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STATEMENT OF ISSUES 

I The tnal court erred m grantmg summary judgment, because CIBA faIled to carry 
Its ImtIal burden of proof on the Issue of PMA approval, and because there IS a questIOn 
of fact as to whether the FDA approved the FreshLook Colors plano lenses at Issue here 

II The tnal court erred m grantmg summary judgment, because It dId not have 
jUnSdictIOn to conSIder whether a deVIce IS "to be regulated as a medIcal deVIce," and 
because there IS an Issue of fact as to whether FreshLook Colors plano lenses were a 
medIcal deVIce at the tIme of the sale to Customer 

III The tnal court erred m grantmg summary judgment, because there was no findmg 
and no showmg of any South Carohna law that conflIcts WIth federal law on FreshLook 
Colors plano lenses 

IV The tnal court erred m refusmg to amend or clanfy ItS summary judgment order 
as to ItS dIsmIssal of certam claIms m the amended complamt and as to ItS "dIscovery" 
rulmg 
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STATEMENT OF CASE 

ThIS IS an appeal from an order grantmg partIal summary Judgment to Respondent 

(CIBA) upon the ground that certam clmms by the Appellant (Customer) were pre­

empted by federal law The case mvolves mJunes caused by elBA's "FreshLook 

Colors" contact lenses that do not correct vIsual problems but alter the color of the eyes, 

Ie, "plano" lenses 

Federal preemption 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 Fmdmg such approval, the tnal court 

granted partIal summary Judgment to CIBA (R 1-18) The Customer made a timely 

"59(e)" motion, whIch the tnal court demed (R 211-249, 19-20) The Customer timely 

appealed to thIS Court 

STATEMENT OF FACTS 

The FDA's pre-market approval (PMA) process begms WIth an applIcation from 

the manufacturer (elBA here) If the FDA approves the applIcatIOn, It Issues a PMA 

order that takes the form of a letter and Imposes condItIons on the approval Thereafter, 

changes to the product must be submItted for approval by the FDA m a supplemental 

applIcation YIeldmg a supplemental PMA If approved The changed product cannot be 

marketed under the protectIOn of federal preemption unless It IS first approved by the 

FDA Absent a PMA letter on the product, there can be no federal preemptIOn under 21 

USC § 360k(a) If the manufacturer VIOlates the condItIons Imposed by the PMA letter, 

the approval IS lost 
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In 2002 and pnor thereto, all contact lenses were regulated as medIcal devIces by 

the FDA In Apnl 2003, the FDA Issued Alert # 86-10 ("2003 Alert") statmg that non­

corrective lenses that changed the color of the eye wIthout any clmms of effectmg 

physIcal or phYSlOlogical change were "cosmetic devIces" (R 752-760) 

eIBA submItted only two PMA's m support of ItS summary Judgment motIon, 

both of WhICh predate the 2003 Alert The first IS a 2002 PMA approvmg a requested 

labehng change for the product hne of "FreshLook eOLORBLENDS" ThIS PMA does 

not bear dIrectly on any of the Issues presented here The second PMA IS a 2003 

approval of a supplemental applIcatlOn for marketmg "FreshLook DimenslOns," both 

"Sphencal and Tonc wIth or wIthout UV absorber" ThIS supplemental PMA permItted 

marketmg "wIth the followmg mdicatlOn " 

1 The Sperhical lenses "are mdlcated for the correctlOn of VIsual aCUIty," 

both nearsIghted and farsIghted, m persons that may have astigmatism up 

to 2 0 dlOpters The lens also enhanced or altered the apparent color of the 

eye 

2 The Tonc lenses "are mdicated for the correctIOn of VIsual aCUIty,' both 

nearsIghted and farsIghted, m persons that may have astigmatism up to 6 0 

dlOpters The lens also enhanced or altered the apparent color of the eye 

The PMA letter Immediately contmued that "The lenses may be prescnbed for extended 

wear "( emphasIs added) By lOgIC and grammar, thIS use of "The lenses" was a 

reference back to "Sphencal" and "Tonc" lenses that were "mdlcated for the correctlOn 

of VIsual aCUIty" The PMA letter contmued that "FreshLook" lenses wIth UV absorbmg 

monomer helped protect agamst UV radIation (Id) Agam, thIS IS a reference back to the 
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"Sphencal" and "Tonc' lenses that were "mdicated for the correctIOn of vIsual aCUIty" 

