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STATEMENT OF ISSUES 

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 Iewmg the eVIdence, mferences, and ambIgUItIes m the lIght most favorable to 
Customer, and construmg the same most strongly agamst 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 mto 
eXIstence and therefore mIsapprehended the reqUIsIte showmg 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 CASE 

ThIs IS a federal preemptIOn case It anses under the preemptIOn proVIsIOn m the 

MedIcal DeVIce Amendments of 1976 (MDA) The plamtIff-petItIOner (Customer) sued 

the defendants for mJunes caused by contact lenses manufactured by CIBA VISIOn 

(CIBA) and sold by KIm's Dollar Store (KIm's) Contact lenses are a Class III MedIcal 

DeVIce under the MDA The tnal court granted summary Judgment to CIBA based on 

federal preemptIOn under the MDA Customer appealed The Court of Appeals affirmed 

the tnal court and dellIed Customer's petItIOn for reheanng ThIS Court granted 

Customer's certwran petItIOn 

BURDEN OF PROOF and STANDARD OF REVIEW 

CIBA bore the burden of provmg ItS affirmatIve defense of federal preemptIon 

Eldrzdge v City a/Greenwood, 503 S E 2d 191, 197 (S C App 1999) Thus, m seekmg 

summary Judgment, CIBA bore the burden of showmg there was no Issue of fact as to 

whether It satIsfied the MDA's reqUIrements for federal peremptIOn Rule 56, SCRCP In 

determmmg summary Judgment, the eVIdence and mferences must be vIewed m the bght 
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most favorable to the non-movmg party (Customer here) Turner v MIllIman, 708 S E 2d 

766, 769 (S C 2011) "All ambIgUItIes, conclusIOns and mferences ansmg from the 

eVIdence must be construed most strongly agamst [the movmg party - CIBA here] " 

Tupper v Dorchester County, 487 S E 2d 187, 191 (S C 1997) (emphasIs added) 

STATEMENT OF FACTS 

Customer purchased colored, non-correctIve contact lenses manufactured by 

CIBA These lenses do not correct VIsual aCUIty, Ie, these lenses were not desIgned to, 

do not, and cannot correct any VISIOn problems TheIr purpose IS to cosmetIcally change 

the color of the eye, 1 e , non-corrective contact lenses are a Class III MedIcal DevIce that 

have no medIcal benefit 

Contact lenses were developed to replace eyeglasses m correctmg VIsual aCUIty 

WIth the advent of addmg color to contact lenses, so as to change the color of the eye, 

non-correctIve lenses became a Viable product hne despIte not correctmg VIsual aCUIty 

CIBA aggressIvely marketed ItS colored, non-correctIve lenses Begmnmg m 

2001, CIBA launched a five-year, pnnt advertlsmg campaIgn for numerous FreshLook 

lens models dIrectly to consumers at a cost of approXImately $23 Mllhon Dollars (R 

324-325, 339) ThIS ad campaIgn was dIrected pnmanly at women between the ages of 

18-34 (ld at 339-345), 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 

AgUIlera) and the leadmg mtemet SIte for marketmg to teens (R 391) 

BegInnmg m 2002, CIBA launched a $20 Mllhon Dollar advertlsmg campaIgn 

emphasIzmg FreshLook contact lenses as a cosmetIC accessory hke make-up (R 391) 

BegInnmg m 2003, CIBA also launched televlSlon advertlSlng, the 2003 budget was $8 0 
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MIllIon Dollars (ld at 326) In June 2003, CIBA updated Its packagmg to feature eye-

catchmg graphIcs to appeal to consumers (ld at 390-391) 1 

All advertIsmg campaigns were dIrected at persons wIth and wIthout VISIOn 

problems (ld at 330-335, 346-363) ApproXImately 20% of all FreshLook contact lens 

sales were non-correctIve "plano" lenses that were for beauty enhancement, not VISIOn 

correctIOn (ld at 334,337-338) 

