomonstrated below, thIS conclusIOn IS mcorrect, 

unreasonable and IrresponsIble 

2 Dr Suzanne Pansian was PetItIOner Weston's expert on the Issue of federal preemptIOn 

3 That a deVIce manufacturer advertIses one use at one tIme through a partIcular medIUm 
has no effect on the deVIce's regulatory status For example, human-based collagen 
mjectIOn products are PMA-approved by the FDA for Improvements of soft tIssue 
appearance "such as wrmkles and acne scars" 
(http //www fda gov/cdrh/pdf3/p800022s050a pdf) That the manufacturer chooses to 
educate the "wnnkle" audIence WIth TV commerCials, whIle educatmg the "acne scar" 
audIence WIth product mformatIOn at the dermatologISt'S office, does not render collagen 
mjectIOns somethmg less than regulatory claSSIficatIOn 

5 



LEGAL FRAMEWORK 

The questIOn of federal preemptIOn under the MedIcal DevIces Amendments 

(MDA) to the Federal Food, Drug, and CosmetIc Act (FDCA) IS a prelImInary questIOn 

of law for the court to decIde Cox v Shalala, 112 F 3d 151 (4th Clr 1997) ThIs legal 

questIon IS specIfically "reserved to the Court and IS properly resolved on summary 

Judgment" Clark v Medtromc Inc, 572 F Supp 2d 1090, 1093 (D MInn 2008) 

(findIng preemptIOn under the MDA and grantIng summary Judgment) 

If the Court finds federal preemptIOn applIcable, then there cannot be a genUIne 

Issue of matenal fact as to the preempted state law claIms Anderson v Llberty Lobby 

Inc, 477 U S 242, 248 (1986) ("only dIsputes over facts that mIght affect the outcome of 

the SUIt under the governIng law WIll properly preclude the entry of summary Judgment ") 

(emphasIs added), Gomez v St Jude Medlcal Dazg DIV Inc, 442 F 3d 919,933 (5th Clr 

2006) (holdIng summary Judgment was appropnate where "claIms cannot be presented to 

a Jury because, If successful, they would be InCOnSIstent WIth the federal regulatory 

reqUIrements"), Cram v Board of Pollce Comm'rs of Metro Pollee Dep't, 920 F 2d 

1402, 1405-06 (8th Clr 1990) (when "unresolved Issues are pnmanly legal rather than 

factual, summary Judgment IS partIcularly appropnate"), Scanga v Johnson & Johnson 

Inc, 1995 WL 17147946, *2 (W D Pa September 14,1995) (notIng that "preemptlon­

IS a questIOn of law partIcularly SUIted for summary Judgment"), Leonardls v Burns 

Intern Sec Servlces Inc, 808 F Supp 1165, 1172 (D N J 1992) (when preemptIon 

eXIsts It IS appropnate to grant summary Judgment) 

GrantIng summary Judgment on the legal questIOn of preemptIOn IS appropnate 

even when the court must weIgh factual conSIderatIOns m fulfillmg ItS oblIgatIOn to 
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determme the questIon of law Sloan v GreenVille Hosp System, 388 S C 152, 155-56, 

694 S E 2d 532, 534 (2010) (findmg factual dIspute between the partIes as to whether 

GreenVIlle HospItal System was a "governmental body" or "pohtical subdIVISIOn" dId not 

preclude summary Judgment of related "questIOn of law") 4 Merely posmg a factual 

dIsagreement IS not enough to defeat summary Judgment, espeCIally when those findmgs 

relate to matters reserved for determmatIOn by the court rather than by the Jury Zabznskl 

V Brzght Acres Assoczates, 346 S C 580, 594, 553 S E 2d 110, 117 (2001) (holdmg that 

m determmmg legal Issue of whether partIes engaged m mterstate commerce, "the court 

must examme the agreement, the complamt, and the surroundmg facts"), Thornton V 

Trident Medical Center LLC, 357 S C 91, 94, 592 S E 2d 50, 51 (Ct App 2003) 

(holdmg that on the legal questIOn of arbitrabIhty, "a CIrCUIt court's factual findmgs wIll 

not be reversed on appeal If there IS any eVIdence reasonably supportmg the findmgs") 

SImIlarly, If the Court encounters an mferentIal dIVIde m resolvmg the questIOn of 

law, It IS not thrown mto legal purgatory as PetItIOner suggests Rather, the Court must 

draw ItS own mference m order to answer the questIOn of law See e g S C Energy Users 

Committee V S C Pub Ser Comm/n, 388 S C 486, 491, 697 S E 2d 587, 590 (2010) 

("[1]f the statute IS ambIguous, however, courts must construe the terms of the statute ") 

(emphasIs added) Once the Court construes a statute, regulatIOn or agency reqUIrement, 

any ambIgUIty evaporates ThIS IS the essence of the general summary Judgment 

standard There can be only one reasonable mterpretatIOn as to a questIOn of law the on 

4 PetItIOner's reference to the standard m the Tupper V Dorchester case IS misleadmg, as 
It expressly addresses summary Judgment mvolvmg a "questIOn of fact not a questIOn of 
law" 326 S C 318, 323,487 S E 2d 187, 190 (1997) ("The eXIstence of an easement IS a 
questIOn of fact ") 
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mterpretatIOn of the court Brooks v Northwood Little League Inc, 327 S C 400, 403, 

489 S E 2d 647, 648 (Ct App 1997) (findmg whether T-ball fell withm scope of the state 

statute related to "summer sports" was for the Court on summary Judgment), Byrd v 

Irmo High School, 321 S C 426, 440, 468 S E 2d 861, 869 (1996) (holdmg further 

factual development would not aId m resolutIon of mterpretation of dIsputed legal 

questIOn) 

Even If preemptlon were a questIOn of fact for the JUry to decIde, CIBA would be 

entltled to summary Judgment PetltIOner concedes that these "lenses are Class III 

MedIcal DevIces under the MDA" (Pet's Br p 4) CIBA mtroduced persuaSIve and 

compelhng eVIdence, as reflected m the Record on Appeal, whIch estabhshes beyond 

contradIctIOn that the contact lenses allegedly worn by PetltIOner were regulated as 

approved Class III MedIcal DevIces by the FDA and subject to preemptIOn Meetmg thIS 

eVIdence wIth a mantra of "that's not good enough" IS not sufficIent to prevent summary 

Judgment In the face of such eVIdence, PetltIOner IS reqUIred to put forth substantlve 

countervaIlmg eVIdence Under the governmg law of the MDA, partIal summary 

Judgment was appropnate because there IS no factual scenano m whIch PetItIOner could 

preVaIl on the preempted state law claIms 

FEDERAL PREEMPTION UNDER THE MDA 

The prmciple of preemptIon anses from the Supremacy Clause of the Umted 

States ConstltutIOn, whIch states "the Laws of the Umted States shall be the supreme 

Law of the Land, and the Judges m every State shall be bound thereby, any thmg m the 

ConstItutIOn or Laws of any State to the Contrary notwithstandmg" City of Cayce v 

Norfolk Southern Ry Co, 391 S C 395, 400, 706 S E 2d 6, 8 (2011) (cItmg U S Const 

8 



art VI, cl 2) Federal preemptIOn of state law causes of actIon IS prmclpally a matter of 

congressIOnal mtent, wIth the purpose of Congress bemg the "ultImate touchstone 'Pilot 

Life Ins Co v Dedeaux, 481 U S 41, 45-46 (1987) When preemptIon IS made 

expressly a part of the congressIOnal act, "the preemptIOn mqUIry must focus on the plam 

wordmg of that prOVISIOn, whIch generally contams the most rellable eVIdence as to 

whether Congress mtended to preempt state law" City of Cayce 391 SCat 402 S E 2d 

In conductmg thIS analYSIS, a court must be gUIded by "the provlSlons of the whole law, 

and ItS object and polIcy" Pilot Life Ins 481 US at 51 WIth regard to the MDA, the 

Umted States Supreme Court recently noted that Congress was dnven by concern "for 

those who would suffer wIthout new medICal deVIces If Junes were allowed to apply the 

tort law of 50 States to all mnovatIons" Riegel, 522 U S at 326 In grantmg summary 

Judgment m a post-Riegel case mvolvmg the scope of FDA premarket approval, the 

Umted States Dlstnct Court for the Northern Dlstnct of OhIO succmctly noted that 

"Congress has constructed the statutory scheme, and the Supreme Court has mterpreted It 

as pre-emptmg the complamt Piamtiffs have filed m thIS matter" Wzlhzte v Howmedlca 

Osteonzcs Corp, 2011 WL 2530984 (N D OhIO 2011) 5 

WIth the passage of the MDA, 20 USC § 301, et seq, Congress "swept back 

some state obllgatIOns and Imposed a regIme of detaIled federal oversIght" Riegel 552 

5 In vIewmg the whole law and the objects and polICIes related to the federal oversIght of 
medIcal deVIces by the FDA, the mtent IS very SImIlar to federal preemptIon applIcable to 
the raIlroad mdustry Regardmg raIlroad preemptIOn, thIS Court recently noted that the 
purpose IS "to prevent the development of a patchwork of local and state regulatIOns 
affectmg the raIlroad mdustry, as the enactment of diffenng standards and reqUIrements 
would mevitably be detnmental to the orderly functIOnmg of the mdustry as a whole" 
City of Cayce v Norfolk Southern, 391 SCat 407 
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U S 316 The MDA mcluded an "express,,6 pre-emptIon provlSlon whIch supersedes any 

state actIOn that IS "dIfferent from, or m addItIon to, any reqUIrement applIcable under 

thIS chapter to the devIce and whIch relates to any matter mcluded m a reqUIrement 

applIcable to the devIce under thIS chapter" 21 USC § 360k(a), RIegel, 552 U S at 316 

