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CURETON, A J MonIca Weston appeals the CIrcuIt court's grant of 
summary Judgn1ent and dIsmIssal of Counts II, V, and VI of her tort actIOn 
agaInst CIBA VIsIOn (ClBA) On appeal, she argues the CIrcuIt court erred m 
grantmg sununary Judgment because (1) the CIrcUlt court lacked JUrISdIctIOn 
to determme whether the contact lenses at Issue were federally regulated 
medIcal devIces, (2) a genume Issue of materIal fact eXIsted, and (3) there 
was neIther a showIng nor a findIng that any South Carolma law conflIcted 
wIth federal law In addItIOn, Weston argues the CIrcuIt court erred m 
refusmg to amend or clanfy certam prOVISIOns of ItS summary Judgment 
order We affirm 

FACTS 

CIBA sells contact lenses under the trade name FreshLook Colors 
FreshLook Colors contact lenses can be worn to change the color or 
appearance of the eye These contact lenses, however, are also capable of 
correctIng nearsIghtedness, farsIghtedness, and astIgmatIsm FreshLook 
Colors contact lenses come m a range of powers from (-)20 00 dIOpters to 
(+ )20 00 dIOpters At the zero-power pOInt m the range, the lenses are "non­
correctIve" or "plano" lenses, but the lenses can stIll have medIcal and 
phYSIOlogIcal effects 

In March 2004, Weston purchased two paIrs of FreshLook Colors 
contact lenses at the zero-power pOInt from KIm's Dollar Store (KIm's) 1 

Along wIth changIng the eye color, the contact lenses Weston purchased had 
UV protectIOn and were marked wIth a "prescnptlon only" symbol KIm's 
was not authonzed to sell or dIstnbute the contact lenses and had no 
affilIatIOn wIth CIBA AddItIOnally, Weston dId not have a prescnptIOn for 
the contact lenses Weston was gIven no InstructIOns concernIng the care, 
cleanIng, or usage of the lenses wIth her purchase, nor was she Informed of 
the necessIty of a medIcal prescnptIOn and oversIght for usage of the contact 
lenses 

1 WhIle Weston dId not keep the actual paIr of contacts she purchased or any 
of the packagIng, both partIes have stIpulated the contacts Involved were 
FreshLook Colors wIth ultravIOlet (UV) protectIon, to be sold by prescnptIOn 
only, and approved for extended wear 
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After weanng a paIr of the FreshLook Colors contact lenses, Weston 
developed an eye InfectIOn, whIch led to the temporary loss of VISIOn In her 
left eye Weston then brought thIS actIOn agaInst KIm's and CIBA allegIng 
SIX causes of actIOn (l) neglIgence per se for sellIng mIsbranded contact 
lenses, (2) neglIgence In the manufacture, sale and/or dlstnbutIOn of contact 
lenses, and In fallIng to provIde adequate warnIngs and InstructIOns, (3) 
breach of ImplIed warranty of merchantabIlIty and fitness because the lenses 
were not safely labeled, (4) stnct lIabIlIty for plaCIng defectIvely labeled 
products Into the stream of commerce, (5) sale of a defectIve product due to 
Inadequate warnIngs, and (6) VIOlatIOn of the South CarolIna UnfaIr Trade 
PractIces Act by commIttIng an unfaIr or deceptIve act or practIce, mcludlng 
Inadequate labelIng and warnmgs, In the conduct of trade or commerce 
CIBA's answer generally denIed Weston's allegatIOns and asserted addItIonal 
defenses CIBA also made a motIOn for summary judgment on the baSIS that 
the majonty of Weston's claIms and legal theones were subject to federal 
preemptIon pursuant to the MedIcal DeVIce Amendments of 1976 (MDA) to 
the Federal Food, Drug, and CosmetIc Act, 21 USC A §§ 301-399a (West 
1999 & Supp 2008) (FDCA) 

FollowIng a heanng on the matter, the CIrcuIt court granted CIBA's 
motIon The CIrcuIt court found CIBA was entItled to summary judgment on 
the baSIS of federal preemptIOn on all actIOns dependent on warnIng, labelmg, 
deSIgn, marketIng, mIsbrandIng, or other SImIlar claIms The CIrcuIt court 
also stated CIBA could file addItIOnal motIOns to test the VIabIlIty of the 
remaInIng causes of actIOn FInally, the CIrCUIt court restncted Weston from 
pursumg any addItIonal dIscovery, WIthout further court order, on the Issues 
of warnIngs, labelIng, packagmg, use InstructIOns, product deSIgn, marketIng, 
or Illegal sales of contact lenses ThIS appeal follows 

STANDARD OF REVIEW 

When reVIeWIng the grant of a summary judgment motIon, thIS court 
appbes the same standard that governs the CIrCUIt court under Rule 56( c), 
SCRCP Englert, Inc V Netherlands Ins Co, 315 S C 300, 302, 433 S E 2d 
871, 873 (Ct App 1993) ThIS standard reqUIres all facts and reasonable 
Inferences to be drawn therefrom to be VIewed In the lIght most favorable to 
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the appellant Id However, "[a]n appellate court may decIde questIOns of 
law wIth no partIcular deference to the trIal court" In re Campbell, 379 S C 
593, 599, 666 S E 2d 908, 911 (2008) 

LAW/ANALYSIS 

Weston argues the CIrcUIt court erred In grantlng summary Judgment 
because (1) the CIrcuIt court lacked JUrISdIctIOn to determIne whether the 
contact lenses at Issue were federally regulated medIcal deVIces, (2) a 
genuIne Issue of materIal fact eXIsted, and (3) there was neIther a shoWIng 
nor a findIng that any South CarolIna law conflIcted WIth federal law We 
dIsagree 

I PreemptIon 

The Supremacy Clause of the UnIted States 
ConstItutIOn provIdes that federal law "shall be the 
supreme Law of the Land any ThIng In the 
ConstItutIOn or Laws of any State to the Contrary 
notWIthstandIng" U S Const art VI Thus, as has 
been clear SInce the Supreme Court's deCISIOn In 
M'Culloch V Maryland, 17 U S (4 Wheat), 316, 4 
L Ed 579 (1819), any state law that conflIcts WIth 
federal law IS "WIthout effect" CIpollone v LIggett 
Group, Inc, 505 US 504, 516, 112 S Ct 2608, 120 
L Ed 2d 407 (1992) (cItlng Maryland V LOUISIana, 
451 U S 725, 746, 101 S Ct 2114, 68 LEd 2d 576 
(1981)) 

In applYIng the Supremacy Clause, courts "start WIth 
the assumptIOn that the hlstonc polIce powers of the 
States [are] not to be superseded by [a] Federal Act 
unless that was the clear and manIfest purpose of 
Congress" Medtromc v Lohr, 518 US 470, 485, 
116 S Ct 2240, 135 LEd 2d 700 (1996) (cltlng RIce 
v Santa Fe Elevator Corp, 331 US 218,230,67 
S Ct 1146, 91 LEd 1447 (1947)) Therefore, " '[t]he 
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purpose of Congress IS the ultImate touchstone' In 
every pre-emptIon case" ML (cItIng CIpollone, 505 
US at 516,112 S Ct 2608,120 L Ed 2d 407) 