Dunng these ad campaigns, CIBA dId not emphasIze the need for a prescnptIOn 

to obtam the lenses, mcludmg the non-correctIve ("plano") lenses, often statmg only 

thmgs lIke "see your partIcipatmg eye care profeSSIOnal" These same ads were dIrected 

at persons wIthout VISIOn problems WIth phrases lIke "Even If your VISIon IS perfect" 

(See generally R 364-389, and 394-398, 399, 400-449) Many of the ads used phrases 

lIke "Just for the moment" and "Just for tomght" (emphaSIS m ongmal), whIle others 

mVIted the consumer to "Change the color of your eyes as often as you change your 

mmd," all emphasIzmg 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 

"CosmetIc Contact Lenses" (emphasIs added) (E g ,R 404-406, 418-420) 

A "black market" developed for colored, non-correctIve contact lenses By 

March 2002, CIBA knew ItS lenses were "bemg resold to unauthonzed channels that 

passed them out lIke lollIpops to teens" and knew of several resultmg and sIgmficant 

I ThIS was a very odd expendIture In lIght of elBA S claIm that lenses were never to be sold dIrectly to 
consumers If as elBA claIms ItS Intent was to always sell through an eye care profeSSIOnal there was no 
need to spruce up the box An Inference thus arIses from thIS fact partIcularly when combIned WIth 
elBA s knowledge that ItS lenses were In fact beIng sold by non profeSSIOnals Without a prescrIptIOn 
dIrectly to customers In a black market that elBA Intended the spruced up box to help generate sales 
dIrectly to consumers 
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mJunes to mmor chIldren (R 766, see also R 38-39, ~~ 10-11) In September 2002, and 

throughout the time of the above-summanzed ad campaIgns, CIBA knew there was an 

ever-growmg problem wIth black market sales of Its non-corrective lenses wIthout a 

prescnptIOn and wIthout the wammg mformatIOn that accompamed the packages (R 

463-165, see also R 38-39, ~~ 10-11) 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, see also R 38-39, ~~ 10-11) It knew 

these sales were on the nse (R 468) CIBA knew that consumers often belIeved a 

prescnptIOn and professIOnal fittmg were not necessary for lenses that changed eye color 

wIthout any VISIOn correctIOn, 1 e , for ItS non-correctIve "plano" lenses (R 468) It 

knew that these unauthonzed sellers were "breakmg down" the packages and sellmg 

mdividual blIster packs WIth one-paIr of lenses but WIthout any wammgs or mstructIOns 

(R 467,470-471, see also R 38, ~ 10) CIBA knew all of thIS conduct could cause and 

had caused senous mJunes to consumers (R 469-470, see also R 38-39, ~~ 10-11) 

By March 2004, CIBA knew that ItS non-corrective lenses accounted for 98% of 

black market sales (R 767) DespIte all of thIS knowledge, CIBA faIled to take 

reasonable steps to stop these sales to consumers lIke Customer (R 38-39 at ~~ 10-11) 

In March 2004, Customer purchased CIBA's non-corrective ("plano") FreshLook 

Color lenses from KIm's Dollar Store WIthout proper usage mstructIOns, WIthout proper 

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

~~ 12-16) Two days later, the Customer expenenced severe eye pam from an mfectIOn 
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caused by the lenses (R 39-40 at ~~ 17-21) Her conditlOn worsened despIte treatment, 

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

FEDERAL PREEMPTION UNDER THE MDA 

Federal preemptlOn IS an mvaSlOn of state sovereIgnty m derogatlOn of the 

federahsm pnncipies that are the cornerstone of Amencan government Thus, a statute 

Imposmg federal preemptlOn IS narrowly construed Medtronzc Inc v Lohr, 116 S Ct 

2240, 2250 (U S 1996) 