The PMA letter also reqUIred CIBA to mclude specIfic warnmgs about UV absorbmg 

lenses and the dangers of UV radIatIOn m "all advertlsements and other descnptIve 

matenallssued by the manufacturer, packer, or dIstnbutor " (emphasIs added) 

Importantly, neIther of the PMA's submItted by CIBA concerned the precIse 

product hne at Issue here "FreshLook Colors" NeIther of these PMA's request approval 

for a lens hne wIth a negatIve to posItIve power range that mIght arguably mclude a zero 

power lens, 1 e , the' plano" type of lens at Issue here CIBA dId not submIt a PMA for 

"FreshLook Colors" m support of Its summary Judgment motIon Paul Ons, CIBA's 

"head of global regulatory affairs," admItted that the PMAs' from the FDA regardmg 

FreshLook Colors lenses had an mdicatIon "for the correctIOn of VIsual aCUIty" (R 451, 

460-461) He admItted CIBA had never sought PMA approval specIfically for non­

correctIve ("plano") color lenses (R 459) He further admItted that If a lens was 

"marketed for somethmg other than the mdlcated use, then the approval [by the FDA m 

the PMA] IS mvalIdated (Id at 41) Thus, If the FreshLook Color lme was marketed for 

somethmg other than the correctIOn of VIsual aCUIty, then the approval of that lens would 

be mvalIdated (R 461-462) It IS undIsputed that the lens at Issue here was for and was 

marketed as a non-correctIve ("plano") lens that dId not correct VIsual aCUIty Mr Ons 

admItted that the plano lens at Issue here was mtended to be mtroduced mto the eye for 

"beautIfymg, promotmg attractIveness, or altenng the appearance" of the eye (R 476) 

Begmmng m 2001, CIBA launched a five-year, pnnt advertIsmg campaign for 

numerous FreshLook lens models dIrectly to consumers at a cost of approXImately $23 

MIllIon Dollars (Collms Dep at 20-21, 55) ThIS ad campaign was dIrectly pnmanly at 
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women between the ages of 18-34 (Id at 55-60 88), Customer here was 28 when she 

purchased the lenses An earlIer ad campaign had been aimed at even younger teenage 

gIrlS, usmg a teen Icon (Chnstma Agmlera) and the leadmg mtemet SIte for marketmg to 

teens (Collms Dep Exh 16) Begmmng m 2002, ClBA launched a $20 MlllIon Dollar 

advertlsmg campaign emphaslzmg FreshLook Colors lenses as a cosmetlc accessory lIke 

make-up (Collms Dep at 158) Begmnmg m 2003, ClBA also launched televlslOn 

advertlsmg dIrectly to the consumer, the 2003 budget was $8 0 Mllhon Dollars (Id at 

22) In June 2003, Just after the alert-deslgnatlOn of "plano" lenses as cosmetIc devIces 

rather than medIcal devIces, CIBA updated ItS packagmg to feature eye-catchmg graphICS 

to appeal to consumers (Id at 157-158) I All advertlsmg campaigns were dIrected at 

persons wIth and wIthout VISIon problems (Id at 28-29, 34-35, 38, 93-110) 

ApproxImately 20% of all FreshLook lens sales were "plano" lenses that were for beauty 

enhancement, not VISIon correctlOn (Id at 37, 40-41) 

Dunng these ad campaigns, ClBA dId not assert UV protectlOn or extended wear 

capabIlity, nor dId It gIve any wammg about these matters It also dId not emphasIze the 

need for a prescnptlOn to obtam the lenses, mcludmg the non-correctlve ("plano") lenses, 

often statmg only thmgs hke "see your participatmg eye care professlOnal" These same 

ads were dIrected at persons WIthout VlSlOn problems WIth phrases like 'Even If your 

VlslOn IS perfect" (See generally R 364-389, and 394-398, 399, 400-449) Many of the 

ads used phrases hke 'just for the moment" and "Just for tomght" (emphaSIS m ongmal), 

whlle others mVlted the consumer to "Change the color of your eyes as often as you 