In RIegel, the Umted States Supreme Court also clanfied how thIS preemptIOn 

proVISIon IS to be applIed FIrst, a court must determme whether the FDA has Imposed 

safety-related reqUIrements on the devIce m questIOn 552 US at 322-323 On thIS 

Issue, the RIegel Court held that the PMA approval process Imposes federal 

"reqUIrements" upon the subject medIcal devIces because "the FDA may grant premarket 

approval only after It determmes that a devIce offers reasonable assurance of safety and 

effectIveness" Id at 323 Accordmgly, for all PMA-approved devIces, thIS first prong IS 

met Lewkut v Stryker Corp, 724 F Supp 2d 648,654 (S D Tex 2010) Second, the 

RIegel Court held that a court must determme whether the state law claims for relIef 

brought by a plamtIff Impose reqUIrements that are "dIfferent from, or m addItIon to" the 

FDA's reqUIrements 552 U S at 323 On thIS Issue the RIegel Court concluded that state 

tort claims for neglIgence and stnct lIabIlIty Impose reqUIrements addItIOnal to the 

reqUIrements Imposed through the PMA process Id at 323-327 see also Lewkut, 724 F 

Supp 2d at 653-654 In applymg preemptIOn, PetItIOner asserts that the courts are gUIded 

by a stnct presumptIOn agamst preemptIOn ThIS preemptIOn IS not applIcable to MDA 

6 PetItIOner mcorrectly suggests that thIS case mvolves "conflIct" preemptIOn (PetItIOners 
Bnef p 10) However the Court m RIegel held that preemptIOn under the MDA IS 
express preemptIOn See also McMullen v Medtromc Inc, 421 F 3d 482, 486-487 (7th 
Clr 2005) ("The MDA contams an express preemptIOn provIsIon, [a]ccordmgly, we do 
not address the doctnnes of conflIct and field preemptIon") 
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preemptIOn as set forth m the framework establIshed by Riegel In RIegel, the Second 

CUCUlt m RIegel recogmzed the general presumptIOn agamst preemptIOn, but found It 

mapplIcable to blockmg preemptIOn under the MDA wIth regard to state court tort 

actIOns affectmg Class III medIcal devIces RIegel v Medtronzc Inc, 451 F 3d 104, 123 

(2d Clr 2006), arr'm 552 U S 312, 128 S Ct 99 (2008) 

PetItIOn concedes that these contact lenses are Class III MedIcal DevIces (Pet's 

Br p 4) A Class III MedIcal DevIce may only be marketed pursuant to the FDA's PMA 

process (subject to certam lImIted exceptIOns not relevant here) See FDCA § 515, 21 

USC § 360e As the Seventh CircUlt explamed m a case SImIlarly findmg federal 

preemptIOn of product lIabIlIty claims 

Before a Class III deVIce may be mtroduced to the market, 
the manufacturer must prOVIde the [FDA] WIth a reasonable 
assurance that the deVIce IS safe and effectIve under the 
MDA To provIde that assurance, a manufacturer must 
obtam premarket approval ("PMA") from the FDA ThIS 
procedure IS a "ngorous" process, m whIch the 
manufacturer must submIt detailed mformatIOn to the FDA 
regardmg the safety and effectIveness of the deVIce 
Manufacturers must prOVIde the FDA WIth samples of the 
deVIce, an outhne of the deVIce's components and 
propertIes, a descnptIOn of the manufactunng process, 
copIes of the proposed labels, vanous other data and 
mformatIOn, and any other mformatIOn the FDA requests 
The FDA spends an average of 1,200 hours per PMA 
applIcatIOn revlewmg these matenals 

MItchell v Collagen Corp, 126 F 3d 902, 905 (7th Clr 1997), cert denzed, 523 US 

1020 (1998) In addItIOn, FDA regulatIOns permIt manufacturers to seek approval for 

deVIce modIficatIOns by submlttmg supplements to a pnor PMA "All procedures and 

actIOns that apply to [a PMA] applIcatIOn also apply to PMA supplements" 21 

C F R § 81439 The PMA supplement process obVIates the need to submIt redundant 
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mformatIOn to the FDA regardmg desIgn features, manufactunng processes, or labelIng 

that has already been approved by the FDA At the same time, the entIrety of the PMA, 

mdudmg all supplements are, "before' the agency at the time the supplement IS 

revIewed" 51 Fed Reg 26342, 26354 (1986) The "FDA consIders reVISIOns proposed 

m a PMA supplement usmg the same type of ngorous sCIentific process utilIzed for 

reVIew of ongmal PMAs" See FDA Letter Bnef filed as amIcus cunae, Horn v 

Thoratec, 376 F 3d 163 (3d Clr 2004), aVailable at 2004 WL 1143720, at *10 (May 14, 

2004) (AmIcus Bnef'), see also RIegel, 552 US at 319 ("An applIcatIOn for 

supplemental premarket approval [IS] evaluated under largely the same cntena as an 

mitIal applIcatIOn § 360e(d)(6)") 7 Consequently, every approval of a PMA supplement 

applIcatIOn IS a renewal of the ongmal PMA approval and the pnor related PMA 

supplements 8 

PMA approval of a medIcal devIce by the FDA results m devIce-specIfic federal 

reqUIrements that preempt mconslstent state reqUIrements, mdudmg those sought to be 

Imposed through tort lIabIlIty Rzegel, 552 U S at 320-323, Horn v Thoratec Corp, 376 

F 3d 163 (3d Clf 2004), Martm v Medtromc Inc, 254 F 3d 573 (5th Clf 2001), Kemp 

231 F 3d 216 SpecIfically, the MDA expressly preempts any state law reqUIrement "(1) 

7 PetitIOner, wIthout cltmg any authonty, baldly asserts that the PMA supplement process 
IS an "add-on" system that cannot be consIdered "evIdence" sufficIent to support 
preemptIOn (Pet's Br, p 13) ThIS IS dIrectly contrary to the law, Congress's mtent m 
enactmg the MDA, Umted States Supreme Court precedent and the FDA overSIght of 
medIcal devIces See Kemp v Medtromc, 231 F 3d 216,227 (6th Clr 2000) cert demed, 
534 U S 818 (2001) (holdmg approval of changes set forth m a PMA supplement has the 
same preemptIOn ImplIcatIOns as approval of an ongmal PMA submIsSIOn) 

8 There were approxImately 40 PMA supplement applIcatIOns/approvals for FreshLook 
related contact lenses before PetitIOner purchased the lenses at Issue m thIS case 
(Panslan Dep ExhIbIt 7) (R pp 671-673) 
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WhICh IS dIfferent from, or m addItIOn to, any reqUIrement apphcable under thIS [Act] to 

the deVIce, and (2) WhICh relates to the safety and effectIveness of the deVIce or to any 

other matter mcluded m a reqUIrement apphcable to the deVIce under thIS [Act]" 21 

USC § 360k(a) UnlIke certam other regulatory regImes relatmg to product safety, the 

MDA does not contam a savmgs clause that exempts state common law claIms from the 

regulatIOn's preemptIve provIsIOn Accordmgly, "vIrtually every court WhIch has 

addressed thIS Issue has concluded that preemptIOn under the MDA extends to state court 

tort claIms" Scott v CIBA Vlswn Corp, 38 Cal App 4th 307,316 (Cal Ct App 1995), 

see also Rlegel v Medtromc Inc, 451 F 3d 104 at 106 (notmg that the maJonty of 

ClfCUItS have concluded that "common law tort actIOns as to PMA-approved deVIces 

are preempted by the FDA"), Mattmgly v Medtromc Inc 486 F Supp 2d 964 (E D 

Mo 1997) (applymg federal preemptIOn to state product hablhty claIms on the basIs that 

such claIms are mconslstent WIth reqUIrements Imposed by the FDA), Hunsaker v 

Surgldev Corp, 818 F Supp 744, 751 (D Pa 1992) (findmg that sectIOn 360k(a) 

preempts not only legIslatIvely enacted reqUIrements but also "Jury-set standards" whIch 

"constItute new reqUIrements whIch defendants must heed"), Brooks v Howmedlca Inc, 

273 F 3d 785, 796 (8th Clr 2001) ("A Jury findmg on negbgent faIlure to warn would be 

premIsed on the fact that the label was not wrItten m a partIcular way or dId not contam 

certam mformatIOn ThIS would be eqUIvalent to a state regulatIOn Imposmg specIfic 

label reqUIrements") Moreover, smce the Rlegel deCISIon was Issued, courts have 

umformly found tort claIms pre-empted In re Medtromc Inc Spnnt Fldelzs Leads 

Products Lzabllzty Lztlgatwn, 592 F Supp 2d 1147, 1152 (D Mmn 2009)), afJ'd, 2010 

WL 4026802, * 1 (8th Clf Oct 15, 2010) [Smce Rzegel,] courts across the country have 
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applIed SectIOn 360k(a) broadly, preemptmg all manner of claims from stnct products 

lIabIlIty and neglIgence"), MIller v DePuy SpIne Inc, 638 F Supp 2d 1226, 1229 (D 