JamIson v Ford Motor Co ,373 S C 248,261-62,644 S E 2d 755, 762 (Ct 
App 2007) (quotIng KIng v Ford Motor Co , 209 F 3d 886, 891 (6th Clr 
2000)) 

"The InterpretatIOn of a statute IS a questIOn of law for the [c Jourt" In 
re Campbell, 379 S C 593, 599, 666 S E 2d 908, 910-11 (2008), accord 
Anderson v Sara Lee Corp, 508 F 3d 181, 191 (4th Clr 2007) (holdmg 
whether federal statute preempts state law IS a questIon of law) The MDA 
generally preempts state law that affects medIcal deVIces covered by the 
MDA unless an exemptIOn IS granted 

[N]o State or polItIcal subdIVISIOn of a State may 
establIsh or contmue In effect WIth respect to a deVIce 
Intended for human use any reqUIrement -

(1) whIch IS dIfferent from, or m addItIon to, any 
reqUIrement applIcable under thIS chapter to the 
deVIce, and 

(2) WhICh relates to the safety or effectIveness of the 
deVIce or to any other matter Included In a 
reqUIrement applIcable to the deVIce under thIS 
chapter 

21 USC A § 360k(a) (West 1999) Under the FDCA, a "deVIce" IS 

[A]n Instrument, apparatus, Implement, machIne, 
contnvance, Implant, In vItro reagent, or other SImIlar 
or related artIcle, IncludIng any component, part, or 
accessory, whIch IS Intended for use m the 
cure, mItIgatIOn, treatment, or preventIon of dIsease, 
In man or other anImals, or Intended to affect the 
structure or any functIon of the body of man or other 
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anImals, and whIch does not achIeve Its pnmary 
Intended purposes through chemIcal actIOn WIthIn or 
on the body of man or other anImals and whIch IS not 
dependent upon beIng metabolIzed for the 
achIevement of ItS pnmary mtended purposes 

21 USC A § 321 (h) (West 1999) A "cosmetIc" IS an artIcle, or a 
component thereof, "mtended to be rubbed, poured, spnnkled, or sprayed on, 
mtroduced Into, or otherwIse applIed to the human body or any part thereof 
for cleansIng, beautIfymg, promotmg attractIveness, or altenng the 
appearance" 21 USC A § 321(1) (West 1999) Federal law contemplates 
that a regulated deVIce may SImultaneously be claSSIfied as a cosmetIc 21 
C F R § 7003 (1981) ("Any cosmetIc product whIch IS also a drug or deVIce 
or component thereof IS also subject to the reqUIrements of Chapter V [of the 
FDCA] ") 

Weston casts her argument as an attack on jUnSdlctIon, presumably 
over the subject matter of her SUIt Subject matter jUnSdIctIOn IS "the power 
of a court to hear and determIne cases of the general class to whIch the 
proceedIngs m questIOn belong" McCullar V Estate of Campbell, 381 S C 
205, 206, 672 S E 2d 784, 784 (2009) Tort claIms are WIthIn the jUnSdictIOn 
of the CIrCUIt court Id When federal law seats exclUSIve jUnSdIctIOn over a 
partIcular type of claIm m the federal courts, South CarolIna courts must 
examIne the federal law to determIne whether It preempts state law GrIggs 
v S C Elec & Gas Co , 320 S C 127, 129, 463 S E 2d 608, 609 (1995) 
Weston appears to argue the CIrCUIt court was somehow depnved of the 
authonty to determme whether federal law preempted state law whIle 
presumably retaInIng the authonty to award Weston damages for her loss 
ThIS argument IS mentless InterpretIng federal statutes IS an essentIal step III 
determInIng whether federal law preempts state law The questIon whether 
ClBA's FreshLook Colors contact lenses fit the statutory definItIOn of 
medIcal deVIces, thus tnggenng the MDA's prOVIsIOn preemptIng state law, IS 
properly a questIOn of law for the CIrCUIt court Consequently, the CIrCUIt 
court dId not err m construmg federal law to determIne It preempted South 
CarolIna law In thIS matter 

I 
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II Background Federal RegulatIOn of Contact Lenses 

For regulatIOn purposes, the Food and Drug AdmInIstratIOn (FDA) 
clasSIfies medIcal deVIces Into three categones Class I, Class II, and Class 
III 21 USC A § 360c (West 1999) The FDA applIes dIfferent levels of 
scrutIny and regulatIOn to each category m order to establIsh the safety and 
effectIveness of a medIcal deVIce Id Class III medIcal deVIces receIve the 
hIghest level of scrutmy and may only be marketed pursuant to the FDA's 
premarket approval (PMA) process 21 USC A § 360e (West 1999 & 
Supp 2008) The PMA process IS ngorous, and It begIns WIth the 
manufacturer of the medIcal deVIce submIttmg detaIled InformatIOn to the 
FDA regardIng the safety and efficacy of the deVIce RIegel V Medtromc, 
128 S Ct 999, 1004 (2008) The FDA spends an average of one thousand, 
two hundred hours reVIeWIng all of the submItted InformatIon and "grants 
[PMA] only If It finds there IS a 'reasonable assurance' of the deVIce's 'safety 
and effectIveness "' Id 

After a product receIves PMA, "the MDA forbIds the manufacturer to 
make, WIthout FDA permISSIOn, changes In deSIgn speCIficatIOns, 
manufactunng processes, labelIng, or any other attnbute, that would affect 
safety or effectIveness" Id at 1005 If such changes are to be made, the 
manufacturer may submIt a supplemental PMA applIcatIon to the FDA, 
whIch IS evaluated In a SImIlar fashIOn as the InItIal applIcatIon Id ThIS 
supplemental PMA process obVIates the need to submIt redundant 
InformatIOn to the FDA regardIng deSIgn features, manufactunng processes, 
or labelIng that have already been approved by the FDA, because the entirety 
of the PMA, IncludIng all supplements, are before the FDA at the tIme the 
supplement IS reVIewed 51 Fed Reg 26,342, 26,354 (1986) FollOWIng 
PMA, the FDA contInues to subject the medIcal deVIces to reportIng 
reqUIrements RIegel, 128 S Ct at 1005 

AccordIng to the affidaVIt of CIBA's expert WItness PhIlIp PhIllIps, 
former Deputy DIrector for SCIence and Regulatory Pohcy In the Office of 
DeVIce EvaluatIon for the FDA, all soft contact lenses automatIcally became 
Class III medICal deVIces when the MDA was Implemented In 1976 In 1994, 
the FDA drew a dIstInctIon between dally wear and extended wear soft 
contact lenses Dally wear lenses were reclaSSIfied as Class II medIcal 
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deVIces whIle extended wear lenses remamed Class III medIcal devIces 
These claSSIficatIOns applIed to both plano lenses and correctIve lenses 