I ThiS was a very odd expenditure m lIght of elBA s claim that lenses were never to be sold directly to 
consumers If as elBA claims ItS mtent was to always sell through an eye care profeSSIOnal there was no 
need to spruce up the box An mference thus anses from thiS fact partIcularly when combmed With ItS 
proxnruty to the 2003 Alert and elBA s knowledge that ItS lenses were m fact bemg sold by others directly 
to customers that elBA mtended the spruced up box to help generate sales directly to consumers 
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change your mmd," all emphaslzmg a short-term beauty use of the lenses (R 394-398, 

399, 418) Other ads emphasIzed coordmatIOn of lens color WIth makeup and other 

fashIOn accessones (E g, R 400, 428-445) Some ads referred to the FreshLook lenses 

as "Cosmetlc Contact Lenses' (emphaSIS added) (E g, R 404-406,418-420) 

In August 2003, shortly after the Issuance of the 2003 Alert that non-correctIve 

lenses were cosmetIc rather than medIcal deVIces, the FDA wrote CIBA to mqUIre about 

CIBA's faIlure to mclude all reqUIred warnmgs and mformatIOn m ItS "dlrect-to-

consumer" advertlsmg CIBA responded WIth a November 2003 power-pomt 

presentatIon to the FDA on the "AdvertlSlng and PromotIon of Contact Lenses' (R 591-

626) The agenda mcluded "FashIOn Category FreshLook Ads & CommerclahzatIon" 

and "Contmuous Wear Category NIGHT & DA Y AdvertlSlng" (Id) As to FreshLook 

Colors, CIBA emphasIzed thIS product lme could make eyes "theIr most beautIful" and 

"enhance and change" eye color "WIth or WIthout VISIOn correctIon" (Id) In defendmg 

ItS FreshLook advertIsements, CIBA emphaSIzed that no UV claims were made m the ads 

and that a UV nsk dIsclaimer was appropnate only If the ad made a UV claim, and 

combmed thIS defense WIth a general pOSItIon that If CIBA chose to "advertIse for hmited 

mdicatIOn, [It was] not reqUIred to reveal complete nsk mformatIon " (Id) In discussmg 

the "Regulatory Framework," CIBA emphasIzed the "Recent CosmetIc DeSIgnatIon" of 

non-correctIve lenses by the FDA m the 2003 Alert and that "not all contacts are 

restncted devIces' (Id) 

In December 2003, CIBA sent the FDA a letter to follow up on the November 

2003 power-pomt presentatIOn (R 484-488) CIBA agam asserted that absent a claim 
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of UV protectIon or extended wear capabIhty m the advertIsmg, there should be no 

reqUIrement of related warnmgs and nsk notIces (R 484,487-488, see also R 480-481) 

By March 2002, CIBA knew Its lenses were "bemg resold to unauthonzed 

channels that passed them out hke lolhpops to teens" and knew of several resultmg and 

sIgmficant mJunes to mmor chIldren (R 766) In September 2002, and throughout the 

tIme of the above-summanzed ad campaigns and dIScussIons wIth the FDA about 

advertlSlng, CIBA knew there was an ever-growmg problem wIth unauthonzed sales of 

ItS lenses wIthout a prescnptIOn and wIthout the warnmg mformatIon that accompanIed 

the packages (R 463-165) CIBA knew that would-be users needed the usage 

mstructIOns and medIcal advIce to properly use and care for the lenses (R 465) CIBA 

knew ItS non-correctIve ("plano") lenses were bemg sold at beauty product trade shows 

throughout the country, as well as beauty supply stores, nail salons, flea markets, VIdeo 

stores, and gas statIOns (R 465-466,468,474-475) It knew these sales were on the nse 

(R 468) CIBA knew that consumers often beheved a prescnptlon and profeSSIOnal 

fittmg were not necessary for lenses that changed eye color wIthout any VISIOn correctIOn 