Nev 2009) ("The RIegel decIsIOn IS dIrect precedent for summary Judgment m favor of 

[defendant] on [piamtiffs] claims based on stnct product lIabIlIty, neglIgence, and 

ImplIed warranty"), Lewkut, 724 F Supp 2d at 658, HorowItz v Stryker, 613 F Supp 

2d 271 (E D NY 2009), Blanco v Baxter Healthcare Corp, 158 Cal App 4th 1039,70 

Cal Rptr 3rd 566 (2008), Parker v Stryker Corp, 584 F Supp 2d 1298 (D Colo 

2008), Ilarraza v Medtronzc Inc, 677 F Supp 2d 582 (E D N Y 2009), DespaIn v 

Bradburn, 372 Ark 272, 282 S W 3d 814 (2008) (affirmmg summary Judgment), 

McGuan v Endovascular Tech Inc, 106 Cal Rptr 3d 277, 182 Cal App 4th 974 (Ct 

App 2010) (affirmmg summary Judgment), MullIn v GUldant Corp, 114 Conn App 

279, 970 A 2d 733 (2009) (affirmmg summary Judgment), RaleIgh v Alcon Labs Inc, 

403 III App 3d 863, 934 N E 2d 530 (2000) (affirmmg summary Judgment), Sanders v 

Advanced Neuromodulatzon Sys Inc, 44 So 3d 960 (MISS 2010) (affirmmg summary 

Judgment), Blunt v Medtromc Inc, 315 WIS 2d 612,760 N W 2d 396 (2009) (affirmmg 

summary Judgment) In South Carolma, findmg that a Jury verdIct IS "state actIOn" 

preempted under the prOVISIOns of the MD IS a natural apphcatIOn of the Court's deCISIOn 

m Riegel and IS conSIstent WIth pnor preceded, see m Whaley v CSX TransportatIOn 

Inc, 362 S C 456, 609 S E 2d 286 (2005) (holdmg claim agamst railroad was preempted 

by federal law and to find otherwIse mIght result m a Jury verdIct In conflIct WIth federal 

law) 

PetitIOner's allegatIOns are necessanly an attack on the FDA's reqmrements for 

the lenses, because they attack the deSIgn and labelmg of the lenses approved by the FDA 
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through the PMA process Easterlmg v CardIac Pacemakers Inc, 986 F Supp 366, 

374 (E D La 1997) ("once the FDA approves a specIfic desIgn, that desIgn becomes m 

effect the FDA reqUIrement") (emphasIs added) Courts routmely acknowledge that "any 

cause of actIOn based on testmg, labelmg or marketmg IS preempted by the FDA 

standards for premarket approval" of a Class III deVIce Tarallo v Searle 

PharmaceutIcal Inc, 704 F Supp 653 (D S C 1988) Moreover, the South Carohna 

DIstnct Court has held the MDA "expressly precludes the mdividual states from 

estabhshmg reqUIrements dIfferent from or m addItIOn to those promulgated by the FDA, 

[and] reveals on ItS face the congressIOnal objectIve to prohIbIt, by the doctnne of express 

preemptIOn, the prohferatIOn of multIple, dIverse, state by state deVIce reqUIrements" 

Stewart v Int I Playtex Inc, 672 F Supp 907, 909 (D S C 1987) As Judge Anderson 

explamed m grantmg summary Judgment 

PlamtIffs common law tort claim allegmg "madequate 
warnmgs" seeks, by defimtIOn, to estabhsh a tort labehng 
reqUIrement whIch could be dIfferent from or m addItIOn to 
the eXIstmg and apphcable FDA reqUIrement Therefore, 
because the followmg prereqUISItes are met, the preemptIOn 
language m § 360k apphes The plamtIff here argues 
South Carohna tort law, whIch plamtIff hopes WIll Impose a 
more stnngent labehng standard on defendant, IS not a 
"reqUIrement" as used m the regulatIOn Therefore plamtIff 
mamtams the express preemptIOn declaratIOn m § 360k IS 
not apphcable m these CIrcumstances DespIte plamtIffs 
assertIOns to the contrary, the term "reqUIrement" as used m 
§ 360k has been expressly defined by the FDA as any 
standard "havmg the force and effect of law (whether 
estabhshed by statute, ordmance, regulatIOn or court 
decIsIOn) " 21 C F R § 808 l(b) (emphaSIS added) On ItS 
face, thIS defimtIOn encompasses the actIOns of a court of 
law entenng Judgment agamst the defendant for 
compensatory and pumtive damages based upon 
"madequate warnmgs" The FDA has therefore determmed 
that a state's common law - to the extent It attempts to 
regulate matters already addressed by the FDA - shall be 
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consIdered a § 360k "reqUIrement" South Carolma tort law 
IS, therefore not exempt from § 360k [P]lamtlff sets 
forth several grounds for hIS argument that the federal 
regulatIOns Impose only a mInImUm standard of conduct 
Plamtlff mamtams because a state can apply for an 
exemptIOn to the preemptIOn mandate, thIS proves the 
regulatIOns set forth mmimum levels of comphance ThIS IS 
not the case 

ld at 909-10 As set forth above, numerous other courts have also held that a 

fallure-to-wam claim IS preempted by PMA approval of the medIcal deVIce See e g 

Riegel, 552 US at 320-322, 128 S Ct 999, Brooks, 273 F 3d at 796 

The eVIdence that these FreshLook contact lenses were and are regulated by the 

FDA as Class III medIcal deVIces IS overwhelmmg and uncontradIcted SpecIfically, 

FreshLook contact lenses were approved through the PMA Supplement process descnbed 

above In catalogumg the approval of the PMA apphcatIOn and the supplemental 

apphcatIOns to the trIal court, CIBA submItted three FDA approval letters approvmg the 

applIcatIOns related to the FreshLook famIly of contact lenses, along WIth the testImony 

of CIBA's DIrector of Global Regulatory Affairs, the testImony of Weston's own expert 

(Dr ParISIan), and the testlmony of PhIhp PhIlhps, former FDA Deputy DIrector of 

SCIence and Regulatory Pohcy for the Office of DeVIce EvaluatIOn 
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ARGUMENT 

I The CIBA VIsion FreshLook Color Contact Lenses Allegedly Worn by 
PetitIOner Received Premarket Approval Through the FDA's Premarket 
Approval Process and Therefore PetItIOner's Causes of ActIOn, Which Allege 
Different ReqUirements, are Preempted as a Matter of Law 

The argument under thIS headmg addresses the followmg two related "Issues 

presented" by PetItIOner m her bnef 

1 elBA IS entItled to preemptIOn If and only If It receIved a pre-market 
approval (PMA) letter for ItS non-correctIve lenses 

2 V Iewmg the eVIdence, mferences, and ambIgUItIes m the lIght most 
favorable to Customer, and construmg the same most strongly agamst 
ClBA, there IS a questIOn of fact as to whether ClBA appbed for and/or 
receIved PMA approval for ItS non-correctIve lenses 

PetItIOner attempts to frame the argument m a [partIsan] manner calculated to 

dnve the dIscussIOn toward her preordamed conclusIOn However, under the RIegel 

framework the relevant mqUIry IS whether the FreshLook contact lenses allegedly worn 

by PetItIOner receIved premarket approval through the FDA's PMA process, thereby 

preemptmg the causes of actIOn dIsmIssed m the Order grantmg partial summary 

Judgment PetItIOner's entIre appeal IS predIcated on the bald assertIOn that a specIfic 

"PMA letter approvmg CIBA's non-correctIve lenses IS the only eVIdence that IS 

competent to prove federal preemptIOn" (Pet's Br p 10) (emphasIs added) PetItIOner's 

narrow pOSItIOn would effectually Impose a state law reqUIrement on the FDA beyond the 

reqUIrements of the MDA on mandatmg that the FDA Issue self-contamed, all-mclusive 

"letters" for each dIfferent verSIOn of the same deVIce, regardless of whether there IS a 

safety or efficacy dIstmctIOn between the verSIOns 
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A The Contact Lenses Allegedly Worn by PetitIOner Fall wlthm the Scope of 
the FDA Premarket Approval of FreshLook Contact Lenses 

As acknowledged by PetltlOner's own expert, the mitlal PMA for the Freshlook 

lens' first ancestor was Issued m 1983, by the FDA (PansIan Dep pp 88-89) (R pp 642-

643), 21 C F R § 814 39 FreshLook contact lenses come m several colors and verSlOns 

spanmng the entIre sphencal power range of -2000 through +2000 By 1994, 

approxImately 30 PMA Supplements had been submItted to the FDA, WIth the FreshLook 

lenses appearmg m PMA Supplement 33 and thereafter 9 (ParIsIan Dep ExhIbIt 6) (R pp 

667-670) ThIS mcluded submisslOn to the FDA for packagmg approval of FreshLook 

non-correctlve (sphencal power of 000) contact lenses (a/kJa "plano", "non-correctlve" 

or "zero power lenses") (PansIan Dep p 137 and ExhIbIt 6)10 (R pp 588, 650, 655& 

667-670) ThIS IS the same verSlOn that PetItlOner allegedly obtamed m 2004 

It IS uncontradIcted that PetItlOner's claims relate to FreshLook contact lenses 

WIth UV absorbers as approved m PMA Supplement No 39 (Pansian Dep p 28 and 

ExhIbIt 4 (ExhIbIt 4 "represents what was on her package ")) (R p 630, p 655), (Ons 