There are three basIc types of federal preemptlOn (1) "express preemptlOn," m 

WhICh Congress defines the scope of preemptlOn, (2) "field preemptlOn," m whIch 

Congress so completely occupIes a regulatory field that It has Imphedly preempted state 

law, and (3) "conflIct preemptlOn," m whIch state laws are preempted to the extent they 

conflIct WIth federal law, 1 e, when comphance wIth both state and federal law IS 

ImpOSSIble or state law frustrates the federal purpose and hmders fulfillment of federal 

objectIves State v 192 Com-Operated Vldeo Game Machmes, 525 S E 2d 872, 877 (S C 

2000) The present case mvolves apphcatlOn of an express conflIct preemptlOn statute m 

the MDA, whIch prOVIdes m pertment part that state laws concernmg medIcal deVIces are 

preempted If (1) they are dIfferent from or m addItIon to the reqUIrements Imposed under 

the MDA, and (2) they relate to the safety or effectIveness of the deVIce or to any other 

reqUIrement Imposed by the MDA 21 USC § 360k(a) 

The MDA preemptlOn IS rooted m the Food and Drug Act of 1906, whIch was 

Congress's first sIgmficant pubhc health legislatlOn and mtroduced a broad prohIbItIon 

agamst the manufacture or sale of adulterated or mIsbranded foods and drugs Medtronzc 

Inc v Lohr, 116 S Ct 2240, 2246 (U S 1996) Congress expanded thIS prohibitlOn WIth 
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the Food, Drug, and CosmetIC Act of 1938 to mclude mIsbranded or adulterated medIcal 

devIces and cosmetICS, but medIcal deVIces otherwIse remamed largely unregulated Id 

In the 1960's and 1970's, there was a sIgmficant mcrease m the number and complexIty 

of medIcal deVIces, and there were notable mjury-producmg failures (e g, the Dalkon 

ShIeld) Id, see also RIegel v Medtronzc Inc, 128 S Ct 999, 1003 (U S 2008) Several 

states adopted regulatIOns for medIcal deVIces m response to growmg publIc concern Id 

Congress entered the fray WIth the adoptIOn of MedIcal DeVIce Amendments of 1976 

(MDA), largely nullIfymg the state regulatIOns m favor of detailed federal overSIght and 

enactmg the preemptIOn statute at Issue here Id 

The federal overSIght scheme was based upon classIficatIOn of medIcal deVIces 

mto one of three classes dependmg on the nsks presented by the deVIce Class I deVIces 

are largely bemgn and subject to the lowest level of regulatIOns Class II deVIces present 

some dangers and are subject to somewhat hIgher standards Class III deVIces present the 

hIghest dangers and are subject to stnngent standards RIegel, 128 S Ct at 1003 Contact 

lenses are Class III deVIces 

Congress delegated the power to Implement the MDA through regulatIOns to the 

Secretary of Health and Human SerVIces The Secretary m turn delegated thIS task to the 

Food and Drug AdmimstratIOn (FDA) Lohr, 116 S Ct at 2249 n 5 The FDA m turn 

developed a pre-market approval (PMA) process for Class III deVIces, whIch YIelds 

deVIce-specIfic regulatIOns and results m deVIce-specIfic conflIct preemptIOn based on 

those regulatIOns RIegel, 128 S Ct at 1004-1005, 107 In short, preemptIOn does not 

anse dIrectly from the statute enacted by Congress, rather, It anses from a devIce­

speCIfic, admmistrattve reVIew (PMA) conducted by speCIalIsts workmg for the FDA 
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Pre-market approval by the FDA IS a ngorous process that has three basIc steps 

FIrst, the manufacturer submIts an applIcatIOn for pre-market approval, whIch IS tYPIcally 

a multI-volume document that details everythmg about the product, mcludmg the use of 

the product and proposed dIrectIOns, warnmgs, and labelmg Rlegel, 128 S Ct at 1004 