1 e , for "plano" lenses (R 468) It knew that these unauthonzed sellers were "breakmg 

down" the packages and sellmg mdividual bhster packs WIth one-pair of lenses but 

WIthout any warnmgs or mstructIons (R 467,470-471) CIBA knew all of thIS conduct 

could cause and had caused senous mJunes to consumers (R 469-470) By March 2004, 

CIBA knew that ItS color lenses accounted for 98% of all such sales (R 767) DespIte 

all of thIS knowledge, CIBA faIled to take reasonable steps to stop these sales to 

consumers hke Customer (R 22 at ~~ 10-11) 
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Four months after CIBA's defense of Its advertIsmg practIces to the FDA (March 

2004), Customer purchased ClBA s non-correctIve ("plano") FreshLook Color lenses 

from Respondent KIm's Dollar Store WIthout proper usage mstructIOns, WIthout proper 

labelmg, and WIthout proper mvolvement by a quahfied eye care profeSSIOnal (R 39 at 

~~ 12-16) Two days later, the Customer expenenced severe eye pam from an mfectIOn 

caused by the lenses (R 39-40 at ~~ 17-21) Her condItIon worsened despIte treatment, 

and she eventually went blmd m her left eye (R 40 at ~ 21) 

In 2005, Congress "overruled" the 2003 Alert and enacted 21 USC § 360J(n)(I) 

to prOVIde that all contact lenses were to be regulated as medIcal deVIces It must be 

remembered, however, that thIS legislatIOn dId not make federal preemptIOn 

automatically apphcable PreemptIOn does not anse unless and untIl the manufacturer 

receIves FDA approval m a PMA letter for the product at Issue 

ARGUMENTS 

The TrIal Court's Order The tnal court relIed on the affidaVIt of Paul Ons, 

CIBA's 'head of global regulatory affatrs," as establIshmg the PMA process "undergone 

by the entire range of FreshLook Colors lenses (R 6, n 1) He further relIed on an FDA 

acknowledgment that lens manufacturers often mcluded non-correctIve decorative lenses 

m PMA applIcatIons for a range of corrective powers m whIch zero power would fall 

withm the range (Id) Based on these two matters, the tnal court found the FreshLook 

Colors plano lens at Issue here had been approved by the FDA m a PMA (R 7 at 7) 

The court framed the "pIvotal Issue' as whether "CIBA s non-corrective (plano) 

lenses, WhICh were approved by the FDA along WIth a range of correctIve lenses as 

FreshLook Colors through the PMA process," were medIcal deVIces when Customer 
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purchased them (R 7) The court further defined the Issue by holdmg the Customer 

could not prevail, even If the lenses were cosmetic devIces under the 2003 Alert, If they 

were nevertheless "to be regulated as medIcal devIces" (R 12-13) 2 Accordmg to the 

court, thIS turned on whether the non-corrective lenses "have a medIcal, health or 

therapeutic use or have a physIcal or phYSIOlogIcal effect" (R 14) 3 RelYIng on the UV 

protection and extended wear language In a July 2003 "package Insert" for the general 

hne of FreshLook lenses, the court ruled the lenses had such effects and were therefore 

not merely cosmetic (R 14-17) It IS undIsputed, however, that there were no "package 

Inserts" for any of CIBA's FreshLook lenses Rather, thIS InfOrmatIOn was provIded m a 

separate document that went only to the phYSICIans and pharmaCIsts The tnal court also 

ruled the lenses were medIcal deVIces, even under the 2003 Alert, for these same reasons 

ofUV protection and extended wear (R 17) 

I THE TRIAL COURT ERRED IN GRANTING SUMMARY JUDGMENT, BECAUSE CIBA 

FAILED TO CARRY ITS INITIAL BURDEN OF PROOF ON THE ISSUE OF PMA 

APPROVAL, AND BECAUSE THERE IS A QUESTION OF FACT AS TO WHETHER THE 

FDA APPROVED THE FRESHLoOK COLORS PLANO LENSES AT ISSUE HERE 

It IS undIsputed that federal preemptIOn anses If, and only if, the FDA Issued a 

PMA letter for the specIfic product before It was sold ThIS document, and only thIS 

document, IS the only baSIS for federal preemptIOn Thus, the pnmary questIOn IS 

whether the FDA Issued a PMA letter for FreshLook Colors plano lenses before the 

purchase by Customer As the party beanng the burden of proof on thIS Issue at tnal, 