Dep pp 65-66 ("Q Durmg the relevant penod 'all FreshLook Colors lenses that were 

manufactured, to be sold m North Amenca were UV?' A 'Yes ')") (R pp 472-473) 

Because PetitlOner's lenses were UV lenses, the FDA approval letter for PMA 

Supplement No 39 (January 25, 1996) IS dIrectly applIcable here Moreover, because 

each related supplement opens all precedmg applIcatIOns for the FDA's full reVIew 

9 The PMA Supplement approval process has the "same preemptlOn ImplIcatlOns as 
approval of an ongmal PMA submiSSlOn" Rattay v Medtromc Inc, 482 F Supp 2d 
746, 758 (N D W Va 2007) (citatlOn omItted) 

10 The FDA has also acknowledged that approval of a range of correctlve powers mcludes 
approval of the 0 00 power or plano lens GUIdance for FDA Staff - Import Alert #86-10, 
n 1 (R P 754, n 1 ) 
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(supra, p 12), the FDA approval letter for PMA Supplement 39 also establIshes renewal 

of the pnor FDA approvals II In January 1996, CIBA obtamed approval for a PMA 

Supplement No 39 to Its FreshLook contact lenses for mcorporatmg an ultra-vIOlet 

absorber mto the referenced lenses (See FDA FreshLook Colors UV Approval Letter, 

Panslan Dep ExhIbIt 8)12 (R pp 674-678) 

Furthermore, on May 7, 1999, the FDA Issued a letter approvmg PMA 

Supplement No 42 (R pp 671-673) The FDA approval of PMA Supplement No 42 

mcluded approval of an addItlonal mdIcatIOn of use (unrelated to correctIOn of vIsual 

aCUIty) to "help protect agamst the transmISSIOn of hannful UV radIatIOn to the cornea 

and mto the eye" (R p 672) (emphasIs added) PetltIOner's expert, Dr PansIan, 

acknowledged that UV protectIOn was authonzed as an addItIOnal claIm m PMA 

Supplement No 42 (PansIan Dep pp 138-139) (R pp 651-652) ThIS specIfic approval 

of an addItIOnal mdIcatIOn of use unrelated to vIsual aCUIty, occurred years before 

Petltloner obtamed the contact lenses mvolved m thIS case 

Beyond the FDA's specIfic mteractIOn WIth FreshLook contact lenses through the 

PMA process, there was ample uncontradIcted eVIdence before the CIrCUIt court and the 

Court of Appeals that the scope of the PMA approvals covers the plano verSIOn, along 

WIth the correctlve verSIOns of FreshLook contact lenses SpecIfically, the FDA has 

II The record before Judge Cooper also mcluded an August 22, 2003 update to PMA 
Supplement No 39, WhICh estabhshes that FreshLook Colors UV contact lenses were 
approved and regulated as medIcal deVIces m 2003 (Ons Dep ExhIbIt 11) (R pp 627-
628) 

12 The FDA approval letter read, m part, "[the FDA] has completed ItS evaluatIOn of your 
pre-market approval apphcatIOn (PMA) supplement, whIch requested approval for 
mcorporatmg an ultra-VIOlet absorber mto the above referenced lenses [FreshLook Colors 
UV] Based upon the mfonnatIOn submItted, the PMA Supplement IS approved " 
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acknowledged that approval of a range of correctIve powers Includes approval of the 0 00 

power or plano lens GUIdance for FDA Staff - Import Alert #86-10, n 1 (R P 754, n 1 ) 

(notIng that the sponsors of contact lenses Intended for VISIOn correctIOn and, 

alternatIvely, for decoratIve purposes "voluntanly Include a plano lens In the range of 

correctIve powers" descnbed In theIr deVIce approval submIsSIOns) CIBA IS one such 

sponsor as eVIdenced by (1) ItS submIsSIOn of a range IncludIng the 0 00 lens (-20 00 to 

+2000 powers), (2) submIsSIOn of package Inserts for plano lenses descnbIng mdicatIOns 

and uses mcludmg "to enhance or alter the apparent color of the eye" (R p 699, mIddle 

column),13 (3) submIsSIOn of marketIng matenal offenng FreshLook Colors contact 

lenses "whether you have perfect VISIOn or not" (R p 400), and (4) submIsSIOn of 

"approved labelIng In final pnnt form" beanng 000 power (R pp 667-670) See Kemp 

231 F 3d at 226 ("PMA approval by the FDA constItutes approval of the product's 

deSIgn, testIng, Intended use, manufacturIng methods, performance standards and 

labelIng" and "represents the specIfic federal reqUIrement under [the MDA] to the 

devIce" 21 USC § 360k(a)(1) ") (mternal CItatIOns omItted) 

More generally FDA's pronouncement regardmg contact lens overSIght also 

eVIdences FDA's InclUSIOn of plano lenses WIthIn the scope of contact lens products For 

example, In 1995, the FDA Issued a notIce IncludIng a "comprehensIve legal analYSIS 

regardIng the agency's JunsdictIOn" over contact lenses 60 Fed Reg 41453 (Aug 11, 

13 See also FreshLook Colors PMA approval Supplement No 47 (November 26, 2002) 
WhICh (speCIfically authonzed CIBA to move the statement on alterIng the color of the 
eye to the "IndIcatIOns" sectIOn of the package Insert) 

[http //www accessdata fda gov/scnpts/cdrhicfdocs/cfPMA/pma cfm?Id=2101] 
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1995) ("FDA PublIc Notice") At page 16 of the FDA PublIc Notice, the FDA expressly 

stated that 

[f]or example, FDA regulates as deVIces noncorrected 
tmted contact lenses that are expressly promoted only for 
theIr cosmetIc effect of enhances eye color because they 
have phYSIOlogIcal effects on the eye See AppendIx to 
Legal AnalYSIS 

(emphasIs added) (R p 152) In the AppendIX to Legal AnalYSIS at p 49 of the FDA 
PublIc NotIce, the FDA further stated 

NoncorrectIve Tmted Contact Lenses The agency has 
taken the pOSItIOn that tmted contact lenses that do not 
correct or Improve VISIOn and are promoted to enhance eye 
color are medIcal deVIces ThIs pOSItIOn IS based on the 
fact that all contact lenses, mcludmg neutral lenses, have a 
phYSIOlogIcal effect on the eye 

(emphasIs added) (R pISS) FDA's GUIdance (mcludmg that plano lenses fall wIthm a 

range of powers) and ItS Pubhc Notices are sIgmficant to the Issues on appeal because an 

agency's mterpretatIOn of ItS own regulatIOn IS general entItled to great weIght DIstrzct 

Memorzal Hospztal of South-Western North Carolzna Inc v Thompson, 364 F 3d 513 

(4thCIr 2004) 

B PetItIOner's MIssmg EVidence Argument IS Irrelevant and DIsmgenuous 

PetItIOner mIsstates the Issue by suggestmg (wIthout any authonty) that the only 

proof of premarket approval IS a PMA approval letter so detaIled that It cannot be parsed 

by tramed legal advocates to have a hmt of mconclusIveness 14 The uncontradIcted 

eVIdence outlmed herem and presented to the courts below clearly shows that that the 

PetItIOner's FreshLook contact lenses were wIthm the scope of the premarket 

14 EssentIally PetItIOner reqUIres that the approval letters Issued by the FDA expressly hst 
mdIvIdually the exact power of the FreshLook lenses allegedly worn by PetItIOner Of 
course had the FDA mcluded thIS much detaIl m ItS letter, PetItIOn would be argumg that 
the approval letters are msufficlent smce they do not hst the color she selected 
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appbcatIOns, submISSIons, approvals and oversIght of the FDA Accordmgly, PetItIOner's 

contnved Issue and argument IS Irrelevant Moreover, It IS dIsmgenuous In an attempt to 

dIspel her alleged concerns and establIsh the scope of the PMA approval and FDA 

oversIght to the legally superfluous extent PetItIOner asserts, CIBA drafted a letter for the 

court to send to the FDA (pursuant to the Code of Federal RegulatIOns) specIfically 

askmg whether the FreshLook plano (non-correctIve) contact lenses were withm the 

scope of FDA's pre-market approval (Transcnpt p 44, lmes 5-25) (R p 304) A copy 

of the proposed letter to the FDA was filed wIth the tnal court (R pp 167-169) When 

asked by Judge Cooper for theIr posItIon on seekmg absolute confirmatIOn from the FDA, 

Weston's counsel called It a "delaymg tactIc" for WhICh "[w]e've actually filed a 

fnvolous motIOn letter" (Transcnpt p 45, lInes 1-5) (R P 305) Havmg succeeded m 

stoppmg the court from obtammg absolute confirmatIOn dIrectly from the FDA, 

PetItIoner now meqUItably argues that only absolute confirmatIOn dIrectly from the FDA 

IS sufficIent for the Court to grant summary Judgment (thereby disregardmg all the other 

eVIdence of pre-market approval and the fact that no eVIdence to the contrary was 

submItted by PetItIOner) PetItIOner cannot be the cause of the "mIssmg" eVIdence m one 

proceedmg and the VIctIm of It m the next Hayne Federal Credit UnlOn v Bazley, 327 

S C 242, 251, 489 S E 2d 472, 477 (1997) ("JudIcIal estoppel precludes a party from 

adoptmg a pOSItIon m conflIct WIth one earlIer taken m the same or related lItIgatIOn 

