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STATEMENT OF THE CASE 

Appellant Momca Weston ("Weston") alleges causes of actIOn for personal Injury 

agaInst Respondent CIBA VlSlon, a NOVartiS Company ("CIBA"), stemmIng from her 

alleged Illegal purchase and use of contact lenses wIthout a prescnptIOn from Respondent 

KIm's Dollar Store\("KIm's") (Am Compl paras 8, 12, 15, 19, 24) (R pp 38-40) 

On February 23,2005, Weston commenced her laWSUit In the Court of Common Pleas for 

RIchland County assertIng causes of actIOn for neglIgence per se, neglIgence, breach of 

ImplIed warranty, stnct products lIabIlIty, sale of a defective product, and unfair trade 

practices CIBA's answer generally demed Weston's allegatIOns and asserted addItional 

defenses IncludIng federal preemption 

On June 8, 2006, CIBA filed a motion for summary Judgment on the baSIS that the 

maJonty of Weston's claims and legal theones IS 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) 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 grantIng summary Judgment In favor of 

CIBA on the Issue of federal preemptIOn ("Order"), thereby termInatIng most of Weston's 

claIms and theones FollOWIng the demal of Weston's motion for reconSIderatIOn, 

Weston filed thIS appeal on January 19, 2007, ofJudge Cooper's Order 
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STATEMENT OF FACTS 

Weston frames the Issue underlymg thIS appeal m her "Statement of Case" by 

assertmg that "Federal preemptIOn anses only If 'FreshLook Colors' plano lenses were 

approved by the FDA as 'medIcal devIces' under ItS pre-market approval (PMA) process 

pnor to sale of those devIces to Customer" ThIS IS exactly what was establIshed at the 

summary Judgment heanng and set forth In detail In Judge Cooper's Order Weston 

spends almost half of her bnef cherry-pICkIng Inflammatory and dIstorted passages from 

the record that are unrelated to thIS central and establIshed fact (See Weston's Statement 

of Facts) For example, Weston goes on for pages dISCUSSIng a meetIng wIth the FDA, 

one of CIBA's advertlSlng campaigns, and the fact that, as wIth many prescnptIOn drugs, 

there are examples of people resellIng them Inappropnately The meetmg shows that the 

FDA was actIvely regulatIng these medIcal devIces through ItS PMA approval authonty 

WIth regard to the advertISIng campaign, Weston convemently failed to POInt out the 

number of tImes these advertIsements Included "Contact lenses, even If worn for 

cosmetIc reasons, are medIcal devIces that should be worn under the prescnptIOn, 

dIrectIOn and supervISIOn of an eye care profeSSIOnal" (JulIe Collms Dep ExhIbIt 29, 

p 2, ExhIbIt 32, P 2, ExhIbIt 37, P 2, and ExhIbIt 39, pp 4 and 8 ) (R pp 402,411,425, 

431, and 435) FInally, If thIrd-party Instances of medIcal substance/devIce abuse 

nullIfied federal regulatory authonty, there would be few, If any, prescnptIOn drugs or 

deVIces aVailable In the Umted States 

It IS 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 (Am Compl paras 3, 18-24, Transcnpt of Heanng 
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("Transcnpt") pp 4,7) (R pp 37,39-40,264,267) The contact lenses came m a range 

of powers from (-)20 00 DIOpters to (+)20 00 DIOpters, and are capable of correctmg 

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 For example, plano contact lenses can be used not only to change 

the color of the user's eye, but to address medIcal Issues, such as monOVISIOn and ocular 

defects (Pansian Dep p 144) (R p 654)1 

Weston suggests m her bnef that the fact that CIBA had an advertIsmg campaign 

that emphaSIzed color change and Ignored medIcal or physIOlogical effects makes the 

lenses merely cosmetIcs under the Federal Food, Drug, and CosmetIc Act, rather than 

medICal deVIces that have alternatIve cosmetIc uses 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 wnnkles and 

acne scars,,2 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 make collagen mJectIOns mere cosmetIcs SImIlarly, 

emphasIzmg the beauty quahty of color contact lenses m beauty magazmes does not 

convert color contact lenses, whIch have IdentIfied medIcal and phySIOlOgical effects, mto 

mere cosmetIcs 

1 Dr Suzanne PanSlan IS Weston S own expert on the apphcatIon of federal preemptIon 

2 http //wwwfda gov/cdrh/pdf3/p800022s050a pdf 

4 
WCSR 3920492vl 



Weston alleges she purchased the contact lenses at Issue wIthout a prescnptIOn 

from KIm's on or about February or March 2004 (Am Compl para 12) (R P 39) 

Kim's was not affilIated WIth CIBA and was not lIcensed to sell the contact lenses (Am 

Compl paras 8-11, Transcnpt p 4) (R pp 38-39, P 264) The IndIvIdual contact 

lenses Weston allegedly purchased from Kim's were marked prescnptIOn only and 

labeled not to be sold IndIVIdually (Ons Dep pp 59-60, ExhIbIt 4) (R pp 470-471, 

P 588) Kim's, an unauthonzed and unlIcensed seller of contact lenses, obtaIned the 

lenses from a thIrd party (30(b)(6) Dep of KIm's Dollar Store pp 37-38, PI's 

ExhIbIt 1) (R pp 316-317, P 322) CIBA, the alleged manufacturer of the contact 

lenses Weston purchased from Kim's, dId not have a bUSIness relatIOnshIp WIth Kim's 

and dId not dIstnbute the lenses to KIm's (30(b)(6) Dep of Kim's Dollar Store pp 77-

80) (R pp 318-321) At some POInt after weanng the lenses she bought at Kim's, 

Weston was diagnosed WIth an eye InfectIOn and ultimately suffered a temporary loss of 

VISIOn In her left eye (Am Compl para 21) (R P 40) Weston raised several claIms 

agaInst CIBA premIsed largely on her contentIOn that the labelIng on the contact lenses 

marked for prescnptton use only "was mIsleadIng and lacked adequate InfOrmatIOn about 

the safe and effectIve uses" of the lenses she purchased and failed to proVIde adequate 

warnIngs of pOSSIble complIcatIOns to the eye from weanng such lenses (Am Compl 

paras 28-29) (R P 41 ) 

LEGAL FRAMEWORK 

The questIon of federal preemptIon under the MedIcal DeVIces Amendments 

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

the court to deCIde Cox v Shalala, 112 F 3d 151 (4th Clf 1997) In evaluatIng whether 
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Weston raIses a matenal fact m her appeal, It should be noted that factual findmgs 

supportmg matters to be determmed by the Court are made by the Court and not a JUry 

Gardner v KIrven, 184 S C 37, 191 S E 814, 825 (1937) ("Where an appeal IS taken 

from the findmgs of fact by a CIrcUIt judge, It IS mcumbent on the appellant to show that 

the decree of the cIrcUIt judge IS agamst the weIght of the eVIdence") (CItatIOn omItted)} 3 