In 2003, the FDA Issued Import Alert 86-10, WhICh allowed for the 
possIbIlIty of obtaInIng cosmetIC claSSIficatIOn, under certaIn CIrcumstances, 
for plano contact lenses Intended solely for the decoratIve purpose of 
changmg the eye color WIth a cosmetIc classIficatIOn, the lenses could be 
sold WIthout haVIng to undergo the ngorous PMA process If contact lenses 
were marketed WIth any claIms of effectIng physIcal or phYSIOlogIcal 
changes, then even plano contact lenses that change the color of the eye 
would contmue to be regulated as medIcal deVIces by the FDA The Import 
Alert provIded a claIm of sunscreen protectIOn as an example of a claIm that 
would dIsqualIfy a product as a cosmetIc In 2005, Congress elImInated the 
carve-out set forth m Import Alert 86-10 by makIng all contact lenses, even 
solely decoratIve contact lenses, subject to regulatIOn as medIcal deVIces by 
the FDA 21 USC A § 360J(n)(l) (West Supp 2008) 

III Summary Judgment 

Rule 56(c), SCRCP, provIdes 

[Summary Judgment] shall be rendered forthWIth If 
the pleadIngs, depOSItIons, answers to Interrogatones, 
and admISSIOns on file, together WIth the affidaVIts, If 
any, show that there IS no genUIne Issue as to any 
matenal fact and that the mOVIng party IS entItled to a 
Judgment as a matter of law 

A GenUIne Issue of Material Fact 

"In determInIng whether any tnable Issue of fact eXIsts, the eVIdence 
and all factual Inferences drawn from It must be vIewed In a bght most 
favorable to the nonmOVIng party" Donahue V MultImedIa, Inc, 362 S C 
331,337,608 S E 2d 162, 165 (et App 2005) ThIS court, however, IS not 
"reqUIred to smgle out some one morsel of eVIdence to create an Issue of 
fact that IS not genume" Englert, 315 Seat 302, 433 S E 2d at 873 
(quotatIons and CItatIOns omItted) Generally, only "a mere SCIntIlla of 
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eVIdence" IS reqUIred to defeat a motIon for summary Judgment when the 
burden of proof IS by a preponderance of the eVIdence Hancock V MId­
South Mgmt Co, 381 S C 326,330,673 S E 2d 801,803 (2009) However, 
"In cases applymg federal law, the non-mOVIng party must submIt more 
than a mere scmtIlla of eVIdence to wIthstand a motIon for summary 
Judgment" llL at 330-31, 673 S E 2d 803 

Weston asserts a genUIne Issue of matenal fact eXIsts as to whether 
FreshLook Colors contact lenses were subject to regulatIOn by the FDA as a 
Class III medIcal deVIce SpecIfically, Weston argues whIle PMA eXIsts for 
all FreshLook Colors contact lenses WIth a dIOpter of greater or less than 
zero, the FreshLook Colors PMA excluded plano lenses because they have no 
effect on vIsual aCUIty In support, Weston pomts to language In letters from 
the Department of Health and Human SerVIces (DHHS) addreSSIng a PMA 
supplement statmg FreshLook Colors contact lenses were "IndIcated for the 
correctIOn of vIsual acuIty" ThIS IndIcatIOn, Weston reasons, excludes the 
lenses she purchased because, by definItIon, plano lenses do not correct 
VISIOn Furthermore, accordIng to Weston, CIBA's marketIng of the plano 
FreshLook Colors lenses for beautIficatIOn rather than for correctIOn of VIsual 
aCUIty mvahdates any PMA that mIght have applIed We find thIS argument 
unpersuaSIve 

InItIally, we find FreshLook Colors contact lenses fit the FDCA's 
definItIOn of a deVIce, In that each lens IS an "mstrument or other SImIlar 
or related artIcle Intended for use In the cure, mItIgatIon, treatment, or 
preventIOn of dIsease, In man or other anImals, or Intended to affect the 
structure or any functIOn of the body of man "21 USC A § 321 (h) As 
CIBA pOInts out, these lenses contaIn UV protectIon for the preventIOn of 
dIsease, and as extended-wear lenses, they affect the structure of the eye 
Furthermore, we find CIBA presented uncontradIcted competent eVIdence In 
the form of affidaVIts, depOSItIons, and documentatIOn, IndIcatIng FreshLook 
Colors contact lenses were Class III medIcal deVIces, subject to and approved 
by the FDA pursuant to the PMA process 

Weston's expert WItness, Dr Suzanne PansIan, acknowledged the PMA 
hIStOry for FreshLook Colors contact lenses began WIth the ongInal 1983 
PMA She further acknowledged through PMA Supplement 39 the FDA 
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allowed FreshLook Colors UV to mclude the UV symbol on Its labelmg 
ClBA then presented addItIonal extensIve eVIdence that through the 
supplemental PMA process the FreshLook Colors contact lenses In questIOn 
receIved FDA approval through Supplement 39 

Two letters from the DHHS dIscussed Supplement 39 The first letter, 
dated January 25, 1996, referenced "P830037/S39 FreshLook Colors UV and 
FreshLook LlteTmt UV" ThIS letter read 

The Center for DeVIces and RadIOlogIcal Health 
(CDRH) of the Food and Drug AdmmIstratIon (FDA) 
has completed Its evaluatIOn of your premarket 
approval applIcatIon (PMA) supplement, whIch 
requested approval for mcorporatmg an ultra-vIolet 
absorber Into the above referenced lenses Based 
upon the InformatIOn submItted, the PMA 
supplement IS approved subject to the condItIons 
descrIbed below and In the "CondItIons of Approval" 
( enclosed) You may begIn commercIal dIstrIbutIon 
of the deVIces as modIfied by your PMA supplement 
upon receIpt of thIS letter 

The second DHHS letter, dated August 22, 2003, referenced two PMA 
supplements, one beIng "P830037/S39 FreshLook Colors UV and FreshLook 
LIteTInt UV (phemfilcon A) UV Soft (hydrophIlIc) Contact Lenses ,,2 ThIS 
letter stated 

The Center for DeVIces and RadIOlogIcal Health 
(CDRH) of the Food and Drug AdmmIstratIon (FDA) 
completed ItS evaluatIOn of your premarket approval 
applIcatIon (PMA) supplement[] referenced above 
and Issued [an] approval order[] on January 25, 
1996[,] for Supplement 39 We Inadvertently made 
an error by not IncludIng the approprIate restrIcted 

2 The other PMA supplement referenced was "P83003 7 IS46 FreshLook 
COLORBLENDS (phemfi1con A) UV Soft Contact Lenses" 
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deVIce condItIOns of approval that apply to all UV 
absorbIng contact lenses 