"[wJhere a party assumes a certazn posltlOn zn a legal proceedzng and succeeds zn 

mazntazmng that posltlOn he may not thereafter Simply because his znterests have 

changed assume a contrary posztlOn ) Id (mternal CItatIOns omItted) Accordmgly, 

even If there were an mklmg of valIdIty m PetItIOner's suggestIon that absolute 
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confirmatIOn from the FDA IS the only basIs for determmmg the questIOn of law on 

preemptIOn, PetitIOner cannot mamtam that argument m hght of ItS pnor posItIOn before 

the CIrCUIt court agamst obtammg that such confirmatIOn 

II PreemptIOn under the MDA Related to the FreshLook Contact Lenses 
Allegedly Worn by PetitIOner was SuffiCiently EstablIshed to Justify The 
Partial Summary Judgment of PetitIOner's Preempted Claims and TheOries 

The argument under thIS headmg addresses the followmg "Issue presented" by 

PetitIoner m her bnef 

3 The Court of Appeals mIsapprehended how MDA preemptIOn comes mto 
eXIstence and therefore mIsapprehended the reqUIsIte showmg for 
summary Judgment on the Issue of preemptIOn 

PetItIoner's arguments bolls down to the followmg A "PMA letter approvmg 

CIBA's non-correctIve lenses IS the only eVIdence that IS competent to prove federal 

preemptIon" (Pet's Br p 10) (emphasIs added) Later she further narrows her VIew of 

preemptIOn by claImmg that "a PMA letter approvmg a dIOpter range of lenses that 

mcluded the non-corrective (zero power) lenses but dId not hmit the approval to lenses 

mdlcatedJor the correctlon oJvlsual acUlty (Pet's Br p 12) PetitIOner does not pomt 

to a smgle case m WhICh a court adopts thIS pOSItion In pomt of fact, under the 

framework estabhshed by the Supreme Court m Rlegel, the relevant mqUIry for purposes 

of estabhshmg preemptIOn IS whether the ClBA FreshLook contact lenses receIved 

premarket approval through the FDA's PMA approval process (See subsectIOn B, lnfra) 

Under the pOSItIon advanced by PetItIOner, whIch elevates form over substance, any 

competent advocate could parse a PMA approval letter for the purpose of aVOIdmg 

federal preemptIon 
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Other plamtIffs makmg arguments sImIlar to PetItIOner have been equally 

unconvmcmg For example, m Pardo v Medtronzc Inc, 2010 WL 5300847 (E D La 

2010), piamtiffs brought a product lIabIlIty actIOn mvolvmg a devIce whIch transmIts 

electncal stImulatIOn to the spme In response to the defendant's preemptIOn motIon, 

piamtiffs asserted that there eXIsts msufficIent eVIdence to show the devIce was m fact 

"approved pursuant to the Premarket Approval process" because the PMA documentatIOn 

dId not mdividually IdentIfy the neurostImulator, but rather the entIre system After 

revIewmg the PMA documentatIOn the Court was satIsfied that PMA approval and 

regulatory overSIght extended to the unlIsted neurostImulator and granted summary 

Judgment Id at *2 Dorsey v Allergan Inc, 2009 WL 703290 (M D Tenn 2009) 

further shows the falSIty of PetItIOner's narrow argument In Dorsey, the court addressed 

a motIon for summary Judgment on the baSIS of MDA preemptIOn for a SIlIcon gel 

Implant that was admIttedly Implanted before the PMA approval letter was Issued by the 

FDA In grantmg summary Judgment, the court noted that the narrow PMA letter Issue 

was a "dIstmctIOn WIthout a dIfference" because the proper mqUIry after Riegel IS 

"whether the FDA has establIshed reqUIrements applIcable to the specIfic devIce at 

Issue" Id at * 5 

A The FDA's PMA Approval Letters Meet Even the PetitIOner's Legally 
Superfluous Standard for Affirmmg Summary Judgment on Federal 
PreemptIOn Grounds 

Before further addressmg the appropnate elements of MDA preemptIOn, It IS 

worth notmg that Respondent dId m fact provIde the "touchstone" eVIdence that 

PetItIoner demands In the approval letter for PMA Supplement No 42 (R pp 671-673), 

the FDA expressly notes that the numerous "IndIcatIOns" authonzed for FreshLook 

contact lenses mcluded (WIthout any lImItatIOn to correctmg vIsual aCUIty) "FreshLook 
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Lenses wIth UV -absorbmg monomer help protect agamst the transmISSIOn of harmful 

radIatIOn to the cornea and mto the eye" (R p 672) It IS uncontradIcted that PetItIOner's 

FreshLook contact lenses mcluded these UV radIatIOn absorbers (supra, pp 18-19) For 

example, PetItIOner's own expert, Dr PansIan, acknowledged that the "UV" symbol on 

PetItIOner's contact lens package establIshes that her lenses contam the "ultravIOlet ray 

protectIOn mgredIent" (Pansian Dep pp 137-140) (R pp 650-653), SImIlarly, the FDA 

letter approvmg FreshLook PMA Supplement No 47 (supra at p 20) expressly 

authonzes the movement of the statement "the lens acts to enhance or alter the apparent 

color of the eye" to the "mdICatIOns" sectIOn Accordmgly, thIS IS yet another PMA 

approval letter that expressly mcluded an "mdICated use" encompassmg color lenses and 

wIthout any lImItatIOn to correctmg VIsual aCUIty Thus, even under the PetItIOner's 

narrow framework, the FDA dId m fact Issue "touchstone" PMA approval letters meetmg 

PetItIOner's self-styled standard for summary Judgment m thIS case 

B It IS the PMA Process and not Just the Four Corners of the Approval 
Letters that Estabhshes Federal PreemptIOn Under the MDA 

The Umted States Supreme Court m Rlegel that the MDA "Imposes a regIme of 

detaIled federal oversIght" 552 US at 316 For Class III medIcal deVIces (such as 

Freshlook contact lenses), that regIme mcludes a "ngorous" premarket approval process 

of an average 1200 hours revIewmg multIvolume applIcatIOns, a full report of reqUIred 

studIes, and full statements of the deVIces propertIes, components, mgredients and 

pnncipais of operatIOn, deVIce samples, sample packagmg, sample package mserts and 

labelmg Id at 317-318 The FDA letters approvmg the applIcatIOn are merely a few 

pages of thIS robust PMA approval process In fact, m ItS PMA letters, the FDA defines 

"PMA" as the "premarket approval applIcatIOn" ("[FDA] has completed ItS evaluatIOn of 
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your premarket approval apphcatIOn (PMA) ") (R pp 671 * 674) The FDA then 

states m Its PMA letters that "based upon the mformatIOn submItted, the PMA [1 e , the 

apphcatIOn] IS approved" (R pp 672 & 674) Thus, the FDA's PMA letters m thIS case 

expressly mcorporate the apphcatIOns as relevant to understandmg the scope of the 

approval and msultmg preemptIOn For example, the apphcatIOn submItted mcluded 

bhster pack labelmg for the plan verSIOn of the lenses of the same type allegedly worn by 

PetItIOner (R pp 650, 667-670 & 699) 

Under the MDA's express preemptIOn provlSlon (21 USC § 360k) the first Issue 

IS whether the FDA Imposes devIce-specIfic reqUIrements It does not reqUIre each of 

those specIfic reqUIrements to be hsted m the letter approvmg the apphcatIOn The PMA 

approval letters mcluded m the Record on Appeal do expressly state that the approval IS 

for "the deVIces as modIfied by your PMA [pre market approval applIcatIOn] " (e g , R 

pp 672 & 674) Thus, matenal deVIatIOn from the deVIce specIfic reqUIrements set forth 

m the applIcatIOn would deviate from the FDA reqUIrements In affirmmg preemptIOn m 

Rlegel, the Supreme Court noted that the Second CIrCUIt found that the devIce 

manufacturer was "clearly subject to the federal devlce-specific reqUlrement of adhenng 

to the standards contazned zn lts zndlvldual federally approved' premarket approval 

applIcatIOn" RIegel, 552 U S at 321 (emphasIs added) 15 

15 Respondent IS not suggestmg that everythmg submItted to the FDA by a sponsor can 
support preemptIOn, but rather that matters submItted, mcludmg specIficatIOns m the 
applIcatIOns whIch are mcorporated by the FDA or otherwIse reflected m the FDA's 
analysIs and determmatIOn, are relevant to the scope of preemptIOn See Lewkut v 
Stryker Corp, 724 F Supp 2d 648, 654-56 (S D Tex 2010) ("ThIS court IS tasked only 
WIth determmmg what was ultImately approved Via the PMA process [and may rely on] 
publIc documents released by the FDA m determmmg what [ ] components were 
approved ") (emphasIs added) 
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In RIegel, "premarket approval" IS defined as a "ngorous process" that gIves nse 

to reqmrements under the MDA 552 US at 317, 322-23 Courts applymg RIegel have 

focused on the process and not Just the approval letters Walker v Medtronzc Inc, 2010 

WL 4822135, *4 (S D W Va 2010) ("The PMA process establishes specIfic 

reqmrements applicable to a partIcular devIce "), Lewkut v Stryker Corp, 724 F Supp 

2d 648, 654-56 (S D Tex 2010) (dlsmlssmg claims under Rule 12(b)(6) after 

consldermg draft package msert, FDA devIce descnptlOn, other PMA Supplements, and 