The central Issue m thIS appeal IS whether the tnal court commItted reversIble error m 

determmmg that certam claIms raIsed by Weston agamst CIBA are subject to federal 

preemptIOn on the basIs that CIBA's FreshLook Colors contact lenses constItute a 

Class III medIcal devIce under the MDA The partIes do not dIspute that If the lenses at 

Issue were approved as a Class III medIcal devIce pursuant to the FDA's pre-market 

approval ("PMA") process, then preemptIOn applIes (Weston ImtIal Bnef p 5}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 Therefore, all Class III medIcal devIces, such as contact lenses, 

marketed under FDA regulatIOn m the Umted States have been approved by the FDA 

through ItS ngorous PMA process As the Seventh CIrCUIt 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 

3 Judge Cooper heard oral argument on August 28, 2006 and Issued ills comprehensIve 18 page Order on 
November 28, 2006, after three full months to study the apphcatlOn offederal preemptlOn ill tills case 

4 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 Imtlal Bnef p 5) 
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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 outlIne 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 U S 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 

mformatIon to the FDA regardmg deSIgn features, manufactunng processes, or labelmg 

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

mc1udmg all supplements, are '''before' the agency at the tIme the supplement IS 

revIewed" 51 Fed Reg 26342,26354 (1986) The "FDA conSIders reVlSlons 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 amlCUS curzae, Horn v 

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

2004) (hereafter "Horn AmICUS Bnef') Consequently, every approval of a PMA 

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

PMA supplements 5 

5 There were apprOXImately 40 PMA supplement apphcatlOns/approvals for FreshLook related contact 
lenses before Weston purchased the lenses at Issue In this case (Pansian Dep Exhtbit 7) (R pp 671 
673 ) 
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The eVIdence that FreshLook Colors contact lenses were and are regulated by the 

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

FreshLook Colors contact lenses were approved through the PMA Supplement process 

descnbed above In catalogumg the approval to the tnal court, CIBA submItted two PMA 

Supplement approval letters from the FDA related to the FreshLook Colors famIly of 

contact lenses, along wIth the testImony of CIBA's DIrector of Global Regulatory AffaIrs, 

the testImony of Weston's own expert (ParlSlan), and the testImony of PhIlIp PhIlhps, 

former FDA Deputy DIrector of SCIence and Regulatory PolIcy for the Office of DeVIce 

EvaluatIOn 

Weston now argues that a redundant and cumulatIve document that was not filed 

WIth the court IS the only competent eVIdence of FDA pre-market approval and federal 

preemptIOn ("CIBA dId not submIt a PMA for FreshLook Colors," Appellant Bnef p 7) 

ThIS IS both mcorrect and misleadmg 6 FIrst, as acknowledged by Weston's expert, the 

PMA was Issued m 1983 by the FDA WIth regard to an ancestor lens to the FreshLook 

Colors contact lens (Pansian Dep pp 88-89) (R pp 642-643) 21 C F R § 814 39 

By 1994, apprOXImately 30 PMA Supplements had been submItted to the FDA, WIth the 

FreshLook Colors lenses appeanng m PMA Supplement 33 and thereafter (Pansian 

Dep ExhIbIt 6) (R pp 667-670) ThIS mcluded submIsSIon to the FDA of packagmg 

approval for FreshLook Colors non-correctIve (sphencal power of 0 00) contact lenses 

6 In addItIon PlamtIff states m her bnef (page 6) that CIBA subrrutled only a 2002 approval and a 2003 
approval m support of ItS motlOn for summary Judgment (referencmg an Exlublt B) Apparently, Weston s 
counsel IS operatmg from the wrong motIon These approval letters were attached to a pnor Withdrawn 
motlOn for summary Judgment m 2005 filed before the dIscovery leadmg to the current motIon for summary 
Judgment The subrrusslOns WIth the current motIon mcluded the PMA approval letter from the FDA for the 
exact contact lenses at Issue m tills case (FreshLook Colors UV) (R pp 674 678) Because tills error IS 
the foundatlOn for Weston s entIre bnef most of her arguments are stmply lITelevant to the Order grantmg 
summary Judgment and can be summanly dIsregarded 
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(a!k/a "plano" lenses) (Panslan Dep p 137 and ExhIbIt 6)7 (R pp 650, pp 667-670) 

In January 1996, CIBA obtamed approval for a PMA Supplement (No 39) to Its 

FreshLook Colors contact lenses for mcorporatmg an ultra-vIOlet absorber mto the 

referenced lenses (See FDA FreshLook Colors UV Approval Letter, Panslan 

Dep ExhIbIt 8)8 (R pp 674-678) It IS uncontradIcted that Weston's claIm relates to 

FreshLook Colors contact lenses WIth UV absorbers as approved m PMA Supplement 

No 39 (Panslan 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 Dunng the relevant penod 

"all FreshLook Colors lenses that were manufactured, to be sold m North Amenca were 

UV?" A "Yes")) (R pp 472-473) Smce Weston's lenses were UV lenses, It IS the 

FDA approval letter for PMA Supplement No 39 (January 25, 1996) that IS the most 

relevant to thIS case, and smce each related supplement opens the entue precedmg 

apphcatIOns to FDA reVIew, the FDA approval letter for PMA Supplement 39 also 

estabhshes renewal of the pnor FDA approvals 9 Furthermore, because Judge Cooper 

relted on the UV protectIve propertIes of FreshLook Colors contact lenses m findmg 

preemptIOn, thIS confirms that Weston's formahstIc demand to narrow conSIderatIOn to 

7 The FDA has also acknowledged that approval of a range of corrective powers mc1udes approval of the 
zero power or plano lens *Import Alert 86 IOn 1 (R P 754, n 1 ) 

8 The FDA approval letter read, m part [the FDA] has completed Its evaluation of your pre market 
approval appltcatlOn (PMA) supplement whtch requested approval for mcorporatmg an ultra-vlOlet 
absorber mto the above referenced lenses [FreshLook Colors UV] Based upon the mformatlOn submttted, 
the PMA Supplement IS approved 

9 The record before Judge Cooper also mcluded an August 22 2003 update to PMA Supplement No 39, 
whtch establtshes that FreshLook Colors UV contact lenses were approved and regulated as medIcal deVIces 
m 2003 (Ons Dep ExhtbIt 11 ) (R pp 627-628) 
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only an approval letter for a predecessor verSIOn WIthout UV protectIOn IS WIthout 

ment JO 

Before any of CIBA's color contact lenses were sold commercIally m the Umted 

States, they underwent a pre-market approval process (Panslan Dep pp 87-89,94, 112, 

ExhIbIts 6, 7, 8, 12, Ons 2128/06 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 (Jd) The 

submISSIOns for CIBA's color contact lenses, whIch mclude the FreshLook Colors lme, 