The letter went on to provIde the restnctIOns and warnIngs that appbed to the 
referenced contact lenses However, despIte the thoroughness wIth whIch the 
regulatory agencIes revIewed CIBA's submIssIOns, we find no mdicatIOn m 
the record the DHHS or the FDA excluded any specIfic dIOpter or dIOpter 
range from the applIcable PMA or Its supplements By contrast, both the 
regulatory agencIes and CIBA treated the plano lenses no dIfferently than 
theIr correctIve counterparts Plano lenses were Included In the approved 
dIOpter range, were provIded to the regulatory agenCIes as exemplars of the 
FreshLook Colors product, and were accompamed by all the same warnIngs, 
labels, and mformatIon as corrective FreshLook Colors lenses 

In addItIOn to thIS documentatIOn, CIBA presented expert WItnesses 
who confirmed the FreshLook Colors contact lenses In questIOn were 
approved and regulated by the FDA Paul Ons, Head of Global Regulatory 
Affairs for CIBA, testIfied at hIS depOSItIOn that CIBA always treated 
FreshLook lenses as medIcal deVIces and that they were always approved 
through the PMA process 3 He stated, "All [FreshLook Colors] contact 
lenses, mcludmg plano, were approved by the FDA In the PMA process" 
Ons also explained the "Rx only" symbol on the package of the contact 
lenses at Issue IndIcated the contacts were medIcal deVIces that should only 

3 In her bnef, Weston argues Ons's testImony IS hearsay We find no 
eVIdence of thIS argument beIng made to the CIrCUIt court, and therefore, we 
declIne to address It See WIlder Corp V WIlke, 330 S C 71,76,497 S E 2d 
731, 733 (1998) ("It IS aXIOmatIC that an Issue cannot be raIsed for the first 
tIme on appeal, but must have been raIsed to and ruled upon by the [cIrcuIt 
court] to be preserved for appellate reVIew") We note CIBA's bnef argues 
thIS Issue was not properly preserved because It was raIsed to the CIrCUIt court 
for the first tIme In a Rule 59( e) motIon, and hearsay ObjectIons cannot be 
raIsed for the first tIme on appeal However, after reVIeWIng the record we 
are unable to find the Rule 59( e) motIon to WhICh CIBA refers, so WIthout a 
complete record for reVIew, we need not reach CIBA's argument See Rule 
210(h), SCACR ("[T]he appellate court WIll not conSIder any fact whIch does 
not appear m the Record on Appeal If) 
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be sold by preSCrIptIOn OrIS further stated the package Insert that was meant 
to accompany all FreshLook Colors contact lenses was drafted by CIBA 
pursuant to a PMA supplement 

CIBA's expert wItness PhIllIps confirmed 111 hIS deposItIOn that the 
package Insert that was to be Included wIth all FreshLook Colors contact 
lenses was revIewed and approved by the FDA PhIllIps stated the package 
Insert that was submItted and approved by the FDA as part of the FDA's 
PMA oversIght functIOn was "probably what [the] FDA looked at closer than 
any other aspect of labelIng" He further stated thIS FDA-approved 111sert 
applIed to the speCIfic contact lenses at Issue 

PhIllIps prOVIded further support that FreshLook Colors contact lenses 
were approved and regulated by the FDA and were unaffected by Import 
Alert 86-10 111 hIS affidavIt, whIch asserted 

FreshLook Colors Lenses of the type [ at Issue] are 
Class III medIcal deVIces ThIs would Include plano 
(zero power) FreshLook Colors lenses In 2004 
FreshLook Colors plano (zero power) contact lenses 
are approved In the Premarket Approval (PMA) 
P830037 and the relevant supplements thereto 
CIBA['s] PMA approval was In accord WIth all 
applIcable FDA reqUIrements and resulted In 
legItImate approval of CIBA VISIon FreshLook 
Colors contact lenses as Class III medIcal 
deVIces In PMA Supplement 33, [CIBA] 
obtaIned approval from the FDA to Incorporate the 
UV absorber IngredIent Into FreshLook Colors 
lenses As of at least July 2003, the FDA approved 
[CIBA] package Insert for FreshLook Colors lenses 
Included sIgnIficant InformatIon about UV absorbIng 
propertIes and UV protectIOn UV protectIOn[] 
would constItute a "medICal use" under Import Alert 
86-10 and therefore further make FreshLook Colors 
plano lenses 111elIgible for regulatIon as a "cosmetIc" 

[CIBA's] packagIng, product InformatIon, 
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warnIngs and labelIng for FreshLook Colors contact 
lenses[] were m accordance WIth the FDA's PMA and 
PMA Supplement approvals and the agency's 
labelIng regulatIOn Throughout 2004, [CIBA] 
complIance WIth the CondItIons of Approval, good 
manufactunng practIces, medIcal deVIce reportmg 
reqUIrements and other reqUIrements reVIewed by 
FDA were suffiCIent to mamtam the PMA approval 
status for FreshLook Colors contact lenses 

Furthermore, the record contams ample dISCUSSIOn and eVIdence on the 
dIstInctIOn between a cosmetIc and a medIcal deVIce When dlscussmg 
whether plano color contact lenses used to enhance the color of the eye are 
currently consIdered cosmetICS, as the exceptIOn In Import Alert 86-10 had 
provIded, Dr Panslan explamed, "Just because [the FDA] put [the lenses] 
under the deVIce regulatIOns doesn't change that [the lenses are] stIll a 
cosmetIc [The lenses are] a cosmetIc, but [they are] bemg regulated 
under medIcal deVIce regulatIOn" When asked whether the FDA would 
consIder plano color contact lenses mtended to enhance the color of the eye 
for extended wear to be medIcal deVIces, Dr Panslan stated, "[The FDA] 
could, dependIng on the [manufacturer's] claIms" 

ThIS notIOn of plano color contact lenses beIng both a cosmetIc and a 
medIcal deVIce was In complete accord WIth the eVIdence presented by CIBA 
and WIth federal law PhIllIps explamed In both hIS depOSItIOn and hIS 
affidaVIt that claSSIficatIOn as a cosmetIC and a medIcal deVIce was not 
mutually exclUSIve Further, elBA presented the CIrCUIt court WIth a notIce 
publIshed In the Federal RegIster notmg, "[The] FDA regulates as deVIces 
noncorrectIve tInted contact lenses that are expressly promoted only for theIr 
cosmetIC effect of enhanCIng eye color because they have phYSIOlogIcal 
effects on the eye" 60 Fed Reg 41,453 (1995) 