FDA public records and findmg that an unlisted component of surgIcal devIce system 

was mcluded m wlthm the scope of preemptlOn), Lemelle v Stryker OrthopaedIcs, 698 

F Supp 2d 668, 674 (W D La 2010) ("The PMA process Itself establishes federal 

reqmrements for a partIcular devIce") (emphaSIS added) 16 Even, more compellmg here 

IS that PetItlOner agreed that the process, not the letter, was the focus for determmmg 

MDA preemptlOn when she appealed to the South Carolma Court of Appeals 

Federal preemptlOn anses only If the 'FreshLook Colors' 
plano lenses were approved by the FDA as 'medIcal 
deVIces' under Its pre-market approval (PMA) process pnor 
to the sale of those deVIces to Customer 

(Weston's ImtIaI Bnef to the Court of Appeals, p 5) (emphaSIS added) Thus, for 

example, express-warranty claims that are based solely on the "contents of an FDA-

approved label are expressly preempted by § 360k(a) " Rzley v CordIS Cor, 625 F Supp 

2d 769,787-788 (D Mmn 2009), Martello v Clba VISIOn Corp, 42 F 3d 1167, 1168-69 

(8th Clf 1994) (findmg all of the plamtlffs claims, mcludmg an express-warranty claim, 

16 SImIlarly, the Clrcmt court below appropnately conSIdered the package msert, the 
related PMA supplements addressmg Issues beyond mere VIsual acmty, the FDA policy 
regardmg overSIght of non-correctIve color contact lenses, and the FDA Gmdance 
acknowledgmg that the FDA conSIders a range of powers reference for VIsual acmty to 
mclude planolzero power lenses even though they have no VIsual acmty Impact 
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to be preempted because they "would add reqUIrements m areas revlewed m the 

premarket approval process") (emphasls added) 

C PetitIOner's Proposed Standard for how the FDA Must Draft Its PMA 
Approval Letters Would Create an InvalId State ReqUIrement Under the 
MDA 

The PMA process ltself has been accorded the status of all mdependent federal 

reqUIrement apphcable to a medlcal devlce under the MDA preemptlOn analysls For 

example, the Seventh ClrcUIt has found that "[l]n consldenng the FDA's preemptlOn 

regulatlOns under the MDA and the structure of the Amendments, we also concluded that 

the PMA process constltutes a speclfic federal reqUIrement for preemptlOn purposes 

under 21 USC § 360k(a)" Machell v Collagen Corp, 126 F 3d 902, 906 (7th Clr 

1997), Riegel, 552 U S at 323, 128 S Ct 999 ("[Premarket approval] IS federal safety 

review") (emphasls m ongmal) 

PetltlOner argues that federal preemptlOn can only anse under the MDA If the 

FDA phrased the PMA approval letters m the speclfic, narrow terms selected by 

PetItlOner The "maglc words" PetItlOner argues for are essentlally the followmg 

"Although the PMA apphcatlOn and the thls PMA approval cover a range of contact lens 

powers [from (-) 20 dlOpters through (+) 20 dlOpters], and, although, zero-power lenses 

fall at the center of that range, as the FDA has prevIously advlsed, nevertheless, the FDA, 

affirmatlvely states, m order that there can be no mlsunderstandmg, that zero-power 

lenses fall wlthm the range covered by thIS PMA approval" Of course, had the FDA 

gone mto thIS much detaIl In Issumg It'S approval, the approval "letter" would be a 

"book" and Petltloner would have sImply mvented other maglc words Courts presented 

wIth such semantIc and narrowly focused arguments mother preemptlOn cases have 

summanly dIsmIssed them See, e g Stucky v City of San AntonIO, 266 F 3d 342, 343 
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(5th Clr 200 1) (holdmg that the CIty "could not sImply aVOId preemptIOn wIth mere 

semantIcs regardmg 'consent' and 'non-consent"') (mternal cItatIOn omItted) 

For thIS Court to accept PetItIOner's argument dlctatmg to the FDA the manner m 

whIch It must draft ItS letters approvmg PMA applIcatIOns and restnctmg the FDA to 

establIshmg preemptIve oversIght only through letters so drafted would Itself VIOlate the 

MDA preemptIOn proVIsIOns for all the reasons addressed m RIegel and set forth herem 

Instead, thIS Court should sImply address the relevant legal Issue of whether the FDA has 

establIshed deVIce specIfic reqUIrements for these FreshLook contact lenses based on the 

eVIdence presented to the CIrcUIt court, JudICIal notlce of regulatory matters and the 

relevant case law Rule 56, of the South CarolIna Rules of CIvIl Procedure states that a 

motIon for summary Judgment "shall be rendered forthWIth If the pleadmgs, deposItIons, 

answers to mterrogatones, and admISSIOns on file, together WIth the affidavIts, If any, 

show that there IS no genUIne Issue as to any matenal fact " Here, the eVIdence m the 

record was substantial and uncontradIcted, notwithstandmg PetltIOner's claIm that It IS 

not the "nght" eVIdence PetItIOner s argument IS akIn to claImIng that the only means of 

establIshmg ownershIp of an Item IS by submIttIng the receIpt for purchase Of course, 

ownershIp can be shown m any number of ways posseSSIOn, long-tlme use, a stamped 

purchase order, a bIll ofladmg, a store cashIer's testImony, a store's surveIllance camera, 

tax assessments/payments, or ownershIp of the raw matenals are all ways to establIsh 

ownershIp of an Item Indeed, South Carolma courts have long recogmzed both dIrect 

and cIrcumstantlal eVIdence and make no dlstmctIOn between the weIght or value allotted 

to each PetltIOner objects to the CIrCUIt court's consIderatIOn of affidaVIts, deposItIOns 

and expert reports because they are not PMA letters However, they are competent 
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eVIdence (some of whIch PetItIOn rehed on herself at the summary Judgment heanng) of 

the PMA process, and to the extent thIS eVIdence constItutes expert summanes of the 

ongmal PMA approval letter and over 40 PMA supplement approval letters It IS even 

withm the narrow subject matter scope proposed by PetItIOner 

For example, Paul Ons, Head of Global Regulatory AffaIrS for ClBA, the 

department responsIble for the mamtenance of all documents relatmg to the FDA's 

approval of contact lenses manufactured by CIBA, testIfied that CIBA's FreshLook 

Colors lenses receIved approval from the FDA under the PMA process (Ons 2/28/06 

Aff para 3) (R P 702) ConSIstent WIth the testImony of both Dr Pansian (PetItIOner's 

expert) and Paul Ons on the apphcatIOn of preemptIOn, PhIhp PhIlhps (former FDA 

Deputy DIrector, SCIence and Regulatory Pohcy, Office of DevIce EvaluatIOn, Center for 

DevIces and RadIOlogIcal Health) lIkeWIse testIfied that "FreshLook Colors plano (zero 

power) contact lenses are approved m the Premarket Approval (PMA) P830037 and the 

relevant supplements thereto" as Class III medIcal deVIces (PhIlhps Aff paras 2 & 5) 

(R pp 705-706) PetItIOner never contested the expert credentIals of Mr PhIllIps To 

the contrary, she elICIted m hIS deposItIon testImony that he had been quahfied as an 

expert m court when he was WIth the FDA III a medIcal deVIce case (PhIllIps Dep pp 

19-21) (R pp 690-692) Mr PhIlhps spent 24 years WIth the FDA, Illcludmg serVIce m 

the DIVISIOn of OphthalmIC DeVIces (PhIllIps Dep pp 28, 34) (R pp 693-694) He 

testIfied at hIS depOSItIOn that the mformatIOn he rehed upon to confirm WIth certamty 

that the FDA had m fact approved the plano verSIOn of the FreshLook lenses and was 

actIvely regulatmg the plano verSIOn was mformatIOn generally rehed on by experts m hIS 

field (PhIlhps Dep pp 147, 148, 151) (R pp 695-697) 
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It IS Important to note that PetItIOner does not claIm a factual Issue eXIsts because 

she submItted contrary eVIdence (e g, a receIpt showmg that she owns the Item, to 

contmue the above analogy), rather, she says that despIte all the mdICIa of preemptIOn 

that has been produced, she IS not convmced because no letter beanng her self selected 

magIc language has been produced ThIS IS not the law and PetItIOner cannot aVOId 

summary judgment by vague references to "phantom eVIdence" or artIficIal Issues of fact 

Buckner v Sam s Club Inc, 75 F 3d 290, 292 (7th Clf 1996) 

III The Court of Appeals Did Not Usurp the JUrisdictIOn of the FDA 

In her Bnef (page 16), PetItIOner seIzes upon the Court of Appeals' use of the 

phrase "subject to regulatIOn" by the FDA She then mterprets the phrase as "subject to 

bemg regulated" by the FDA, but not actually regulated by the FDA From thIS errant 

syllogysm, PetItIOner POSItS that because preemptIOn reqUIres PMA approval and 

constItutes regulatIOn by the FDA, eIther (1) the Court of Appeals usurped the FDA's 

jUnSdIctIOn and provIded the mIssmg PMA approval/regulatIOn (for whIch It should be 

reversed) or (2) the Court of Appeals Improperly affirmed partIal summary judgment m 

the absence of PMA approval (for whIch It should be reversed) ThIs false dIchotomy 

does not wIthstand scrutmy 

FIrst, It IS contrary to the substance of the Order Second, It IS IllogIcal For 

example, as lawyers, we are "subject to" dIscIplme by thIS Court Does that mean we are 

not actually regulated by thIS Court but only potentIally regulated? Of course not The 

logIcal applIcatIOn of PetItIOner's pOSItIOn IS even more absurd m thIS context because It 

completely Ignores record eVIdence and the proper role of the JudICIary m mterpretmg 

statutes and regulatIOns In fact, the deCISIOn merely echoes the tYPIcal phraseology used 

by courts addressmg preemptIOn, mcludmg the Umted States Supreme Court m Rzegel 
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§552 US at 321 ("Medtromc was clearly subJect to the federal, devICe-specIfic 

reqUIrement, ") 