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 PlazntzjJs Legal 

Comm, 531 US 341 (2001) ThIS analYSIS mcludes conSIderatIOn of the applIcatIOn, 

clImcal data, manufactunng processes, and proposed labelmg 21 USC § 360e(c) 

Furthermore, changes affectmg the safety and effectIveness of the deVIce reqUIre 

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

PMA medIcal deVIce IS on the market, It remams subject to extenSIve and contmumg 

regulatIon by the FDA See Brooks v Howmedzca Inc, 273 F 3d 785, 789, 799 (8th Clr 

2001) (en banc), cert denzed, 535 US 1056 (2002), McMullen v Medtronzc Inc, 2005 

WL 2043827, at *4 (7th Clr 2005) (dlscussmg post-approval regulatIOn), see also 

21 C F R §§ 81480-81484 In regulatmg PMA-approved medIcal deVIces, the FDA has 

10 Even that predecessor verSIOn IS before thIs Court as an attachment to Weston s unsuccessful MotIon for 
Luruted Remand and Abeyance 
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a wIde range of avaIlable regulatory measures 11 In fact, Weston's reference to meetmgs 

WIth the FDA show the FDA was actively engaged m meanmgful regulatory overSIght 

Alternatively, Weston argues that a 2003 Import Alert (Import Alert 86-10) 

temporanly reclassIfied all non-corrective lenses as mere cosmetics However, Import 

Alert 86-10 (R pp 752-760), sImply provIded an alternatIVe claSSIficatIOn for solely 

decorative lenses as opposed to non-corrective (plano) lenses WIth medIcal or 

phYSIOlogIcal propertIes, such as FreshLook Colors For example, m 1995, the Food & 

Drug AdmimstratIOn Issued a notice, mcludmg a "comprehenSIve legal analYSIS regardmg 

the agency's JunsdictIOn" over such products 60 Fed Reg 41453 (Aug 11, 1995) 

("FDA PublIc Notice") At page 16 of the FDA PublIc Notice, the FDA expressly stated 

that 

For 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 

In the AppendIX to Legal AnalYSIS at p 49 of the FDA Pubhc Notice, the FDA further 
stated 

9 Noncorrectlve 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, lllcludmg neutral lenses, have a 
phYSIOlOgical effect on the eye In 1986, the government 
obtamed a consent decree of permanent lllJunctIOn agamst 
the sale of a system used to make noncorrectIve tmted 

11 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 § 8101-810 18 (recall 
authonty) 21 USC § 332 (mJUflctIOns) 21 USC § 333 (penaltIes) 21 C F R §~ 17 1-1754 (penalties), 
21 USC § 334 (seIzure), 21 USC § 360e(e) (PMA revocatIOn or suspensIOn) 21 C F R § 81446 
(same) 
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contact lenses on the ground that the system causes 
adulteratIOn of a medIcal devIce, the lenses (emphasIs 
added) (cItmg to Umted States v Int I Hydron Corp, 
No 87-2129 (E D NY)) 

(R pp 152-155) 

Moreover, m conjunctIon wIth Import Alert 86-10, the FDA also Issued Import 

alert guIdance to FDA staff That guIdance IS expressly lImIted to the samplmg and 

detentIOn of "decorative contact lenses" (R pp 761-765) In the GUIdance Document 

related to decoratIve contact lenses, the FDA suggests that the mitIal step should be to 

determme If the contact lenses fall withm a PMA or 510(k) approval (1 e, a medIcal 

deVIce) Only If they do not have a PMA or 510(k) approval, are the products subject to 

bemg sampled or detamed Clearly, even at the tIme that the FDA was ISSUIng Import 

Alert 86-10, WhICh excluded some noncorrectIve color lenses from the defimtIOn of 

medIcal deVIce, the FDA was treatmg PMA-processed non-correctIve color contact lenses 

(such as zero-power FreshLook Colors) as medIcal deVIces, and provIdmg guIdance to 

that effect to ItS staff ThIS IS further confirmed by the updated approval letter for 

FreshLook Colors UV dated August 22, 2003, more than three months after the Issuance 

of Import Alert 86-10 12 

Moreover, Import Alert 86-10 expressly states that any noncorrectlVe contact lens 

that has a phYSIolOgIcal effect or medIcal use IS not "solely" for decoratIve purposes and 

therefore a medIcal deVIce 13 Dr PanSIan acknowledged m her deposItIon that a contact 

12 Ons Dep ExhIbit 11 (R pp 627 628 ) 

13 It may also be a cosmetic ill the sense that it is prescnbed to enhance the color of the eye However a 
particular product that is both a cosmetic and a deVice is regulated by the FDA as a deVice and thus 
subject to federal preemptlOn 
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lens wIth a medIcal use would elevate the lens from a cosmetic to a medIcal devIce dunng 

all relevant times ThIS IS also true of FreshLook Colors As of July 2003, the FDA-

approved package Insert for FreshLook Colors contact lenses Included the folloWIng 

IndICations for use "FreshLook soft contact lenses wIth UV-absorbIng monomer help 

protect agaInst transmISSIOn of harmful UV radiatIOn to the cornea and Into the eye" 

(Ons Dep ExhIbIt 6) (R pp 589-590) The package Insert goes on to state that 

Long term exposure to UV radIatIOn IS one of the nsk 
factors assocIated WIth cataracts UV-absorbIng contact 
lenses help proVIde protectIOn agaInst harmful UV 
radiatIOn 

Clearly, under Import Alert 86-10, the FreshLook Colors lens (allegedly worn by 

PlaIntiff) IS a medIcal deVIce beyond a sole decorative cosmetic product For example, In 

dISCUSSIng what uses or effects mIght elevate a cosmetic product to a drug or medIcal 

deVIce, the FDA expressly noted In Import Alert 86-10 that sunscreen claims make a 

cosmetic product a drug Moreover, Import Alert 86-10 expressly states that decorative 

contact lenses WIth addItIOnal medIcal uses (such as UV protectIOn) are not subject to the 

Import Alert and are "properly regulated as medIcal devIces" Consequently, there IS no 

factual dIspute that CIBA VlSlon FreshLook Colors contact lenses of the type allegedly 

obtaIned by PlaIntiff proVIded UV absorbIng protection, thereby takIng them out of the 

category of solely decorative lenses Consequently, as a matter of law, the contact lens 

Involved m thIS case must be conSIdered a "medIcal deVIce" (regardless of whether It IS 

also a cosmetic) 14 

14 The medical deVice conclUSIOn IS also compelled by the fact that the FreshLook Colors contact lens 
obtamed by the Plamtlff was also approved for extended wear As noted m the July 2003 package msert 
certam phYSIOlogical changes (which would take these lenses outSide the defimtlon of a cosmetic product) 
are also assOCiated With extended wear lenses These mclude a weakenmg of the cornea s resistance to 
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In sum, all FreshLook Colors lenses manufactured by CIBA have undergone and 

receIved approval from the FDA under the PMA process (Pansian Dep pp 87-89, 94, 

112, ExhIbIts 6, 7, 8, 12, Ons 2128/06 Aff, Ons Dep pp 38, 123, 152, PhIllIps 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) FreshLook Colors contact lenses 

constItute a Class III medIcal deVIce and are subject to regulatIOn by the FDA and subject 

to federal preemptIOn 

Havmg set forth a summary of the overwhelmmg eVIdence of preemptIOn, It IS 

also worth notmg that at the summary Judgment heanng, CIBA sought to elImmate even 