Moreover, whIle Weston presented much dISCUSSIon regardmg the 
cosmetic purposes of FreshLook Colors contact lenses, the record was also 
replete WIth eVIdence of theIr medIcal, health, or therapeutIc use and theIr 
phYSIcal or phYSIOlogIcal effects, whIch reqUIres the lenses to be regulated as 
medIcal deVIces See 21 C F R § 700 3(b) ("Any cosmetIc product whIch IS 
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also a drug or deVIce or component thereof IS also subject to the requIrements 
of Chapter V of the [FDCA] If) Although KIm's dId not provIde Weston wIth 
the package Insert Intended to accompany the FreshLook Colors contact 
lenses she purchased, the lenses dId have an applIcable package Insert that 
was In accord WIth FDA reqUIrements and obtaIned FDA approval ThIS 
Insert Included the follOWIng "IndIcatIOns (Uses)" for the lenses "FreshLook 
soft contact lenses WIth UV -absorbIng monomer help protect against 
transmISSIOn of harmful UV radIatIOn to the cornea and Into the eye," and 
"The lenses may be prescrIbed for Dally Wear or Extended Wear "The 
Insert goes on to note, "Long term exposure to UV radIatIOn IS one of the rIsk 
factors assocIated WIth cataracts UV -absorbIng contact lenses help 
prOVIde protectIOn against harmful UV radIatIOn" 

ThIS FDA approved language In the package Insert clearly conveys the 
FreshLook Colors contact lenses In questIOn had medIcal or therapeutic 
purposes and phYSIOlogIcal effects on the eye, thus makIng the lenses medIcal 
deVIces See 21 USC A § 321(h) ("The term 'deVIce' means an 
Instrument, apparatus, Implement, or other SImIlar or related artIcle, 
whIch IS Intended for use In the cure, mItIgatIOn, treatment, or 
preventIOn of dIsease, or Intended to affect the structure or any functIOn 
of the body If) Weston's own expert WItness dId not contradIct thIS 
conclusIOn Dr ParISIan noted the UV symbol on the contact lenses' package 
and the PMA supplement InformatIOn establIshed the lenses In questIOn 
contaIned a product to help block UV rays from the sun that can be harmful 
to the human eye Dr ParISIan also acknowledged that when contact lenses 
are marketed "for extended wear, then It'S a Class III [medIcal deVIce] " 

WhIle these stated uses and warnmgs contaIned on both the packagIng 
and package Insert of FreshLook Colors contact lenses claSSIfy the lenses as 
medIcal deVIces subject to the MDA, they also IndIcate Import Alert 86-10's 
mapplIcabIlIty to the contact lenses Import Alert 86-10 stated It applIed to 
color contact lenses "[p]rovided they are not marketed WIth claIms that they 
effect phYSIcal or phYSIologIcal change [Import Alert 86-10] does not 
cover contact lenses that are Intended for medIcal or therapeutIc use and 
that are, therefore, properly regulated as medIcal deVIces under the [FDCA] " 
The eVIdence demonstrates the FreshLook Colors contact lenses In questIOn 
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effect phYSIOlogIcal changes and have medIcal or therapeutic uses, resultIng 
In no change of classIficatIOn folloWIng Import Alert 86-10 

After revIewIng the documents, deposItIons, affidavIts, and all other 
eVIdence In the record, we find CIBA carned ItS burden of demonstratIng no 
genume Issue of matenal fact eXIsted as to whether FreshLook Colors contact 
lenses of all dIOpters underwent the rIgorous PMA process and were, 
therefore, subject to regulation by the FDA See Englert, 315 SCat 302, 
433 S E 2d at 873 (statIng thIS court VIews all facts and reasonable Inferences 
In lIght most favorable to appellant but IS not "requIred to sIngle out some 
one morsel of eVIdence to create an Issue of fact that IS not genUIne"), see 
generally Wemberger V Bentex Pharms, Inc, 412 U S 645, 653 (1973) 
(explaInIng the FDA has JunsdlctIOn to deCIde the status or class of a medIcal 
product) 

B Judgment as a Matter of Law 

HaVIng reached thIS conclusIOn, we must address the Issue of whether 
Weston's claIms are subject to federal preemptIOn, thereby entItlIng CIBA to 
Judgment as a matter of law See 21 USC A § 360k(a) (explaInIng the 
MDA expressly preempts certaIn state law reqUIrements governIng medIcal 
deVIces), QUIgley v RIder, 357 S C 477, 483, 593 S E 2d 476, 479 (Ct App 
2003) (explalnmg when state law and federal law conflIct, the former must 
gIve way) Whether a federal statute preempts state law IS a questIOn of law 
for the court to deCIde See Campbell, 379 SCat 599, 666 S E 2d at 910-11, 
accord Anderson, 508 F 3d at 191 PMA approval of a medIcal deVIce by the 
FDA results In deVIce-specIfic reqUIrements that preempt InconSIstent state 
reqUIrements, IncludIng those sought to be Imposed through tort hablbty 
RIegel, 128 S Ct at 1007-08, Hom V Thoratec Corp, 376 F 3d 163, 169 
(3rd Clr 2004), MartIn V Medtronlc, Inc, 254 F 3d 573, 584 (5th Clr 2001) 
SpecIfically, the MDA prohIbIts States from ImposIng on deVIces Intended 
for human use "any reqUIrement (1) whIch IS dIfferent from, or In addItIOn to, 
any reqUIrement appbcable under thIS chapter to the deVIce, and (2) whIch 
relates to the safety or effectIveness of the deVIce or to any other matter 
Included In a reqUIrement appbcable to the deVIce under thIS chapter" 21 
USC A § 360k(a) ThIs preemptIOn clause has been read to extend to state 
tort claIms RIegel, 128 S Ct at 1008 
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The Umted States Supreme Court recently held "common-law causes 
of actIOn for neglIgence and stnct lIabIlIty do Impose 'requIrement[ s]' and 
would be pre-empted by federal requIrements specIfic to a medIcal devIce" 
.liL at 1007 The Supreme Court stated, "Absent other IndIcatIon, reference to 
a State's 'requIrements' mcludes Its common-law dutIes" Id at 1008 The 
Supreme Court reasoned 

[C]ommon-Iaw lIabIlIty IS "premIsed on the eXIstence 
of a legal duty," and a tort judgment therefore 
establIshes that the defendant has VIOlated a state-law 
oblIgatIOn And whIle the common-law remedy IS 
lImIted to damages, a lIabIlIty award "can be, Indeed 
IS desIgned to be, a potent method of governIng 
conduct and controllIng polIcy" 

Id (mternal quotatIOns and cItatIOns omItted) Further, the Supreme Court 
agreed that "It IS ImplausIble that the MDA was meant to 'grant greater power 
(to set state standards dIfferent from, or In addItIOn to federal standards) to a 
smgle state JUry than to state offiCIals actIng through state admInIstratIVe or 
legIslatIve lawmakIng processes ,,,4 Id (mternal quotatIOns and cItatIOns 
omItted) 