2 The court appeared to rely on a 1995 FDA rulmg that non corrective lenses promoted as cosmetic only 
were nevertheless medIcal deVIces (R l3) ThIS rulmg however pre dated and was superseded by the 
2003 Alert 
3 The court also stated Customer had acknowledged the lenses were medIcal deVIces by allegmg the lenses 
had to be sold by prescnptIon (R 14) ThIS allegatlOn was no such acknowledgment The lenses at Issue 
here were sold dunng the 2003 Alert time penod when the lenses were cosmetic deVIces but still had to be 
sold by prescnptlOn 

9 
COLUMBIA 917221 \ 1 



ClBA bore the summary judgment burden of first demonstratmg that It was entitled to 

federal preemptIOn on thIS basIs as a matter of law It faIled to do so 

The record m thIS case hmts at the eXIstence of a PMA addressed dIrectly to the 

FreshLook Colors plano lens at Issue here ClBA, however, dId not submIt any such 

PMA m support of ItS summary judgment motion Rather, It submItted two PMA's that 

pre-dated the 2003 Alert and mvolved FreshLook COLORBLENDS and FreshLook 

DImensIOns rather than FreshLook Colors NeIther of these PMA's sought approval of a 

power range that mIght have mcluded a zero-power, plano lens The record IS thus 

devOId of the only document that can tngger federal preemptIon Therefore, ClBA 

mamfestly faIled to carry ItS mitIal summary judgment burden on the questIOn of federal 

preemptIon For thIS reason alone, the appealed order must be reversed Assummg 

federal preemptIOn can be based on somethmg other than a product-specIfic PMA, the 

tnal court nevertheless erred m grantmg summary judgment, because there IS conflIctmg 

eVIdence that precludes summary Judgment 

Relymg on the affidaVIt of Paul Ons, the tnal court accepted the 'hmts of 

PMA's" as sufficIent eVIdence to prove FDA approval m a PMA for FreshLook Colors 

plano lenses The Ons affidaVIt IS one-page long WIth five numbered paragraphs (R 

102-103) HIS affidaVIt summanly asserts that "all contact lenses" sold by ClBA as 

FreshLook Colors receIved pre-market approval by the FDA (Id) HIS affidaVIt, 

however, does not IdentIfy or quote any PMA, nor IS any PMA attached to hIS affidaVIt as 

an exhIbIt HIS affidaVIt IS thus nothmg more than a hearsay reCItatIOn of what, at best, he 

may have read somewhere (but hIS affidaVIt does not even assert that he has seen or read 

any such PMA's) It IS aXIOmatic that hearsay m an affidaVIt IS not a valId baSIS for 
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summary Judgment, because It IS not admIssIble eVIdence In any event, there IS also 

confhctmg eVIdence on thIS pomt 

Mr Ons gave depositlon testlmony that dIrectly conflIcts WIth the cursory 

assertIOns m hIS affidavIt He admItted that 

1 The plano lens at Issue here was mtended to be mtroduced mto the eye for 

"beautlfymg, promotmg attractlveness, or aitenng the appearance" of the 

eye (R 476) 

2 CIBA has never sought PMA approval specIfically for non-correctlve 

("plano") color lenses (R 459) 

3 The PMAs' from the FDA regardmg FreshLook Colors lenses had an 

mdicatIOn "for the correctIOn of vIsual acmty (R 451, 460-461) [It IS 

undIsputed that the lens at Issue here was not for the correctIOn of vIsual 

aCUIty] 

4 If a lens was "marketed for somethmg other than the mdicated use, then 

the approval [by the FDA m the PMA] IS mvahdated (R 461) 

5 Thus, If the FreshLook Colors hne was marketed for somethmg other than 

the correctIOn of vIsual acmty, the approval of that lens would be 

mvalIdated (R 461-462) 

ThIS conflIctmg testImony from Mr Ons, standmg alone, creates a questIOn of fact that 

precludes summary Judgment, partIcularly when the eVIdence and mferences are vIewed 

as they must be m the lIght most favorable to Customer For thIS reason alone, the 

appealed order must be reversed 4 

4 In addItion the affidaVIts of Customer s expert also conflIcted WIth Ons s affidaVIt thereby creatmg 
confllctmg eVIdence that also standmg alone precluded summary Judgment (R 725 740 741-751) 
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II THE TRIAL COURT ERRED IN GRANTING SUMMARY JUDGMENT, BECAUSE IT DID 