Immatenal and non-genume questIOns of FDA approval by draftmg a letter for the Court 

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

whether CIBA's plano (non-correctIve) contact lenses were withm the FDA's pre-market 

approval (Transcnpt p 44, lInes 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 of 

theIr pOSItIon on seekmg absolute confirmatIon from the FDA, Weston's counsel called It 

a "delaymg tactIc" to whIch "[ w ]e've actually filed a frIvolous motIon letter" (Transcnpt 

P 45, lInes 1-5) (R P 305) Now on appeal, Weston takes the OppOSIte pOSItIon and 

claIms the fact of FDA pre-market approval IS cntlCally uncertam as opposed to a 

frIvolous concern Havmg succeeded m stoppmg the Court from obtammg absolute 

confirmatIOn dIrectly from the FDA Itself, Weston's counsel now argues that only 

absolute confirmatIon dIrectly from the FDA could be conSIdered by the Court m grantmg 

mfectlOn a lugher mCldent and degree of epIthelIal ffilcrocysts and mfiltrates and endothelIal 
polymegath1sm 

14 
WCSR 3920492vi 



summary Judgment (thereby dIsregardIng all the other eVIdence of pre-market approval 

and the fact that no eVIdence to the contrary was submItted by Weston) The central role 

of appellate courts IS to correct errors In the court below, not to prOVIde an alternatIve 

audIence for lItIgants to take contrary pOSItIons Hayne Federal Credzt Unzon v Bmley, 

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

adoptIng a pOSItIOn In conflIct WIth one earher taken In the same or related lItIgatIOn 

"[W] here a party assumes a certam posztzon m a legal proceedmg and succeeds m 

mamtammg that posztzon he may not thereafter szmply because hzs mterests have 

changed assume a contrary posztzon ) (Internal CItatIOns omItted) 

ARGUMENTS 

I The trial court dId not conumt reversIble error m determmmg that federal 
preemptIOn (a matter of law to be determmed by the Court) appbed to 
certam of several causes of actIOn raIsed by Weston 

In her first argument on appeal, Weston contends that the tnal court Improperly 

determIned that certaIn claIms she filed are subject to federal preemptIOn on two bases 

FIrst, she contends that the affidaVIts, depOSItIOns, and volumInOUS documentatIOn 

presented by CIBA In support of Its motIon for summary Judgment were hearsay and 

therefore InsuffiCIent to establIsh that contact lenses manufactured by CIBA under the 

trade name FreshLook Colors receIved pre-market approval Second, she contends that 

plano (non-correctIve) contact lenses such as those that allegedly caused Weston's 

InJunes were not Class III medIcal deVIces because the product InfOrmatIOn and 

marketmg matenal Included the non-medIcal effect of enhancIng or changmg the color of 

the eyes As addressed below, both of Weston's contentIOns are WIthout ment 
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A Weston faIled to properly preserve for appeal the Issue of whether CIBA 
presented non-hearsay eVIdence to the tnal court regardIng the fact that the 
contacts lenses manufactured by CIBA under the trade name FreshLook 
Colors underwent and receIved approval from the FDA pursuant to the 
PMA process 

It IS well-settled that an Issue cannot be raIsed by a party for the first tIme on 

appeal, but must have been raIsed to and ruled upon by the tnal court to be preserved 

See e g Pye v Estate of Fox, 369 S C 555, 633 S E 2d 505 (2006) (statIng that an Issue 

must generally be raIsed to and ruled upon by the CIrcUIt court to be preserved) In thIS 

Instance, Weston's eVIdentIary argument that cmA faIled to present non-hearsay 

eVIdence In support of ItS posItIon was artIculated-for the first tIme-In a Rule 59(e) 

motIon to reconSIder In fact, the word "hearsay" was not even used by Weston In eIther 

the Memorandum In OppOSItIon to CmA's MotIon for Summary Judgment her counsel 

filed pnor to the summary Judgment heanng or at any POInt dunng the heanng on CIBA's 

motIOn for summary Judgment It IS a fundamental precept of all htIgatIOn that hearsay 

ObjectIOns cannot be raIsed for the first tIme on appeal State v Caldwell, 283 S C 350, 

322 S E 2d 662 (1984), WImberly v SovereIgn Camp, WOW, 190 S C 158, 2 S E 2d 

532, 558 (1939), Stevens v US, 256 F 2d 619, 623 (9th Clr 1958) (regardIng hearsay 

document "we hold that defendant waIved error, If any, by faIlure to object, to except, or 

to request any hmitatIOn ") 

The purpose of a Rule 59( e) motIOn IS to preserve Issues raIsed to but not ruled on 

by the tnal court Walsh v Woods 371 S C 319,325,638 S E 2d 85,88 (Ct App 2006) 

AccordIngly, South Carohna courts have made It clear that "[a] party cannot use a motIon 

to reconSIder, alter or amend a Judgment to present an Issue that could have been raIsed 

pnor to the Judgment but was not" Tallent v South Carolma Dep t of Transp 363 S C 
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160, 165, 609 S E 2d 544, 546 (Ct App 2005) (cItmg Kzawah Prop Owners Group v 

Publzc Serv Comm'n 359 S C 105, 113, 597 S E 2d 145, 149 (2004», see 

also MallSource LLC v M A Bmley & Assoc 356 S C 370, 374, 588 S E 2d 639, 641 

(Ct App 2003) (holdmg that a party cannot raIse an Issue for first tIme m a Rule 59(e) 

motIon WhICh could have been raIsed at tnal) In thIS mstance, despIte raIsmg no hearsay 

ObjectIOn m ItS wntten response to CIBA's motIon for summary Judgment or at the 

extended heanng on ClBA's motIon, Weston IS now askmg the Court to reverse the 

deCISIOn of the tnal court and Ignore the volummous eVIdence of pre-market approval 

(mcludmg the approval dIrectly related to FreshLook Colors, PMA Supplement No 39) 

presented to the tnal court by CIBA because an FDA certIfied and authentIcated copy of 

every pre-market approval letter was not submItted to the tnal court Weston's argument 

that every approval letter IS reqUIred to show FDA regulatory oversIght IS akm to argumg 

that proof of the state renewmg one's dnver's lIcense multIple tImes IS not competent 

eVIdence of authonty from the state to dnve, WIthout a copy of every dnver lIcense and 

dnvmg test from age 16 forward Accordmgly, Weston's argument IS not only untImely, 