A Courts Properly Interpret Statutes and RegulatIOns WIthm Their Judicial 
Proper Judicial FunctIOn 

PetItIOner suggests that unless a PMA approval letter refers specIfically to the 

partIcular lens allegedly worn by PetItIOner, the Court may not find preemptIOn ThIS 

would be abdIcatIng the role of the JudICiary It IS a fundamental precept of our JUdICial 

system that when courts Interpret statutes or agency actIOns they are not encroachIng Into 

the purVIews of the separate branches, rather, they are fulfillIng theIr constItutIOnal and 

legal duty See Breeden v S C DemocratIc ExecutIve Commzttee, 226 S C 204, 209-

210,84 S E 2d 723, 725-726 (1954) (notIng that It has been "repeatedly reJected" that 

"any actIOn by the Court 'would be an encroachment upon the powers of he legIslatIve 

and executIve branches of Government'" (CItatIOns omItted)) The duty of JUdICial 

InterpretatIOn (as opposed to usurpatIOn) has been recogmzed In South CarolIna for 200 

years 

'It IS the peculIar and charactenstIc excellence of the free 
governments of Amenca, that the legIslatIVe power IS not 
supreme, but that It IS hmlted and controlled by wntten 
constItutIOns, to whIch the Judges, who are sworn to defend 
them, are authonsed to gIve a transcendent operatIOn over 
all laws that may be made In derogatIon of them ThIs 
JudIcial check affords a secunty here for CIVIl lIberty, whIch 
belongs to no other governments In the world, and If the 
Judges WIll every where faithfully exerCIse It, the lIbertIes 
of the Amencan natIOn may be rendered perpetual ' 

Id (Internal CItatIOn omItted) 

In short, It was appropnate for both the tnal court and Court of Appeals to 

Interpret the entIre bulk of statutory language, leglslatlve Intent, and regulatory 

reqUIrements presented In the record to determIne the legal questIOn of preemptIOn See 
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e g State v Perry, 138 S C 329,136 S E 314,316 (1927) (holdmg m the process of 

mterpretmg the law, the courts may "construe" together all the sectIOns of the ordmance, 

[and] JudIcIally mterpret Its language"), In re Erickson, 63 B R 632, 635 (Bankr W D 

WIS 1986) (holdmg It IS a prmciple of mterpretatIOn that "a statute IS to be mterpreted, 

not only by ItS exact words, but also by ItS apparent general purpose"), McCullough v 

Scott, 109 S E 789, 795-796 (N C 1921) ([I]n "construmg a statute, It IS to be consIdered 

m ItS relatIOn to other laws, as part of a general and umform system of junsprudence, m 

connectIOn WIth other statutes on the same or cognate subjects, or even on dIfferent 

subjects The spmt or reason of the law prevaIls over ItS letter") 

B The FDA's ComprehensIve RegulatIOn of MedIcal DeVIces and FreshLook 
Lenses PrOVIde DetaIled Contours for the Court's Appropriate ExerCIse of 
Its JudICIal Role 

PetItIOner concedes that all FreshLook "[ c ]ontacts lenses are a Class III MedIcal 

DeVIce under the MDA " (Pet's Br p 4) Before the FreshLook contact lenses were sold 

commercially m the Umted States, they underwent the premarket approval process 

(Pansian Dep pp 87-89, 94, 112, ExhIbIts 6, 7, 8, 12, Ons 2/28/06 Aff, Ons Dep 

pp 38, 123, 152, PhIllIps Aff paras 5-7) (R pp 641-645,667-670,671-673,674-678, 

681-682, pp 701-704, pp 458, 482-483, pp 706-707) In the PMA and PMA 

Supplement processes, CIBA was reqUIred to proVIde the FDA WIth assurances that the 

lenses are both safe and effectIve (ld) The SUbIlllssIOns for CIBA's color contact 

lenses, WhICh mclude the FreshLook Colors lIne, are volummous The FDA employs 

experts to analyze the submISSIOns and evaluate the safety and efficacy of these Class III 

deVIces See Buckman Co v Plamtiffs Legal Comm, 531 US 341 (2001) ThIS 

analYSIS mcludes conSIderatIOn of the applIcatIOn, clImcal data, manufacturmg processes, 

and proposed labelmg (21 USC § 360e(c)), the resultmg approval covers these matters 
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See e g Kemp v Medtromc Inc, 231 F 3d at 226 ("PMA approval by the FDA 

constItutes approval of the product's desIgn, testmg, mtended use, manufactunng 

methods, performance standards and labelmg ") 

Changes affectmg the safety and effectIveness of a Class III medIcal devIce 

reqmre detaIled documentatIOn and reportmg See 21 C F R § 81439 Accordmgly, 

once the devIce IS on the market, It remams subject to extensIve and contmumg 

regulatIOn by the FDA See Brooks v Howmedlca Inc, 273 F 3d 785, 789 (8th Clr 

2001) (en banc), cert demed, 535 US 1056 (2002), McMullen v Medtromc Inc, 421 

F 3d 482, 488 (7th Clr 2005 (dlscussmg post-approval regulatIOn), see also 21 C F R 

§§ 81480-81484 In regulatmg PMA-approved medIcal devIces, the FDA has a wIde 

range of aVaIlable regulatory measures 17 PetItIoner's references to meetmgs wIth the 

FDA regardmg the non-correctIve verSIOns of the approved FreshLook lenses 

demonstrates that the FDA was actIvely engaged m meanmgful regulatory oversIght of 

the contact lenses allegedly worn by PetItIOner 

Agamst thIS statutory/regulatory background, the Court of Appeals determmed 

that the FreshLook contact lenses allegedly worn by PetItIOner were medIcal devIces 

under the statutory defimtIOn of the MDA, mcludmg that they were regulated by the FDA 

through the premarket approval process and subject to supplemental oversIght Weston v 

KIm s Dollar Store, 385 S C 520, 527, 684 S E 2d 769, 773 (Ct App 2009) As noted 

17 See e g 21 USC § 360h(a) (requmng notIce to health care professIOnals), 21 USC 
§ 360h(b) (requmng a manufacturer to offer repaIr, replacement, or refund), 21 C F R § 
8101-81018 (recall authonty), 21 USC § 332 (mj unctIOns) , 21 USC § 333 
(penaltIes), 21 C F R §§ 17 1-1754 (penaltIes), 21 USC § 334 (seIzure), 21 USC § 
360e(e), 21 C F R § 81446 (PMA revocatIOn or suspensIOn) 
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m the Legal Framework sectIOn, supra, thIS was a questIOn of law for the court In 

support of ItS conclUSIOn, the Court of Appeals cIted Grzggs v S C Elec & Gas Co , 320 

S C 127, 129, 463 S E 2d 608 (1995) In Grzggs, thIS Court mterpreted the Federal 

Copynght Act The questIOn before the Court was whether the scope of the Act would 

encompass a smgle cookmg reCIpe pubhshed by defendant as part of a contest Under the 

motlon to dIsmISS standard, thIS Court found that the scope of the Act dId encompass the 

reCIpe and that plamtIff's cause of actIOn was preempted under the Act The Court of 

Appeals performed a SImIlar legal mterpretlve analysIs m thIS case Such an analysIs 

does not usurp the authonty of the FDA 

The deCISIOn of the Court of Appeals m Brooks v Northwood Little League Inc, 

327 S C 400, 489 S E 2d 647, (Ct App 1997) IS SImIlarly mstructlve In Brooks, the 

Court was called on to mterpret the scope of legIslatIOn definmg the phrase "recreatIOnal 

purpose" to mclude numerous lIsted specIfic actlvItles and "summer and wmter sports" 

Id at 648-49 A fact questIOn arose wIthm thIS legal Issue as to whether the legIslatIOn 

(SectIOn 27-3-29(c)) mcluded T-ball In supportmg summary Judgment, the Court of 

Appeals held that "[e]ven though sectIOn 27-3-20(c) does not expressly hst "T-ball" as a 

recreatIOnal purpose, T -Ball quahfies as a "summer sport" Id at 651 The Court of 

Appeals noted that ItS legal mterpretatlon "gIves effect to legIslatIve mtent m hght of the 

purposes the statute was meant to achIeve" Id at 650-51 

In the realm of Class III medIcal deVIces, It IS appropnate for courts to mterpret 

the scope of the FDA's regulatory reqUIrements See Lewkut v Stryker Corp, 724 F 

Supp 2d 648, 654-56 (S D Tex 2010) ("ThIS court IS tasked [ ] WIth determmmg what 

was ultImately approved VIa the PMA process "), Gomez v St Jude Med Dazg Dlv Inc, 
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442 F 3d 919,930 (5th elr 2006) ("The FDA, through the PMA process, has Imposed a 

set of specIfic regulatIOns on medIcal deVIces and then manufacturers that preempt state-

law claims") ThIS mcludes whether a partIcular verSIOn or model of a deVIce IS mcluded 

wlthm the scope of PMA approval Rogerson v Telectronzcs Co, 1998 WL 559788 

(N D III August 25, 1998) (grantmg summary Judgment after notmg that "we must first 

determme whether the Model 8224 pacemaker at Issue IS PMA approved") 