In the present case, the CIrCUIt court correctly applIed the doctrIne of 
federal preemptIOn because a jury's acceptance of the dIsputed claIms could 
result In dIfferent or addItIonal reqUIrements from the federal reqUIrements 
A JUry could potentIally find addItIOnal or dIfferent labelIng IS appropnate for 
the FreshLook Colors contact lenses, whIch would affect the model the FDA 
has already approved ThIS IS not permISSIble See & ("State tort law that 
reqUIres a manufacturer's catheters to be safer, but hence less effectIve, than 
the model the FDA has approved dISruptS the federal scheme no less than 
state regulatory law to the same effect ") AddItIonally, the UnIted States 

4 By contrast, In March 2009, the UnIted States Supreme Court held federal 
law does not preempt state tort claIms for InJunes resultIng from madequate 
warnIng labels on preSCrIptIOn medIcatIOns Wyeth v LeVIne, 129 S Ct 
1187, 1201 (2009) 
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DIstnct Court fOl the DIstnct of South Carohna has stated that "any cause of 
actIon based on testmg, labelIng or marketmg IS preempted by the FDA 
standards for premarket approval" Tarallo v Searle Pharm, Inc, 704 F 
Supp 653, 656 (D S C 1988) Further, that court has found the MDA, 
"whIch expressly precludes the mdIvIdual states from establIshmg 
reqUIrements dIfferent from or In addItIon to those promulgated by the FDA, 
reveals on ItS face the congressIonal ObjectIve to prohIbIt, by the doctrIne of 
express preemptIOn, the prolIferatIOn of multIple, dIverse, state by state 
deVIce requIrements" Stewart v Int'} Playtex, Inc, 672 F Supp 907, 909 
(D S C 1987) (emphasIs m ongInal) 

Any state reqUIrements Imposed by a Jury verdIct In favor of the causes 
of actIOn at Issue would be m addItIOn to or m contradIctIon of federal 
reqUIrements, and therefore, Weston's causes of actIOn under South Carolma 
law are preempted and were properly dIsmIssed by the CIrCUIt court After 
carryIng ItS burden of prOVIng FreshLook Colors contact lenses were 
regulated by the FDA as Class III medIcal deVIces, CIBA then demonstrated 
It was entItled to Judgment as a matter of law based on the doctnne of federal 
preemptIon Consequently, the CIrCUIt court correctly granted summary 
Judgment on all actIOns dependent on warnmg, labelIng, deSIgn, marketmg, 
mIsbrandIng, or other SImIlar claIms See Donahue, 362 SCat 337, 608 
S E 2d at 165 ("Summary Judgment IS proper only when there IS no genume 
Issue as to any matenal fact and the movmg party IS entItled to Judgment as a 
matter of law ") 

IV RemaInIng Issue 

FInally, Weston argues the CIrCUIt court erred III refuSIng to amend or 
clanfy certaIn prOVISIOns of Its order grantIng partIal summary Judgment We 
do not reach thIS argument because we are unable to dIscern whether Weston 
raIsed to the CIrCUIt court the Issues she now appeals An appellate court's 
reVIew IS lImIted to facts appeanng In the record Rule 210(h), SCACR 
Weston's February 2007 motIon seekIng amendment or clanficatIon of the 
CIrCUIt court's order grantIllg partIal summary Judgment does not appear In the 
record Consequently, we are unable to reVIew the CIrCUIt court's demal of 
that motIon 
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CONCLUSION 

As to whether the CIrcuIt court erred m grantIng summary Judgment 
because It lacked JUrISdIctIOn to determIne whether the contact lenses at Issue 
were federally regulated medIcal deVIces, we find the CIrcuIt court properly 
Interpreted federal statutes to determme whether the MDA preempted South 
CarolIna law In thIS matter AccordIngly, we affirm the deCISIOn of the 
CIrCUIt court on thIS Issue 

RegardIng whether the CIrCUIt court erred In grantIng summary 
Judgment because a genume Issue of matenal fact eXIsted, we find the CIrCUIt 
court cOlrectly oofi~luded nu genUIne Is~ue eXIsted as to whether elBA's 
FreshLook Colors contact lenses were federally regulated as medIcal deVIces 
Therefore, we affirm the deCISIon of the CIrCUIt court on thIS Issue 

As to whether the CIrCUIt court erred m grantIng summary Judgment 
because there was neIther a shOWIng nor a findIng that any South Carolma 
law conflIcted WIth federal law, we find any Jury verdIct ImpOSIng dIfferent 
reqUIrements than the federal law would constItute an ImpermIssIble 
conflICtIng state law Consequently, we affirm the deCISIon of the CIrCUIt 
court on thIS Issue 

We do not reach the Issue of whether the CIrCUIt court erred In refuSIng 
to amend or clanfy certaIn prOVISIOns of Its summary Judgment order because 
the motIon underlYIng thIS Issue does not appear In the record 

AccordIngly, the order of the CIrCUIt court IS 

AFFIRMED 

HUFF and KONDUROS, JJ , concur 
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Pursuant to Rules 221 and 224, SCACR, Appellant respectfully submIts thIS PetItIon for 

Reheanng For the reasons set forth below, Appellant submIts thIs Court should grant reheanng 

and Issue an amended OpInIOn that reverses the tnal court and remands for tnal 

REHEARING ARGUMENTS 

This Court misapprehended the touchstone requirement for federal preemption rn this case 

Appellant (Customer) respectfully submIts thIs Court has mIsapprehended the touchstone 

reqUIrement for federal pre-emptIon In thIs case It IS undisputed that federal pre-emptIOn lIes if 

and only if the FDA has Issued a Pre-Market Approval (PMA) letter authonzIng the sale of the 

zero-power lenses at Issue here It IS undisputed that Respondent (CIBA) has never requested 

PMA approval specIfically for these zero-power lenses, as admItted by Paul Ons (CIBA shead 

of regulatory affaIrs) (R 459) It IS undisputed that CIBA rehes solely upon PM As that 

approved lenses m a plus-to-mmus dIOpter range contendmg that zero power IS mcluded In that 

range It IS also undisputed, however, that every PMA letter approvmg thiS range of lenses also 

expressly stated that the approval was for lenses which were 'mdlcated for the correctIOn of 

visual aCUity (Ons, R 461) It IS undisputed that mdIcated IS a term of art m the PMA 

process and means "reason for use,' and It IS undisputed that every applIcatIOn for PMA 

approval must IdentIfy the IndIcatIOn (use) bemg submItted for approval (Ons, R 460-461) 

Fmally It IS undisputed that zero power lenses are not and cannot be ' mdIcated for the correctIOn 

of vIsual aCUIty,' because they cannot and do not correct vIsual aCUIty The foregomg 

undisputed facts, at the very least create a questIOn of fact as to whether CIBA obtamed PMA 

approval for ItS zero power lenses Thus, as matter of law It was error for the tnal court to grant 

summary Judgment under federal preemptIon 
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Rather than focus on the foregomg touchstone reqUIrement, thIS Court rehed upon 

"affidavIts, deposItIons, and documentatIon mdzcatzng [CIBA's zero-power lenses were] 

approved by the FDA pursuant to the PMA process' (Op at Adv Sh p 107) (emphasIs added) 