It IS WIthout ment 

B ClBA presented competent eVIdence to the tnal court m support of ItS 
motIon for summary ludgment 

Assummg for purposes of argument that Weston properly preserved the Issue of 

CIBA's alleged presentatIOn of non-hearsay eVIdence to the tnal court, the record 

nevertheless demonstrates that CIBA dId present uncontradIcted competent eVIdence that 

ItS FreshLook Colors contact lenses were subject to and approved by the FDA pursuant to 

the PMA process FIrst, Weston's own expert concedes that CIBA receIved FDA 
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approval to market the FreshLook Colors lenses under a supplement to the PMA, whIch 

was first granted by the FDA to predIcate contact lenses In 1983 (Pansian Dep p 87, 

lInes 11-20 (statIng that CIBA's "draft labehng" for the lenses "was one component In 

terms of the PMA product that [the FDA] approved")) (R p 641) When asked 

specIfically about the FDA's approval of "thIS FreshLook Colors lens, whIch was 

apparently manufactured In 2003, from her reVIew of the FDA documents related to 

FreshLook Colors and predecessor products," Dr PanSIan confirmed that the FreshLook 

Colors lenses at Issue In thIS case were approved by the FDA under supplements to a 

PMA granted "ongInal approval" In 1983 and that "FDA has allowed compames Just to 

pIggyback In terms of the InfOrmatIOn" (Pansian Dep p 88) (R p 642) In fact, 

Dr Pansian specIfically agreed that "the genealogy [1 e, the PMA approval hIStOry] for 

the FreshLook Colors product begInS wIth the 1983 PMA" (PansIan Dep p 89, hnes 

14-17) (R P 643) Further, ExhIbItS 7 and 8 to Dr PansIan's deposItIon are PMA 

supplemental approvals from the FDA allowIng the marketIng of FreshLook Colors 

lenses, pursuant to pnor PMA approval (Pansian Dep pp 133-139) (R pp 646-652) 

These exhIbIts reflect the 39th (1996) and 420d (1999) Supplements to the ongmal 1983 

PMA approval (R pp 671-673,674-678) They clearly establIsh In the eVIdence before 

the Court that the FDA re-evaluated and renewed the ongInal medIcal deVIce approval of 

thIS famIly of contact lenses more than forty tImes ThIS IS sIgmficant because the "FDA 

consIders reVISIOns proposed In a PMA supplement USIng the same type of ngorous 

SCIentIfic process utIlIzed for reVIew of ongInal PMA's" FDA's Horn AmICUS Bnef, 

supra Thus, It IS not only procedurally Improper but also completely baseless for Weston 

now to argue that there IS no eVIdence that the FreshLook Colors lenses were approved by 
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the FDA, when Weston's own expert has expressly conceded thIS fact, and when the 

Court had before It PMA supplement approvals for the FreshLook Colors lenses, 

IncludIng the FDA approval for FreshLook Colors UV (PMA Supplement No 39, 

R pp 674-678) and the August 2003 updated FDA approval letter for FreshLook Colors 

UV (R pp 627-628) 

Further, Paul Ons, Head of Global Regulatory AffaIrs for CIBA, the department 

responsIble for the maIntenance of all documents relatIng to the FDA's approval of 

contact lenses manufactured by CIBA, testIfied In pertInent part that CIBA submItted an 

applIcatIOn for the pre-market approval of ItS FreshLook Colors lenses and that the FDA 

evaluated the matenals submItted by CIBA (Ons 2128/06 Aff para 3) (R P 702) He 

further affirmed that CIBA's FreshLook Colors lenses receIved approval from the FDA 

under the PMA process (Id) ConsIstent WIth the testImony of both Suzanne PanSlan and 

Paul Ons on thIS pOInt, PhIlIp PhIllIps (former Deputy DIrector, SCIence and Regulatory 

PolIcy, Office of DeVIce EvaluatIOn, Center for DeVIces and RadIOlogIcal Health for the 

FDA) lIkeWIse testIfied that "FreshLook Colors plano (zero power) contact lenses are 

approved In the Premarket Approval (PMA) P830037 and the relevant supplements 

thereto" and are, In fact, Class III medICal deVIces (PhIllIps Aff paras 2, 5) 

(R pp 705-706) 

Regardless, even assumIng that some eVIdence referred to In the summary 

Judgment process was hearsay, that does not mean that there was no competent eVIdence 

of PMA approval before the tnal court In addItIon to the non-hearsay eVIdence 

referenced above (IncludIng the approval letter for FreshLook Colors UV (R pp 674-

678)), the experts' OpInIOnS that PMA approval eXIsted IS relevant eVIdence and can be 
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based on hearsay For example, It IS "well-settled that an exceptIOn to the rule prohibItmg 

hearsay eXIsts when It IS used by an expert An expert may base hIS opmIOn on hearsay 

eVIdence so long as It IS of a type reasonably relIed upon by other experts m the field" 

State v Hutto, 325 S C 221, 481 S E 2d 432, 433 (S C 1997) (CItatIOns omItted) 

Certamly, Weston cannot rebuke her own expert, Dr PansIan, and her sworn testimony 

outlmed above that confirms the eXIstence of PMA approval In addItion, Weston never 

contested the expert credentials of PhIlIp PhIllIps and even elICIted m hIS deposItion that 

he had been qualIfied as an expert m court when he was WIth the FDA m a medIcal 

deVIce case (PhIllIps Dep pp 19-21) (R pp 690-692) Mr Pillillps spent 24 years 

WIth the FDA, mcludmg 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 relIed 

on, mcludmg mformatIOn submItted WIth the PMA approval process, was mformatIOn 

generally relIed on by experts m hIS field and that hIS opmIOns were held to a reasonable 

degree of certamty for experts III hIS field (PhIllIps Dep pp 147, 148, 151 ) (R pp 695-

697) Consequently, even hearsay mformatIOn m thIS case could support competent 

testimony and eVIdence m support of summary Judgment based on federal preemptIOn as 

granted by Judge Cooper 

In sum, even If Weston had timely raised the Issue of CIBA' s alleged presentatIOn 

of hearsay eVIdence before the tnal court, the eVIdence m the record clearly demonstrates 

that Weston's argument IS baseless Accordmgly, Weston's argument should be rejected 
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" 

C CIBA's non-corrective FreshLook Colors contact lenses are subject to 
federal preemptIOn 

As set forth above, the FreshLook Colors contact lenses at 1ssue underwent the 

ngorous PMA process and have been approved and are regulated by the FDA as Class III 

medICal dev1ces Thus, the pertment questIOn before the tnal court was whether, m hght 

ofth1s fact, certam claims ra1sed by Weston were properly subject to federal preemptIOn 

Th1S determmatIOn was not only w1thm the jUnSd1ctIOn of the tnal court but an 1ssue of 

law on wh1ch 1t was wholly appropnate for the tnal court to rule See Jameson v Ford 