NOT HAVE JURISDICTION TO CONSIDER WHETHER A DEVICE IS "TO BE 

REGULATED AS A MEDICAL DEVICE," AND BECAUSE THERE IS AN ISSUE OF FACT 

AS TO WHETHER FRESHLoOK COLORS PLANO LENSES WERE A MEDICAL DEVICE 

AT THE TIME OF THE SALE TO CUSTOMER 

The tnal court found the lenses purchased by Customer dunng the tIme of the 

2003 Alert were "to be regulated as medIcal devIces" based upon the UV protectIon and 

extended wear mformatIOn m the "package msert" (WhICh dId not eXIst as an msert) ThIS 

was error because the tnal court dId not have subject matter JunsdictIon to make thIS 

deCISIOn, and because there IS confhctmg eVIdence and mferences on thIS matter 

FIrst, the questIon of whether or not somethmg IS "to be regulated as a medIcal 

deVIce' IS a matter wIth the sole provmce of the FDA No court has JunsdictIOn to deCIde 

thIS questIOn Rather, the court's sole functIOn IS to determme whether somethmg has m 

fact been regulated by the FDA as a medIcal deVIce through the Issuance of a PMA that 

tnggers federal preemptIOn As demonstrated m Argument I, above, CIBA failed ItS 

summary Judgment burden on thIS Issue 

Second, If a tnal court has JunsdictIOn to determme whether somethmg IS to be 

regulated as a medIcal devIce" there IS confllctmg eVIdence that precludes summary 
/ 

Judgment The tnal court relIed solely on the statements made m the so-called "package 

msert" There IS no competent eVIdence that these statements were submItted to or 

approved by the FDA WIth respect to FreshLook Colors plano lenses The only 

competent eVIdence would be the PMA for those lenses, and CIBA dId not submIt that 

PMA m support of ItS summary Judgment motIon Moreover, as demonstrated earlIer, 

CIBA dId not make any of these statements m ItS numerous, multI-mIllIon dollar 
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advertIsmg campaIgns Rather, It emphasIzed only the temporary beauty aspects of ItS 

color lenses, mcludmg ItS plano lenses 

It IS well estabhshed that the statements noted above (also known as mdicatIOns of 

use) are the pnmary basIs for medIcal devIce regulatIOn From ItS mceptIon m the 1935 

Senate Report that gave nse to the medIcal devIce statutes, usage determmes the 

categonzatIOn of a product as a food, drug, medIcal devIce, or cosmetIc S Rep No 73-

493, at 2-3 (1934) It IS equally well-establIshed that the manufacturer s representations 

m the sale of the product IS compellmg eVIdence of the mdicatIOn of use Id, Brown and 

Wzllzamson Tobacco Corp v Food & Drug Admzn , 153 F 3d 155, 163 (4th Clr 1998), 

ajJ d on other grounds, 529 U S 120 (2000) The FDA has long accepted thls pnnclple, 

findmg It "well settled that mtended use IS determmed WIth reference to marketmg 

claIms" and that foreseeabIlity by the manufacturer IS msufficlent because 'there must be 

'objectIve mtent' m the form of marketmg claIms" (R 769-775) Here, CIBA's 

marketmg claIms focused on the short-term, cosmetIc use of ItS color lenses and dld not 

claIm UV protectlOn or extended wear capabllIty, nor dld thelr marketmg claIms glve any 

of the reqmred warnmgs for such claIms As shown earher, CIBA defended thls faIlure 

to warn to the FDA upon the basls of not makmg any such marketmg claIms and upon the 

2003 Alert deslgnatlOn of plano lenses as cosmetIcs At the very least, therefore, there IS 

conflIctmg eVIdence on the mtended use of FreshLook Colors plano lenses for UV 

protection and extended wear that precludes summary Judgment 

ThIrd, the record IS deVOId of a PMA that permIts CIBA to market FreshLook 

Colors plano lenses WIth any claims of UV protectIOn or extended wear capabIlIty Thls 

IS the only permISSIble means for any product to be declared a medIcal deVIce such that 
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federal preemptIon arIses to preclude state law claIms There bemg no eVIdence of such, 

there can be no such declaratIOn by the tnal court and, therefore, summary Judgment was 