In analyzmg the relevant statutes and specIfic regulatIOnsireqUIrements of the 

FDA, mcludmg ItS letters approvmg PMA applIcatIOns, the VIews and actIOns of the FDA 

regardmg the deVIce are gIven appropnate deference See e g , PLIVA Inc v MenSing, 

131 S Ct 2567,2575 (2011), Crescent Mfg Co v Tax Com'n, 129 S C 480 124 S E 761 

(1924) ("m mterpretmg an ambIguous statute the questIOn IS what the words meant to 

those usmg them ") In thIS case, the FDA's GUIdance acknowledges that a range of 

powers for contact lenses correctmg VIsual aCUIty IS conSIdered to mclude non-

correctIve/plano lenses (R p 754, n 1) The fact that the FDA approved the FreshLook 

contacts package msert WhICh mcludes language statmg "to enhance or alter the apparent 

color of the eye" as an mdependent mdicatIOn/use further demonstrates that the 

regulatory context mcludes all verSIOns wlthm the range regardless of then exact power 

level (R P 699, mIddle column) 18 In addItIon, the approved FreshLook contact labelmg 

m final pnnt form bears "0 00 power" (1 e labelmg for plano lenses) (R pp 667-670) 

Thus, although m the abstract a range could theoretIcally be argued to exclude a 

partIcular pomt, that IS not the case here Courts are often called upon to place words m 

18 PMA Supplement No 47 (specIfically authonzmg CIBA to make "alter the apparent 
color of the eye" an IdentIfied mdicatIOn of use) 
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theIr appropnate regulator context wIthout usurpmg the role of the agency See e g 

Chevron USA Inc v Nat Res De! Counczl Inc, 467 U S 837, 861 (1984) ("The 

meanmg of a word must be ascertamed m the context of achIevmg partIcular ObjectIves ") 

In Chevron, the Umted States Supreme Court mterpreted the word "source" as It IS 

vanously used by the EPA The Court mterpreted It "not m a stenle textual vacuum, but 

m the context of Implementmg pohcy decislOns m a technIcal and complex arena" Id at 

863 

C Even Assummg Non-CorrectIve Lenses Were Not Subject to PMA 
Approval Marketmg a Non-CorrectIve Lens IS Not ActIOnable 

Even assummg, arguendo, that PetitlOner IS correct that the only competent 

eVidence of preemptlOn IS the FDA letters of approval and that such letters must be read 

so narrowly as to exclude from theIr terms the lenses allegedly worn by PetItlOner, her 

clmms are stIll preempted under the MDA PetItlOner concedes that a FreshLook contact 

lens at power 0 01 falls squarely withm her own mterpretatlOn of the FDA PMA approval 

letters PetIt lOner also concedes that these PMA approval letters were Issued well before 

she allegedly obtamed a pmr of FreshLook lenses Thus, under PetItlOner's argument, 

even though only a shght modificatlOn, a 0 00 power lens falls outsIde the stnctest terms 

of the PMA letters However, It does not follow that the lenses fall outsIde the reach of 

preemptlOn FIrst, manufactures may make changes to approved deVIces that do not 

affect the safety or effectIveness of the deVice Riegel, 552 US at 312 More 

Importantly, If the PMA approval Imposed reqUIrements on CIBA to produce only 

FreshLook contact lenses wIth correctIve powers (which It does not), then the productlOn 

of non-correctIve FreshLook contact lenses would be a vlOlatlOn of the FDA 

reqUIrements apphcable to the approved devIce Producmg a verSlOn of an approved 
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deVIce that vIOlates an FDA reqUIrement does not destroy preemptIOn See Buckman Co 

531 US at 349 n 4, McMullen v Medtronzc, 421 F 3d 482, 487-88 (7th Clr 2005), 

Delaney v Stryker Orthopaedlcs, 2009 WL 564243, *4 (D N J 2009) Under the 

PetItIoner's own theory, the plano lens verSIOn (0 00 power) IS eIther so slIghtly dIfferent 

from the concededly approved 0 01 power verSIOn that separate approval IS not reqUIred, 

or else the slIghtly modIfied verSIOn IS m vIOlatIOn of the FDA reqUIrement apphcable to 

the approved deVIce EIther way, preemptIOn contmues to apply and PetItIOner may not 

mamtam the causes of actIOns that were subject to the order grantmg partIal summary 

Judgment 

D Summary Judgment Should Not be Reversed Without GUidance from the 
FDA 

Although the baSIS for preemptIOn under the MDA as to the FreshLook contact 

lenses allegedly worn by PetItIOner IS overwhelmmg recounted herem, If thIS Court IS 

mclIned to reverse summary Judgment, Respondent respectfully requests that thiS Court 

first seek clanficatIOn from the FDA 

21 CFR § 808 5 expressly allows any state to request an adVIsory opmIOn from 

the FDA WIth respect to matters concermng preemptIOn of state or local deVIce 

requIrements (R pp 163-64) Such a request should be m the format set forth m 21 CFR 

§ 10 85 (R P 165) The draft letter Respondent preVIOusly prepared for the CIrCUIt court 

mIght be useful to thIS Court If It deCIdes to seek gUIdance from the FDA on these Issues 

(R p 167-69) 
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In evaluatmg whether It would be worthwhIle to seek gUldance from the FDA to 

support reversal of partIal summary Judgment, the case of Horn v Thoratec Corp, 376 

F 3d 163, 178 -179 (3rd Clf 2004) may be mstructIve 

The FDA's VIews m Its AmIcus Cunae Letter Bnef m thIS case 
echo the opmIOn It has vOIced m another recent case In a bnef 
submItted to the CircUlt Court of Tennessee m Murphree v 

Pacesetter, Inc et al the FDA expressed concerns about the 
consequences of not preemptmg state common law claims such as 
Hom's 

[I]t IS mappropnate for a JUry to second-guess FDA's SCIentIfic 
Judgment on such a matter that IS wlthm FDA's partIcular 
expertIse FDA determmes the scope of a devIce, mcludmg the 
components It compnses, and the appropnate regulatory pathway 
for the devIce FDA subsequently determmes whether the devIce 
meets the PMA approval standard The agency makes a reasoned 
and dehberate decIsIOn as to the correct pathway of regulatIOn and 
whether to approve the devIce Junes lack the SCientIfic knowledge 
and technIcal expertIse necessary to make such Judgments 

[T]he prospect of hundreds of mdlvldual Junes determmmg the 
propnety of partIcular devIce approvals, or the appropnate 
standards to apply to those approvals, IS the antItheSIS of the 
orderly scheme Congress put m place and charged the FDA WIth 
Implementmg 

Such uncertamty as to the status of medIcal deVIces would 
create chaos for both the regulated mdustry and FDA 

Statement of Interest of the Umted States of Amenca at 7-9, 
Murphree v Pacesetter Inc et al No 005429-00-3 (Tenn ClfCUlt 
Ct Dec 12,2003) 

In sum, clanficatIOn from the FDA could be relevant to substantIatmg the grounds 

for affirmmg summary Judgment However, because the PetItIOner objected to the CircUlt 

court contactmg the FDA and threatened Respondent WIth fnvolous motIon sanctIOns for 

suggestmg It, (Transcnpt p 45, lmes 1-5) (R P 305), thIS optIOn should only be pursued 

If the Court IS mclmed to reverse summary Judgment 
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CONCLUSION 

All FreshLook Colors lenses manufactured by Respondent CIBA have undergone 

and receIved approval from the FDA under the PMA approval process (Panslan Dep 

pp 87-89, 94, 112, ExhIbIts 6, 7, 8, 12, Ons 2/28/06 Aff, Ons Dep pp 38, 123, 152, 

Phllhps Aff paras 5-7, Order pp 6-10) (R pp 641-645,667-670,671-673,674-678, 

681-682, pp 701-704, pp 458, 482-483, pp 706-707, pp 6-10) All verSlOns of 

FreshLook contact lenses constltute Class III MedIcal DeVIce and are actIvely regulated 

by the FDA and subject to federal preemptlOn ThIS mcludes the contact lenses allegedly 

worn by PetltlOner 

Rule 56, SCRCP, states that a motlOn for summary Judgment "shall be rendered 

forthWIth If the pleadmgs, deposltlOns, answers to mterrogatones, and admlsslOns on file, 

together WIth the affidavIts, If any, show that there IS no genume Issue as to any matenal 

fact "Here, the eVIdence of preemptlOn m the record was uncontradIcted (Merely 

demandmg dIfferent eVIdence IS not suffiCIent to defeat summary Judgment) Moreover, 

PetltlOner cannot aVOid summary Judgment by vague references or artIfiCIal Issues 

Buckner, 75 F 3d at 292 

Once the legal questlOn of preemptlOn was resolved by the court, PetltlOner had 

no VIable claim WIth respect to the causes of actlOn subject to the partial summary 

Judgment motlOn Consequently, there IS no set of facts (genume, matenal or otherwIse) 

on whIch PetltlOner can preVail, and therefore summary Judgment was appropnate and 

reqUIred 
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