Motor Co, 373 S C 248, 261, 644 S E 2d 755, 762 (Ct App 2007), Mattzngly v 

Medtronzc Inc, 486 F Supp 2d 964 (E D M1SS 2007) Weston's attempt to reframe the 

tnal court's dec1sIOn as an 1mproper exerC1se ofjunsd1ctIOn 1S therefore a red hemng 

1 All FreshLook Colors lenses were approved under the PMA 
process and are classIfied by the FDA as Class III medIcal deVIces 

Before bemg brought to market, the FreshLook Colors lenses at Issue m thIS 

actIOn and the1r predecessor products underwent the arduous PMA process, the h1ghest 

level of reVIew by the FDA, under the MedIcal Dev1ce Amendments of 1976 ("MDA"), 

Pub L No 94-295, to the Federal Food, Drug, and Cosmetic Act ("FDCA"), 21 USC § 

321, et seq See FDCA § 515,21 USC § 360e The FDA concluded the deVIces were 

safe and effective for theIr mtended uses and approved the deSIgn, manufactunng process, 

and labelmg of the FreshLook Colors lens as descnbed m CIBA's apphcatIOns, pursuant 

to the PMA supplement procedure 15 Although the non-corrective lenses m tills case may 

be argued to meet the defimtIOn of "cosmetic" under 21 USC § 321(1)(1) as products 

15 Weston does not dispute that ClBA's FreshLook Colors lens were manufactured and labeled ill 

conformance With the PMA process 
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mtroduced mto the body (the eye) for beautIfymg or altenng appearance, they are stIll 

Class III medIcal devIces In definmg a "cosmetIc product," 21 C F R § 700 3 expressly 

states that a cosmetIc can also be a medIcal devIce ("any cosmetIC product WhICh IS also a 

drug or devIce ") (emphasIs added) Thus, whether or not a product meets the 

defimtIOn of a cosmetIc under the FDCA IS not the end of the mqUIry, the more 

sIgmficant questIon IS whether It IS regulated as a Class III medIcal devIce by the FDA 

Weston's own expert, Suzanne Panslan, agrees In dlscussmg whether these 

lenses are regulated as medIcal devIces, Suzanne PanSIan stated 

Just because [Congress] put It under the devIce regulatIOns 
doesn't change that It'S stIll a cosmetIc It's a cosmetIc, 
but It'S bemg regulated under medIcal devIce regulatIOns 

(Pansian Dep pp 60-61) (R pp 639-640) ThIS IS m complete accord wIth CIBA's 

expert, PhIlIp PhIllIps, who confinned that It "IS pOSSIble for a deVIce to be both a 

'cosmetIc' and a 'devIce', and m such case, FDA's medIcal devIce regulatIOns would 

apply" (Prulhps Aff para 4) (R P 706) The FDA removed all doubt on thIS Issue as 

It pertams to the exact product at Issue m thIS case when It publIshed a notIce m the 

Federal Regtster notmg that "FDA regulates as devIces non-correctIve tmted contact 

lenses that are expressly promoted only for theIr cosmetIc effect of enhancmg eye 

color "60 Fed Reg 41453 p 16 (Aug 11, 1995) (see the detailed dIscussIOn of thIS 

FDA Pubhc NotIce, supra, at p 11) (R P 152) 16 

16 Other examples of cosmetic products wluch are regulated as medIcal deVIces or drugs mclude lotIOn Wlth 
sunscreen, toothpaste Wlth fluonde, and novelty condoms 60 Fed Reg 41453 pp 48-49 (Aug 11, 1995) 
(R pp 154-155) 
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2 CIBA's non-correctIVe cosmetIc FreshLook Colors contact lenses 
are medIcal deVIces and are subject to the medIcal deVIce 
regulatIOns 

Weston cannot plauSIbly dIspute that If CIBA's non-correctIve FreshLook Colors 

contact lenses have a medIcal, health, or therapeutic use or have a physIcal or 

physIOlogICal effect, then the lenses are regulated as medIcal deVIces, even though they 

can also be categonzed as cosmetIc products See 21 C F R § 7003 (such products are 

"also subject to the reqUIrements of Chapter V of the Act," WhICh mcludes the MedIcal 

DeVIce Amendments of 1976) The FDA generally reqUIres that products such as contact 

lenses have assocIated package mserts, whICh are provIded dIrectly to the learned 

mtermediary prescnbmg the lenses The July 2003 FreshLook Colors lenses package 

msert was applIcable to the Freshlook Colors non-correctIve contact lenses at Issue m thIS 

case (Ons Dep p 86, hnes 19-25, ExhIbIt 6) (R P 477, pp 589-590) The July 2003 

package msert was m accord WIth FDA reqUIrements and obtamed FDA approval (Ons 

Dep p 89, lme 19 - P 90, lme 2) (R pp 478-479) The FDA-approved package msert 

for FreshLook Colors contact lenses (Pansian Dep ExhIbIt 9, mIddle column) (R p 679) 

mcluded the followmg "IndIcatIOns (Uses)" 

• " WIth UV -absorbmg monomer help protect agamst transmISSIOn of 
harmful UV radIatIOn to the cornea and mto the eye" (medIcal/therapeutIc 
use), I7 

• "Dally or Extended Wear" (emphasIs added) (effectmg phySIOlOgical 
change), 

The package msert goes on to state that 

17 uv protectIOn has also been descnbed as havmg a phYSIOlogIcal effect In the FDA Pubhc Notice at 
60 Fed Reg 41453 p 49 (Aug 11 1995) (R P 155) the FDA noted that sunscreen Impacted the structure 
of the body by altenng the normal phYSIOlogIcal response to solar radIation 
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Long term exposure to UV radIatIOn IS one of the nsk 
factors assocIated wIth cataracts UV -absorbIng contact 
lenses help provIde protectIOn agaInst harmful UV 
radIatIOn 

(Id , mIddle column, ActIOns) 

A product's Intended use IS a sIgmficant consIderatIOn In determInIng whether It IS 

a deVIce under the FDCA It IS an "obJectIve" test and Includes conSIderatIOn of "labehng 

claims" and "wntten statements" about the product 21 C F R § 801 4, see also In re 

Orthopedlc Bone Screw Prods Lwb Lltlg, 1999 WL 33740509, at *10 (E D Pa 1999) 

(statIng that the term Intended use IS "broadly defined and encompasses the manner In 

whIch a company charactenzes ItS product In the marketplace ") ThIS broad analYSIS 

Includes how the product "affects the structure and functIOn of the body, regardless of 

how the product IS labeled or advertIsed" 60 Fed Reg 41453 p 15 (Aug 11, 1995) 

(R P 151) For example, In the FDA Pubhc NotIce, the FDA POInts out that If an actIve 