Second, the FDA reVIews the applIcatIOn, possIbly sendmg It to an expert panel for 

comment or requestmg addItional mformatIOn from the applIcant Id ThIrd, If the FDA 

approves the apphcatIOn, It sends a "PMA letter" grantmg approval and notmg any 

condItions Imposed on the approval Id at 104-105 

The Issuance of a PMA letter subjects the deVIce to federal regulatIOn and tnggers 

conflIct preemptIOn under the MDA Thus, any federal preemptIOn for CIBA's non-

correctIve contact lenses arose If, and only If, CIBA receIved a PMA letter for ItS non-

correctIve lenses ConcomItantly, a PMA letter approvmg CIBA's non-correctIve lenses 

IS the only eVIdence that IS competent to prove federal preemptIOn 

ARGUMENT 

I elBA IS entitled to preemption If and only If It received a pre-market 
approval (PMA) letter for Its non-corrective lenses 

As demonstrated above, CIBA has "preemptIOn Immumty" if and only if, CIBA 

apphed for and receIved pre-market approval from the FDA for ItS non-corrective lenses 

It IS undIsputed that thIS pre-market approval, and the resultmg "preemptIOn Immumty," 

IS obtamed if and only if, the FDA Issued a pre-market approval letter (PMA) for the 

non-corrective lenses In other words, there IS only one way for CIBA to prove 

preemptIOn posseSSIOn and presentatIOn of a PMA letter for non-corrective lenses 

It IS undIsputed that CIBA never sought and never receIved a PMA letter 

speCIfically for ItS non-corrective lenses as such It IS undIsputed that every PMA letter 
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approvmg contact lenses m a positive-to-negative dIOpter power range mcluded language 

hmItmg the pre-market approval to lenses "mdicated for the correctIOn of vIsual aCUity" 

It IS undIsputed that the non-correctIve, zero power lenses at Issue here do not and cannot 

correct vIsual aCUity 2 It IS thus mdisputable that elBA has faIled to produce the only 

eVIdence that IS competent to prove ItS entitlement to preemptIOn Immumty 

II Vlewmg the eVidence, mferences, and ambigUities m the lIght most favorable 
to Customer, and construmg the same most strongly agamst CIBA, there IS a 
questIOn of fact as to whether CIBA applIed for and/or received PMA 
approval for Its non-corrective lenses 

There are only two ways that elBA could have obtamed PMA approval for ItS 

non-corrective lenses Fust, It could have sought approval of ItS non-corrective lenses m 

a "stand alone" apphcatIOn for ItS ItS non-corrective lenses only elBA's Head of Global 

Regulatory Affairs admItted, however, that eIBA never sought or obtamed thIS "stand 

alone" approval of ItS non-corrective lenses (R 459) 

Second, elBA could have apphed for pre-market approval of a dIOpter range of 

lenses, mcludmg non-corrective (zero power) lenses It appears elBA asserts that It dId 

so, but It dId not submIt any PMA apphcatIOn m support of ItS summary Judgment motion 

that mcluded non-correctIve (zero power) lenses Rather, elBA relies solely on PMA 

letters that approved lenses m a plus-to-mmus dIOpter range and argues thIS necessanly 

mcluded approval of ItS non-corrective lenses, because a plus-to-mmus range mcludes 

zero Every "dIopter range" letter, however, mcludes the hmitatIOn that the lenses bemg 

approved are "mdicated for the correctIOn of VIsual aCUity" Non-corrective (zero power) 

lenses SImply do not and cannot correct VIsual acmty At the very least, thIS hmitatIOn 

2 Diopter IS a Unit of measurement of the refractive power oflenses Glasses and contact lenses correct 
Visual aCUity by refractmg and focusmg light Non corrective (zero power) lenses do not refract or focus 
light 
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gIves nse to an Inference that the PMA letters relIed upon by CIBA dId not Include 

approval of Its non-correctIve lenses AgaIn, CIBA's Head of Global Regulatory AffaIrs 

admItted that all of elBA's "dIOpter range" PMA letters Included the lImItatIOn that the 

lenses beIng approved were "IndIcated for the correctIOn of vIsual acmty "(R 461) The 

phrase "IndIcated for" IS a term of art In pre-market approval process that lImIts the 

approval (and resultIng preemptIOn Immumty) to the IndIcated use of the medIcal devIce 