ThIS was error for several reasons 

FIrst, CIBA bore the ultlmate burden of proof on the defense of preemption, and m 

seekmg summary Judgment, It bore the burden of demonstratzng not 'mdlcatmg actual FDA 

approval of ItS zero power lenses as such through a PMA letter I ThIS could be done m only one 

of two ways (1) a PMA letter speCIfically approvmg zero-power lenses as such, or (2) a PMA 

letter approvmg a dIOpter range of lenses as such but wIthout the lImItatIon of the lenses bemg 

"mdlcated for the correctIOn of VIsual aCUIty" There sImply IS no such letter m the record, nor 

has CIBA ever produced any such letter m the volummous dIscovery m thIS case Absent thIS 

PMA letter, there sImply cannot be any preemptIon, because It IS the only means for obtammg 

FDA approval of zero-power lenses as such, whIch IS an absolute prereqUISIte to federal 

preemptIon 

Second testImony from experts or others by affidavIt or depOSItIOn simply cannot prove 

the touchstone reqUIrement for preemptIOn Ie, a PMA letter approvmg zero-power lenses as 

such or approvmg a dIOpter range of lenses as such but wIthout the lImItatIon of the lenses bemg 

mdIcated for the correctIOn of VIsual aCUIty" The PMA letter, not testImony reflectmg at best a 

readmg of some letter, IS the only way to prove preemptIon so as to entItle CIBA to summary 

Judgment Such testImony, at best, creates a questIOn of fact but cannot demonstrate the absence 

I Later m Its opmlOn thiS Court observed we find no zndlcatlOn In the record the DHHS or the FDA excluded 
any speCific dIOpter or dIOpter range from the apphcable PMA or Its supplements (Op at Adv Sh p 108) 
(emphasIs) ThiS observatIOn IS factually Incorrect and legally lITe levant Factually It IS undisputed that every PMA 
letter approvmg a diopter range of lenses as such mcluded the hrrutatlOn of the lenses bemg mdlcated for the 
correctIOn of Visual aCUIty and It IS undisputed that zero power lenses cannot and do not correct Visual aCUIty 
Legally Customer bore no burden of provmg exclUSIOn or anythmg else Rather CIBA bore the burden of provmg 
beyond questIOn that the FDA has Issued a PMA approval letter that actually mcluded zero power lenses as such It 
mamfestly failed to do so under the undisputed facts In thiS case 
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of a questIon of fact as to whether CIBA requested and received a PMA letter actually approvmg 

zero power lenses as such 

Third, the "documentatIOn" relIed upon by thIS Court does not and cannot support 

summary Judgment ThIS documentatIon pnmanly consIsts of supplemental PMAs, WhICh do 

not and cannot satIsfy the touchstone reqUIrement It IS undisputed that the supplemental PMA 

process IS an 'add-on" system, Ie, It does not Involve gomg back to ground zero and 

reconsidenng or reapprovmg the pnor PMAs or applIcatIOns For example, WIth respect to the 

supplemental PMA regardmg UV protectIOn (upon which thIS Court relIed heaVily), the PMA 

merely and only approved addmg UV protectIon to those lenses that had already been approved 

m a pnor PMA(s) It IS one of these pnor PMAs, not the UV-PMA, that must satIsfy the 

touchstone reqUIrement of approvmg zero-power lenses as such or approvmg a dIOpter range of 

lenses as such but WIthout the lImItatIOn of the lenses bemg "mdicated for the correctIOn of 

VIsual aCUIty' There IS no such PMA m record before thIS Court, nor dId CIBA submIt any such 

PMA to the tnal court nor has CIBA produced any such PMA m the volummous dIscovery m 

thIS case The same IS true of all the other documentatIOn relIed upon by thIS Court 

Fourth, contrary to thIS Court s apparent findmg, there IS no eVIdence that CIBA proVIded 

ItS zero power 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 (See Op at Adv Sh p 108) 

Indeed, the record IS deVOId of any applIcatIOn for approval of zero-power lenses as such or 

approval a dIOpter range of lenses as such Though unclear, thIS Court may be refemng to the 

1994 submISSIOn letter appeanng at R 667-670 That submISSIOn letter requested approval of 

language and mformatIOn used m labelmg and package mserts (R 667) The 'exemplars" for 
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thIS request mcluded packages for zero-power lenses (R 670) ThIS IS not conclusIve eVIdence 

of FDA approval ofCIBA's zero power lenses as such for the followmg reasons 

1 The submIssIOn letter does not request such approval (R 667) 

2 The submIssIOn letter sImply requests amendatory approval of labelIng and 

package mserts for lenses that had been approved m a pnor PMA(s), 1 e, It IS part 

ofthe add-on" process noted above (R 667) 

3 Most Importantly, the record IS devoId of any PMA approvmg thIS submIssIOn 

letter and, even were there such a PMA, It would remam Irrelevant to the questIon 

of summary Judgment on preemptIOn unless It approved zero-power lenses as 

such or approved a dIOpter range of lenses as such but WIthout the lImItatIOn of 

the lenses bemg , mdlcated for the correctIon of vIsual aCUIty" 

In short, no documentatIOn" m 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 approvmg CIBA's zero-power lenses as such or a PMA letter approvmg 

a dIOpter range ofCIBA's lenses as such but WIthout the lImItatIOn of the lenses bemg mdIcated 

for the correctIOn of vIsual aCUIty" CIBA has never produced or submItted any such letter m 

dIscovery or to any court and, If It eXIsts, Customer challenges CIBA to produce It m response to 

thIS PetItIon for Reheanng 

II ThiS Court misapprehended Appellant's JUriSdiction argument 

Customer respectfully submIts thIS Court has mIsapprehended her JUrISdIctIOn argument 

Contrary to thIS Court's OpInIOn, her argument IS not and never has been that the court does not 

have JunsdictIOn over the subject matter of her SUIt (Op at Adv Sh p 103) Rather, her 

argument IS that, m the absence of PM A approval from the FDA, no court has JUrISdIctIOn to rule 
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that a devIce IS to be regulated as a medIcal devIce, thereby gIvmg nse to federal preemptIon It 

IS 1j.ndlsputed that such JunsdlctIon hes solely wIth the FDA The court's only permIssIble 

mqUIry IS whether the FDA has, m 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, m fact, Issued a 

PMA letter that approved CIBA's zero-power lenses as such 

It appears thIS Court, hke the tnal court, has mIstakenly usurped the exclUSIve JunsdlctIOn 

of the FDA to approve medIcal deVIces, thereby gIvmg nse to federal preemptIon In readmg 

thIS Court's opmIOn, It appears thIS Court came to the followmg conclUSIOns 

1 Zero power lenses, generally, are medIcal deVIces subject to regulatIOn by the 

FDA (Emphsls added) 