Improper as a matter of law 

Fourth, If CIBA belIeved as It now asserts that all of Its plano color lenses were 

medIcal deVIces under past and present PMA's despIte the 2003 Alert, then It had no 

reason to work so dIlIgently on the ultImately successful legIslatIve effort to subject plano 

lenses to medIcal deVIce regulatIon It IS undIsputed, however, that CIBA undertook thIS 

work m May 2003 Immediately after the Apnl 2003 Alert, and that one reason was to 

protect Itself from lItigation by mJured consumers (R 768) If there were no genume 

question on thIS matter, CIBA had no need to do thIS work CIBA's own legIslative 

efforts and the resultmg mferences, therefore, demonstrate the eXIstence of a genume 

question of fact that precludes summary Judgment 

For each of the foregomg reasons, separately and together, the tnal court erred m 

grantmg summary Judgment and, therefore, the appealed order must be reversed 

III THE TRIAL COURT ERRED IN GRANTING SUMMARY JUDGMENT, BECAUSE THERE 

WAS NO FINDING AND NO SHOWING OF ANY SOUTH CAROLINA LAW THAT 

CONFLICTS WITH FEDERAL LAW ON FRESHLoOK COLORS PLANO LENSES 

The preemptIOn statute prOVIdes only that a state cannot establIsh or contmue m 

effect any reqUIrement for a medIcal deVIce that IS "dIfferent from, or m addItion to, any 

reqUIrement" Imposed by the FDA that relates to the safety or effectiveness of the deVIce 

21 USC § 360k(a) Thus, the preemptIOn statute operates to preclude only those state 

laws that conflIct WIth eXlstmg federal laws and regulations on safety and effectiveness 

See McMullen v Medtromc Inc, 421 F 3d 482, 487 (ih Clr 2005) 
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The tnal court dId not find, and CIBA dId not demonstrate, any South Carohna 

law that was "dIfferent from, or m addItion to" any federal law or regulatIOn For 

example, the FDA regulatIOn codIfied at 21 C F R § 808 led) specIfically states that 

"[the preemptIOn statute] does not preempt state or local reqUIrements of general 

apphcabIhty where the purpose of the reqUIrement relates to other products m 

addItIon to [medIcal] devIces' The same regulatIon gIVes specIfic examples of 

reqUIrements that would not be preempted mcludmg "general electncal codes, and the 

Umform CommercIal Codes (warranty of fitness), or unfair trade practIces m whIch 

the reqUIrements are not hmited to devIces" Id Accordmgly, the FDA has stated that 

unfaIr trade practIces acts are not preempted, and dIsmIssal of Customer's South Carolma 

Unfair Trade PractIces Act claIm was Improper LIkeWIse, the common law dutIes, such 

as the duty to warn, relIed upon by Customer are "generally applIcable" to all products, 

not Just medIcal deVIces Accordmgly, the tnal court Improperly granted summary 

Judgment as to Customer's failure to warn causes actIon 

Moreover, CIBA faIled'to submIt any PMA related to FreshLook Colors plano 

lenses Thus, It faIled to show a conflIct between state and federal law, because the PMA 

IS the only pOSSIble source of "preemptmg" or "conflIctmg" federal law WIthout 

knowmg the federal law as estabhshed by the apphcable PMA, It IS ImpossIble to 

determme whether any state law conflIcts WIth It and, absent such conflIct, there IS no 

preemptIOn Thus, CIBA faIled to demonstrate and the tnal court failed to find any 

conflIctmg laws as to the plano lenses at Issue here 

In short, there was no showmg of any conflIct between state and federal law 

Thus, even If one assumes that FreshLook Colors plano lenses are subject to a PMA 
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Issued by the FDA, the absence of any showmg of any conflIct WIth any state law pled m 

the amended complamt precludes preemptIon Accordmgly, the appealed order should be 

reversed 

IV THE TRIAL COURT ERRED IN REFUSING TO AMEND OR CLARIFY ITS SUMMARY 

JUDGMENT ORDER AS TO ITS DISMISSAL OF CERTAIN CLAIMS IN THE AMENDED 

COMPLAINT AND AS TO ITS "DISCOVERY" RULING 

The tnal court granted summary Judgment' to the extent [Customer s claIms] rely 

on labelmg, warnmg, packagmg, mstructIOn for use, deSIgn or SImIlar alleged 

deficIenCIes" (R 4) Later m the order, the tnal court descnbed the scope of summary 