PreemptIOn under the MDA for Class III medIcal devIces anses only upon the 

Issuance of a devIce-specIfic PMA letter that subjects the devIce to devIce-specIfic 

regulatIOns and thereby gIves nse to devIce-specIfic preemptIOn Thus, preemptIOn for 

any partIcular devIce can be proven only by a devIce-specIfic PMA letter Absent such 

proof, there sImply IS no preemptIOn elBA dId not obtaIn a PMA letter for ItS non-

correctIve lenses and, therefore, It IS not entItled to federal preemptIOn for those lenses 

III 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 

The eourt of Appeals mIsapprehended the touchstone for MDA preemptIOn, to-

WIt a PMA letter from the FDA approvIng elBA's non-correctIve lenses as such, or a 

PMA letter approVIng a dIOpter range of lenses that Included the non-correctIve (zero 

power) lenses but dId not lImIt the approval to lenses "IndIcated for the correctIOn of 

vIsual acmty" ThIS letter IS sImply the only way to prove MDA preemptIOn The Court 

of Appeals, however, relIed upon "affidavIts, depOSItIOns, and documentatIOn, mdzcatmg 

[elBA's non-correctIve lenses were] approved by the FDA pursuant to the PMA 

process" (Appx Tab A at 9) (emphasIs added) ThIS was error for several reasons 
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FIrst, CIBA bore the ultImate burden of proof on the defense of preemptIOn, and 

m seekmg summary Judgment, It bore the burden of demonstratmg not "mdicatmg" 

actual FDA approval of Its non-correctIve lenses as such through a PMA letter 3 ThIS 

could be done by presentatIOn of a PMA letter that approved the non-correctIve lenses as 

such Absent thIS PMA letter, there sImply cannot be any preemptIOn, because It IS the 

only means for obtammg FDA approval of non-correctIve lenses as such, and thIS 

approval IS the tngger for MDA preemptIOn 

Second, testlmony from experts or others, by affidavIt or deposItIOn, SImply 

cannot prove the touchstone reqmrement for preemptIOn, Ie, the reqmsite PMA letter 

ThIS letter, not testlmony reflectmg at best a readmg of some letter, IS the only way to 

prove preemptIOn Such testImony, at best, creates a questIOn of fact but cannot 

demonstrate the absence of a questIOn of fact as to whether CIBA requested and receIved 

a PMA letter actually approvmg non-correctIve lenses as such 

ThIrd, the "documentatIOn" relIed upon by the Court of Appeals does not and 

cannot support summary Judgment ThIS documentatIOn pnmanly conSIsts of 

supplemental PMAs, whIch do not and cannot satlsfy the touchstone reqmrement It IS 

undisputed that the supplemental PMA process IS an "add-on" system, Ie, It does not 

mvolve gomg back to ground zero and reconsidenng or reapprovmg the pnor PMAs or 

applIcatIOns For example, WIth respect to the supplemental PMA regardmg UV 

3 Later In Its opinIOn the Court of Appeals observed we find no zndlcatlOn In the record the DHHS or 
the FDA excluded any speCific diopter or diopter range from the applicable PMA or Its supplements 
(Appx Tab A at II) (emphasIs added) ThiS observatIOn IS factually Incorrect and legally Irrelevant 
Factually It IS undisputed that every PMA letter approving a dIOpter range of lenses as such Included the 
limitatIOn of the lenses being indicated for the correctIOn of Visual acuity and It IS undisputed that non 
corrective lenses cannot and do not correct Visual acuity Legally Customer bore no burden of proVing 
exclUSIOn or anythmg else Rather CIBA bore the burden of provmg beyond questIOn that the FDA has 
Issued a PMA approval letter that actually Included non corrective lenses as such It manIfestly failed to do 
so under the undisputed facts In thiS case 
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protectIOn (upon whIch the Court of Appeals relIed heavIly), the PMA merely and only 

approved addmg UV protectIOn to those lenses that had already been approved m a pnor 