IngredIent IS present In therapeutIc concentratIOns, It wIll be a drug even If the 

manufacturer does not clmm the effect based on an Imphed Intended use SImIlarly (as 

dIscussed, supra, at page 11), dIfferent marketIng approaches to dIfferent user groups 

does not affect the FDA's claSSIficatIOn of Class III medIcal deVIces 

The package Insert, espeCially the InfOrmatIOn hsted under "IndIcatIOns (Uses)," 

as well as PMAIPMA Supplement submISSIOns to FDA over the years, makes perfectly 

clear that the non-correctIve Freshlook Colors contact lenses Involved In thIS case were 

mtended for more than mere cosmetIc color change Weston's own expert, Suzanne 

PansIan, acknowledged that the "UV" symbol on the bhster pack and the PMA 

supplement mformatIOn estabhsh that these lenses contam an "ultraVIOlet ray protectIOn 
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IngredIent" to block UV radIatIOn WhICh "can be harmful to the human eye" (Panslan 

Dep pp 137-140) (R pp 650-653) ThIS IS sufficIent to establIsh that lenses are 

"deVIces" under the FDCA as mtended for use In the "preventIon of dIsease" 21 C F R 

§ 321(h)(2) 

FreshLook Colors non-correctIve contact lenses also meet the defimtIOn of 

"deVIce" by affectIng "the structure or any functIOn of the body" 21 C F R § 321(h)(3) 

As noted In the July 2003 package Insert and PMA documents, these lenses are approved 

for "extended wear" for up to seven (7) days Weston's expert, Suzanne PansIan, 

acknowledged that the anatomIC and medIcal statements assOCIated WIth "extended wear" 

claIms would make these lenses medIcal deVIces (PansIan Dep pp 52-61) (R pp 631-

640 ) 

The package Insert makes claIms about oxygen permeabIlIty, oxygen 

transmIsSIbIlIty, and certaIn physIologIcal changes assOCIated WIth extended wear, 

IncludIng a weakenIng of the corneas' reSIstance to InfectIOn, a hIgher InCIdent and degree 

of epIthelIal mIcrocysts and Infiltrates and endothelIal polymegathlsm Accordmgly, 

based both on the medIcal uses and the physIOlogIcal effects of FreshLook Colors non-

correctIve contact lenses, they are properly categonzed as medIcal deVIces as a matter of 

law 

II The tnal court dId not comnut reverSIble error In grantIng CIBA summary 
Judgment on the baSIS that South CarolIna law conflIcts With and IS 
preempted by federal reqUIrements specific to the FreshLook Colors lenses at 
Issue In thIS case 

PMA approval of a medIcal deVIce by the FDA results In deVICe-specIfic federal 

reqUIrements that preempt InCOnsIstent state reqUIrements, IncludIng those sought to be 
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Imposed through tort lIabIlIty Horn v Thoratec Corp, 376 F 3d 163 (3d Clr 2004), 

Martzn v Medtromc Inc 254 F 3d 573 (5th Clr 2001), Kemp v Medtromc Inc 

231 F 3d 216 (6th Clr 2000), cert demed, 534 U S 818 (2001) SpecIfically, the MDA 

expressly preempts any state law reqUIrement "(1) whIch IS dIfferent from, or m addItIon 

to, any reqUIrement applIcable 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 

applIcable to the deVIce under thIS [Act]" 21 USC § 360k(a) UnlIke certam other 

regulatory regtmes relatmg to product safety, the MDA does not contam a savmgs clause 

that exempts state common law clatms from the regulatIon's preempttve 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 Vzszon 

Corp, 38 Cal App 4th 307, 316 (Cal Ct App 1995), see also Rzegel v Medtromc Inc, 

451 F 3d 104, 106 (2d Clr 2006) (notmg that the maJonty of CIrCUIts have concluded that 

"common law tort actIons as to PMA-approved deVIces are preempted by the FDA "), 

Mattzngly v Medtromc Inc 486 F Supp 2d 964 (E D Mo 1997) (applymg federal 

preemptIOn to state product lIabIlIty clatms on the baSIS that such clatms are mconslstent 

WIth reqUIrements Imposed by the FDA), Hunsaker v Surgzdev Corp, 818 F Supp 744, 

751 (D Pa 1992) (findmg that sectIOn 360k(a) preempts not only legtslatIvely enacted 

reqUIrements but also "Jury-set standards," whIch "constItute new reqUIrements whIch 

defendants must heed "), Brooks v Howmedzca Inc, 273 F 3d 785, 796 (8th Clr 2001) 

("A Jury findmg on neglIgent fatlure to warn would be premIsed on the fact that the label 

was not wntten m a partIcular way or dId not contam certam mformatIOn ThIS would be 

eqUIvalent to a state regulatIOn Imposmg speCIfic label reqUIrements ") 
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Contrary to Weston's assertIOn, the question IS not whether the state common law 

and statutory causes of actIOn asserted by Weston were developed specIficallY wIth 

respect to FreshLook Colors lenses, but whether the resolutIOn of Weston's claIms could 

Impose a state reqUIrement that IS m addItion to or dIfferent from those Imposed by the 

FDA pursuant to the PMA and the PMA supplement processes In thIS case, the tnal 

court correctly apphed the doctnne of federal preemptIOn because the dIsputed claIms 

would, If accepted by the JUry, Impose reqUIrements dIfferent from or m addItion to the 

federal reqUIrements apphcable to the lenses Weston's allegatIOns are necessanly an 

attack on the FDA's reqUIrements for the lenses, because they attack the desIgn and 

labelmg of the lenses approved by the FDA through the PMA process "once the FDA 

approves a specIfic desIgn, that desIgn becomes m effect the FDA reqUIrement" 

Easterlzng v Cardzac Pacemakers Inc, 986 F Supp 366,374 (E D La 1997) 

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 Pharmaceutlcal Inc, 704 F Supp 653, 656 (D S C 1988) 

Further, accordmg to the South Caro1ma DIstnct Court, the MDA "expressly precludes 

the mdIVIdual states from establIshmg 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 prolIferatIOn 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 to a manufacturer of 

tampons, a Class II devIce 
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PlamtIffs common law tort claIm allegmg "madequate 
warnmgs" seeks, by defimtIOn, to establIsh a tort labelmg 
reqUirement whIch could be dIfferent from or m addItIOn to 
the eXIstmg and apphcable FDA requlfement Therefore, 
because the followmg prereqUisItes are met, the preemption 
language m § 360k applIes The plamtIff here argues 
South CarolIna tort law, whIch plamtIffhopes wIll Impose a 
more stnngent labelmg standard on defendant, IS not a 
"reqUirement" as used m the regulatIOn Therefore plamtIff 
mamtams the express preemptIOn declaration m § 360k IS 
not applIcable 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 
establIshed by statute, ordmance, regulatIOn or court 
decIsIon) " 21 C F R § 808 1 (b ) (emphasIs added) On ItS 
face, tills 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 
conSIdered a § 360k "reqUirement" South CarolIna tort law 
IS, therefore not exempt from § 360k [P]lamtIff sets 
forth several grounds for hIS argument that the federal 
regulatIOns Impose only a mimmum standard of conduct 
PlamtIff mamtams because a state can apply for an 
exemptIOn to the preemptIOn mandate, thIS proves the 
regulatIOns set forth mmimum levels of complIance ThIS IS 
not the case 