Judgment 

Judgment IS hereby entered agamst [Customer's] claIms that are 
dependent on warnmg, labelmg deSIgn, marketmg, misbrandmg or SImIlar 
clmms SpecIfically, Count II, Count V and Count VI of the Complamt 
are hereby dIsmIssed 

(R 17) Customer IS unclear as to what specIfic claIms m her amended complamt are 

bemg dIsmIssed Moreover, some of the specIfically dIsmIssed counts also contam and 

relate to other Issues that were not the subject of CIBA's summary Judgment motIon nor 

addressed m the order, such as sales and dlstnbutIOn As another example, any FDA 

preemptIOn on "marketmg' would manIfestly be hmited to any restnctIOns Imposed by a 

proper PMA (If one eXIsts) but would not reach all potentIal claIms based on CIBA's 

marketmg tactIcs The tnal court refused to clanfy ItS order, and thIS was manIfest error 

In addItIon, the tnal court ruled on dIscovery Issues that were not before It The 

court precluded Customer from pursumg "any addItIonal dIscovery on the Issues of 

warnmgs, labels, packagmg, use mstructIOns, product deSIgn, marketmg or Illegal sales of 

contact lenses" (R 17 -18) Smce these dIscovery Issues were not before the court, It 

erred m makmg thIS rulmg Moreover, If any such rulmg would otherwIse be proper 
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upon the findmg of preemptIOn, It IS unclear precIsely what dIscovery IS bemg precluded, 

Just as It IS unclear precIsely whIch claIms were bemg dIsmIssed For example, the 

prohIbItion of dIscovery on "Illegal sales" and "marketmg" arguably goes to the heart of 

Customer's case and would preclude much dIscovery that would be relevant to the Issues 

upon WhIch the court dId not grant summary Judgment The tnal court refused to remove 

ItS dIscovery ruhng from the order and refused to clanfy the scope of that rulmg ThIS 

was mamfest error 

CONCLUSION 

The only permIssIble baSIS for federal preemption m thIS case IS a PMA letter 

from the FDA that approves the dlstnbutIOn of FreshLook Colors plano lenses, proVIded 

CIBA complIes WIth the condItions Imposed by the PMA CIBA's fallure to submIt any 

such PMA precludes summary Judgment as a matter of law Assummg preemption can 

be shown otherwIse, there IS confllctmg eVIdence that precludes summary Judgment 

No court has JunsdictIOn to deCIde whether somethmg IS 'to be regulated as 

medIcal deVIces " that IS the sole provmce of the FDA If the court had JunsdictIOn to do 

so, there IS confllctmg eVIdence that precludes summary Judgment 

CIBA failed to show that any South Carolma law conflIcted WIth any federal 

reqUIrement for FreshLook Colors plano lenses Thus, even If there IS a PMA covenng 

these lenses, there can be no federal preemptIOn 

The tnal court erred m reachmg any dIscovery Issues and further erred m faIhng 

to clanfy ItS dIscovery rulmg The court also erred m refusmg to clanfy the scope of 

summary Judgment Thus, If summary Judgment IS not reversed, thIS matter must be 

remanded for clanficatIOn (unless clanfied by thIS Court on appeal) 
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For all of the foregomg reasons, as set forth more fully above, the appealed order 

should be reversed 
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ERRATA NOTICE 

The full paragraph begmnmg on page 3 and endmg on page 4 of thIS bnef does not 
contam CItatIOns to the Record because, at the tIme of draftmg the bnef, above-sIgned 
counsel rehed upon exhIbIts to a summary Judgment motIon that, unbeknownst to hIm, 
had been WIthdrawn pnor to the appealed order The first sentence of the full paragraph 
on page 6 of thIS bnef has no CItatIOn to the Record because, at the tIme of draftmg the 
bnef, above-sIgned counsel rehed upon a letter that, unbeknownst to hIm, had not been 
presented to the tnal court 
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