PMA(s) (Appx Tab A at 10) It dId not approve non-correctIve lenses as such Thus, 

any approval, If It eXIsts, must be set forth m one of the pnor PMAs, not the supplemental 

UV -PMA It IS undIsputed that there IS no PMA letter that satIsfies the touchstone 

reqUIrement of approvmg non-correctIve lenses as such or approvmg a dIOpter range of 

lenses wIthout the hmitatIOn of bemg "mdlcated for the correctIOn of vIsual aClllty" The 

same IS true of all other "documentatIOn" rehed upon by the Court of Appeals 

Fourth, contrary to the Court of Appeal's apparent findmg, there IS no eVIdence 

that CIBA provIded ItS non-correctIve lenses as "exemplars" m support of an applIcatIOn 

for approval of zero-power lenses as such or approval a dIopter range of lenses as such 

(Appx Tab A at 11) Indeed, the record IS devoId of any apphcatIOn for approval of non-

correctIve lenses as such or approval of a dIOpter range of lenses as such Though 

unclear, the Court of Appeals may have been referrmg to the 1994 submIssIOn letter 

appeanng at R 667-670 That submIsSIOn letter requested approval of language and 

mformatIOn used m labehng and package mserts (R 667) The "exemplars" for thIS 

request apparently mcluded packages for non-correctIve lenses (R 670) ThIS IS not 

conclusIve eVIdence of FDA approval for the followmg reasons 

1 The letter does not request approval of non-correctIve lenses (R 667) 

2 The letter sImply requests amendatory approval of labelmg and package 
mserts for lenses that had been approved m a pnor PMA(s), 1 e , It IS part 
of the "add-on" process noted above (R 667) Agam, It IS thIS pnor PMA 
(If It eXIsts) that would tngger MDA preemptIOn 

3 Most Importantly, the record IS devOId of a PMA approvmg thIS letter and, 
even were there such a PMA, It would remam Irrelevant to the questIOn of 
summary Judgment on preemptIOn unless It approved non-correctIve 
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lenses as such or approved a dIOpter range of lenses wIthout the hmitatIOn 
of the lenses beIng "IndIcated for the correctIOn of vIsual aCUIty" 

In short, no "documentatIOn" In the record satIsfies the touchstone reqUIrement for 

federal preemptIOn Any such documentatIOn can only be, and preemptIOn can only be 

proven by, a PMA letter specIfically approvIng CIBA's non-correctlve lenses as such or a 

PMA letter approvIng a dIOpter range of lenses WIthout the hmitatIOn of beIng "IndIcated 

for the correctIOn of vIsual aCUIty" CIBA dId not obtaIn a PMA letter for Its non-

correctIve lenses and, therefore, It IS not entltled to federal preemptIOn for those lenses 

IV The Court of Appeals misapprehended Customer's JUrisdictIOn argument 
and appeared to usurp the exclUSive JUrisdiction of the FDA 

Contrary to the Court of Appeals' OpInIOn, Customer never argued the court does 

not have jUnSdictIOn "over the subject matter of her SUIt" (Appx Tab A at 6) Rather, 

her argument IS that, In the absence of PMA approval from the FDA, no court has 

JunsdICtIOn to rule that a deVIce IS to be regulated as a medIcal deVIce, thereby gIVIng nse 

to federal preemptIOn It IS undIsputed that such JunsdictIOn hes solely WIth the FDA A 

court's only permISSIble InqUIry IS whether the FDA has, In fact, granted PMA approval 

for the deVIce ThIS PMA approval by the FDA IS the only possIble baSIS for federal 

preemptIOn and, at the very least, the undIsputed facts of thIS case create a questIOn of 

fact as to whether the FDA has, In fact, Issued a PMA letter that approved CIBA's non-

correctlve lenses as such 

It appears the Court of Appeals, hke the tnal court, mIstakenly usurped the 

excluSIve jUnSdictIOn of the FDA to approve medIcal deVIces, thereby gIVIng nse to 

federal preemptIOn In readIng the Court of Appeals' OpInIOn, It appears the Court came 

to the follOWIng conclusIOns 
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1 Non-correctlve lenses, generally, are medIcal deVIces subject to regulatlOn 
by the FDA 