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

warn claIm IS preempted by PMA approval of the medIcal deVIce See e g Brooks, 

273 F 3d at 796 Such deCISIOns are conSIstent WIth the Supreme Court's affirmatIOn that 

m areas where the federal government has regulated and preempted the field, "State[s] 

shall not Impose or contmue m effect any reqUirements for labelmg or packaging m 

addItion to or dIfferent from those reqUired under thIS Act" Bates v Dow AgroSclences 
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LLC, 125 S Ct 1788, 1798 (2005) (applymg the Federal InsectIcIde, FungICIde, and 

RodentIcIde Act) 

In short, any state reqUIrements Imposed by a Jury verdIct m favor of the causes of 

actIOn at Issue would be m addItIon to or m contradIctIOn of federal reqUIrements 

Accordmgly, under well-estabhshed pnncipies of preemptIOn enumerated by statute and 

adopted by numerous state and federal courts, many of WhICh mvolve causes of actIOns 

VIrtually IdentIcal to those alleged here, Weston's causes of actIOn under South Carohna 

law are preempted and were properly dIsmIssed by the tnal court 

III The tnal court dId not commIt reverSIble error m exercIsmg Its dIscretIOn 
over the dIscovery process by hmItmg dIscovery m a manner conSIstent WIth 
the remammg causes of actIOn 

Weston alleged the followmg bases for lIabIlIty agamst CIBA Count I 

(neghgence per se), Count II (neglIgence), Count III (breach of ImplIed warranty), 

Count IV (stnct product lIabIlIty), Count V (sale of a defectIve product), and Count VI 

(unfair trade practIces) In grantmg CIBA's motIon for summary Judgment on the baSIS of 

preemptIOn, the Court speCIfically dIsmIssed Counts II, V, and VI The tnal court also 

granted CIBA summary Judgment on the remammg counts set forth m Weston's 

Amended Complamt to the extent such counts "are dependent on wammg, labelmg, 

deSIgn, marketmg, mlsbrandmg, or SImIlar claIms" See Order p 17 (R P 17) Thus, to 

the extent Weston's claims for neglIgence per se, breach of ImplIed warranty, and stnct 

lIabIlIty are premIsed on CIBA's alleged faIlure to properly warn, label, deSIgn, market or 

brand ItS product, these claims are lIkeWIse not VIable because they are preempted 

Accordmgly, the tnal court properly determmed that further dIscovery on such Issues IS 

unnecessary 
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In regard to Weston's contentIOn that the tnal court's Order IS allegedly "unclear 

as to what spec1fic claIms m her amended complamt are bemg d1smIssed," CIBA 

respectfully subm1ts that 1t does not have any d1fficulty m ascertammg what claIms have 

been d1smIssed As set forth above, the Order expressly d1sm1sses Counts II, V, and VI 

and preserves Counts I, III, and IV only to the extent such claIms are not prem1sed on 

Issues necessanly subject to preemptIOn Thus, for example, and as set forth m her 

amended complamt, Weston may proceed on her product lIab1lIty claIm 1f she 1S able to 

present competent eV1dence of a manufactunng defect The dIfficulty wIth the tnal 

court's Order hes not m 1tS alleged lack of clanty, but 1n Weston's mabIlIty to present 

competent eV1dence m support of her remammg claIms 
<:J 

Weston's pnmary concern appears to be m regard to the tnal court's lIm1tatIOn of 

further d1scovery on Issues no longer relevant pursuant to 1tS dec1sIOn to grant CIBA 

summary judgment on the bas1s of preemptIOn Weston's concern purports to anse from 

the lack of clanty th1s prohIb1tIon prov1des to her and the fact that the court's hm1tatIOns 

on d1scovery were not 1ssued pursuant to a motIon filed for the purpose of hm1tmg 

dIscovery 

Weston's first concern 1S unfounded The tnal court's Order clearly states that It 

does not prevent d1scovery on 1ssues not subject to preemptIOn (for example, the 

eXIstence of an alleged manufactunng defect) Moreover, to the extent that Weston does 

seek d1scovery on an Issue that 1S subject to preemptIOn but m1ght nevertheless lead to the 

dIscovery of admIss1ble eV1dence, the Order expressly dIrects Weston to file a motIon and 

seek an order from the court allowmg her to pursue such d1scovery Accordmgly, If 

Weston has a JustIfiable baSIS for pursumg d1scovery on an 1ssue subject to preemptIOn on 
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the basIs that It IS hkely to yIeld admIssIble eVIdence m support of one or more of her 

remammg claims, the tnal court has provIded her wIth the means to do so 

Weston's remammg baSIS for opposmg the tnal court's hmitatIon on dIscovery IS 

SImIlarly wIthout ment It IS well-settled that tnal courts have WIde latitude m controlhng 

dIscovery and may do so eIther at the request of a party or on theIr own Imtiative See 

e g CreIghton v Colzgny Plaza Ltd P shIp 334 S C 96, 109, 512 S E 2d 510, 517 (Ct 

App 1999) (tnal court raIsed and ruled on Issue ofbifurcatmg tnal sua sponte), ML-Lee 

AcqUlsltlOn Fund L P v Deloltte & Touche 320 S C 143, 463 S E 2d 618 (Ct App 

1996), rev'd on other grounds, 327 S C 238,489 S E 2d 470 (1997) (upholdmg decIsIOn 

of tnal court to hmit dIscovery to documents dIrectly at Issue) As such, the ruhngs of a 

tnal Judge m matters mvolvmg dIscovery should not be dIsturbed on appeal absent a clear 

showmg of an abuse of dIscretIOn Bayle v South Carolma Dep t of Transp , 344 S C 

115, 542 S E 2d 736 (Ct App 2001) An abuse of dIscretIOn occurs only when the tnal 

court's rulmg IS based on an error of law or, when based on factual conclUSIOns, IS 

wIthout eVIdentiary support Id In tills mstance, no eVIdence eXIsts of an abuse of 

dIscretIOn As set forth herem, the tnal court dId not err m grantmg CIBA summary 

Judgment on the baSIS of preemptIOn Accordmgly, It IS withm the provmce of the tnal 

court to lImIt further dIscovery to the Issues remammg before It for a multitude of 

purposes mcludmg the management of ItS docket and to protect the partIes from 

unnecessary oppreSSIOn, annoyance, or undue burden and expense See generally 

Rule 26, SCRCP 
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CONCLUSION 

Wherefore, for the reasons set forth above, CIBA respectfully requests that thIS 

Court affirm the Order of the tnal court 

June 18, 2008 
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