2 The FDA VIews non-correctlve lenses as medIcal deVIces that are subject 
to regulatlOn 

3 CIBA VIews Its non-correctIve lenses as medIcal deVIces that are subject 
to regulatlOn 

The Court of Appeals concluded "The questlOn whether CIBA's FreshLook Colors 

contact lenses fit the statutory defimtlOn of medIcal deVIces, thus tnggenng the MDA's 

provlslOn preemptmg state law, IS properly a questlOn of law for the ClrcUlt court" 

(Appx Tab A at 6) (emphasIs added) 

ThIS sImply IS not the questlOn FIttmg the statutory defimtlOn of a medIcal 

deVIce does not tngger preemptlOn Actual regulatlOn by the FDA through the Issuance 

of a PMA IS the only preemptlOn tngger for a Class III medIcal deVIce The controlhng 

mqUlry IS not whether non-corrective lenses are medIcal deVIces, !!!!.!. IS It whether such 

lenses are "subject to" regulatlOn Rather, the only mqUlry IS whether CIBA's non-

correctlve lenses have, m fact, been sublected to regulatlOn by the FDA It matters not 

that CIBA's non-correctlve lenses would be, could be, or should be subjected to 

regulatlOn To assert federal preemptlOn, CIBA must prove ItS non-correctIve lenses as 

such have m fact been subjected to regulatlOn by the FDA ThIS actual regulatlOn by the 

FDA IS the "tngger" for federal preemptlOn, and It can only be proven WIth a PMA letter 

specIfically approvmg CIBA's non-corrective lenses as such or a PMA letter approvmg a 

dlOpter range of CIBA' s lenses as such but WIthout the hmltatlOn of the lenses bemg 

"md1cated for the correctlOn of vIsual aCUlty" CIBA dId obtam a PMA letter for ItS non-

correctIve lenses and, therefore, It IS not entltled to federal preemptlOn for those lenses 
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CONCLUSION 

The protectIOn of consumers from defectIve products IS pnmanly the provmce of 

state law and state sovereIgnty Statutes creatmg federal preemptIOn are an mvaSIOn of 

that state sovereIgnty and thus are narrowly construed Here, federal preemptIOn anses 

not from a statute dIrectly, but from an admimstratIve reVIew process that IS commenced 

by an apphcatIOn from a manufacturer, 1 e , the manufacturer essentially asks the FDA to 

grant preemptIOn that wIll msulate the manufacturer from state laws If an mvaSIOn of 

state sovereIgnty IS to anse from decIsIOns made m an admmistratIve reVIew process 

conducted by a federal agency at the request of a manufacturer, the manufacturer 

mamfestly must show stnct comphance wIth the regulatory process that tnggers 

preemptIOn Here, such comphance reqmres CIBA to possess and produce a PMA letter 

that approves ItS non-correctIve lenses as such or approves a dIOper range of ItS lenses 

that both mcludes ItS non-correctIve (zero power) lenses and does not hmit that approval 

to lenses "mdicated for the correctIOn of vIsual acmty" CIBA dId not obtam a PMA 

letter for ItS non-correctIve lenses and, therefore, It IS not entItled to federal preemptIOn 

for those lenses 

Respectfully SubmItted, 

~U1"Q~ 
Robert L WIdener 
Celeste T Jones 
A VIctor Rawl, Jr 
Andrew G Mellmg 
McNAIR LAW FIRM, P A 
Post Office Box 11390 
ColumbIa, South Carolma 29211 
(803) 799-9800 
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