2 The FDA and DHHS VIew zero power lenses as medIcal devIces that are subject 

to regulatIOn 

3 ClBA VIews ItS zero powers lenses as medIcal deVIces that are subject to 

regulatIOn 

The controllmg mqUlry, however, IS not whether zero power lenses are medIcal deVIces, nor IS It 

whether such lenses are subject to 'regulatIOn Rather, the only mqUiry IS whether CIBA's zero 

power lenses have, m fact, been subJected to regulatIon by the FDA It matters not that CIBA s 

zero power lenses would be, could be or should be subjected to regulatIOn For CIBA to assert 

federal preemptIOn, It must prove ItS zero power lenses as such have m fact been subjected to 

regulatIOn ThIS actual regulatIon, and the attendmg preemptIon, can only be proven WIth a PMA 

letter speCIfically approvmg CIBA's zero-power lenses as such or a PMA letter approvmg a 

dIopter range of CIBA s lenses as such but WIthout the lImItatIOn of the lenses bemg mdlcated 
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for the correctIon of vIsual aCUIty" CIBA dId not present any such PMA letter to the tnal court, 

nor IS there any such PMA letter m the Record on Appeal before thIS Court, and CIBA has never 

produced such a PMA letter m dIscovery If such a letter eXIsts, Customer challenges CIBA to 

produce It m response to thIS PetItIOn for Reheanng 

III This Court should grant Appellant's motion to supplement the record and review 
Appellant's arguments on the trial court's failure to clarify and amend the appealed order 

ThIs Court refused to consIder Customer's arguments on the tnal court's faIlure to clanfy 

and amend ItS order (Op at Adv Sh p 115) ThIS refusal was based on the absence of the 

correct 59(e) motIOn from the Record on Appeal, whIch was mlssmg from the Record due to a 

clencal error m compIlmg the Record Appellant has filed herewIth a MotIon to Supplement the 

Record Upon grantmg the motIon, Appellant respectfully submIts thIS Court should address the 

Issues raIsed on appeal 

CONCLUSION 

Federal preemptIOn of state law claIms IS a drastIc mtrusIOn upon the fundamental 

pnncIples of federahsm that he at the heart of the Amencan governmental structure For thIS 

reason, as noted by thIS Court, there IS a presumptIOn agamst preemptIOn, and the party assertmg 

preemptIon must prove Its nght to do If CIBA deSIres to deny South Carohna ItS nght to protect 

ItS CItIzens, CIBA must prove stnct complIance WIth the statutory and regulatory reqUIrements 

for preemptIOn The only permIssIble baSIS for preemptIOn m thIS case IS the touchstone 

reqUIrement of a PMA letter speCIfically approvmg CIBA S zero-power lenses as such or a PMA 

letter approvmg a dIOpter range of CIBA s lenses as such but WIthout the hmItatIOn of the lenses 

bemg mdicated for the correctIOn of VIsual aCUIty CIBA dId not present any such PMA letter 

to the tnal court, nor IS there any such PMA letter m the Record on Appeal before thIS Court, and 
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CIBA has never produced such a PMA letter m dIscovery If such a letter eXIsts, Customer 

challenges CIBA to produce It m response to thIS PetItIon for Reheanng 

For the reasons set forth above, and for the reasons presented m the Bnef of Appellant 

and at oral argument, Appellant respectfully requests thIS Court to grant reheanng and Issue an 

amended opmlOn that reverses the tnal court and remands thIS case for a tnal on the ments 

August ~ 2009 
ColumbIa South Carolma 

COLUMBIA 964114vl 

Respectfully SubmItted, 

Robert L WIdener 
Celeste T Jones 
A VIctor Rawl, Jr 
Andrew G Melhng 
McNAIR LAW FIRM, P A 
Post Office Box 11390 
ColumbIa, South Carohna 29211 
(803) 799-9800 

Stevens B Elhott, EsqUIre 
Post Office Box 6922 
Columbia, SC 29260-6922 
(803) 254-7980 

A TIORNEYS FOR ApPELLANT 
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Momca Weston, 

THE STATE OF SOUTH CAROLINA 
In the Court of Appeals 

APPEAL FROM RICHLAND COUNTY 
In The Court of Common Pleas 

James R Barber, III, CIrcUIt Court Judge 
G Thomas Copper, Jr ,CIrCUIt Court Judge 

Case No 05-CP-40-0655 

v 

Kims Dollar Store and 
CIBA VlSlon, a dIvIsIOn of Nov art IS Company 

Appellant, 

Respondents 

RESPONDENT CIBA VISION'S RETURN IN OPPOSITION 
TO PETITION FOR RECONSIDERATION 

Appellant, Momca Weston, filed a PetitIOn for Rehearmg under Rules 221 and 224, 

SCACR, requestmg that thIS Court Issue an amended opmIOn and remand thIS case to tnal In 

support of thIS PetItIOn, Appellant submIts that thIS Court's opmIOn mIsapprehends the law of 

federal preemptIOn As set forth herem, Appellant's PetitIOn should be demed as untimely 

AlternatIvely, the PetitIOn should be demed on the basIs that thIS Court dId not mIsapprehend the 

law, rather, It IS Appellant who mIsapprehends both the law of federal preemptIOn and the 
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eVIdence that must be presented to establIsh the eXIstence of federal preemptlOn See Arnold V 

Carolma Power & LIght Co, 168 SC 163, 167 SE 234 (1933) 1 

A APPELLANT'S PETITION FOR REHEARING IS UNTIMELY 

The Court's opmlOn affirmmg entry of summary Judgment In favor of Respondent was 

filed on July 15, 2009 (OpInlOn No 4592 - heremafter, "OpInlOn AffirmIng Summary 

Judgment") 2 Pursuant to SCACR 221 (a) "PetItlOns for rehearmg must be actually receIved by 

the appellate court no later than fifteen (15) days after the fihng of the opimon, order Judgment 

or decree of the court" Instead of filmg the PetitlOn withm the fifteen day deadlme, on July 30, 

2009, Appellate sent a letter to the Clerk of Court, acknowledge that July 30, 2009 was the 

deadhne, but requested an extenslOn untIl August 14, 2009 On August 3, 2009 (after the 

1 What the South Carolma Supreme Court SaId over 75 year ago IS equally apphcable to thIS 
case 

We regard thiS as an opportune time to say some things regarding petztzons for 
reheanngs which perhaps, we should have sazd a long time ago The purpose of 
a petztlon for rehearing seems not to be fully understood by some members of the 
bar PetitIOns of that character are allowed by the terms of rule 17 of thiS court 
The purpose of such a petmon IS to azd the court In deCiding correctly a case 
heard by If The petztzon must show accordmg to the rule the pomts supposed to 
have been overlooked or mIsapprehended by the Court The purpose of a 
petitIOn for rehearmg IS not to have presented pomts which lawyers for the losmg 
partIes have overlooked or misapprehended and the purpose of a petItIOn for 
reheanng IS not Just to have the case tned m thiS court a second time 

Petitions for reheanng are filed m at least three-fourths of the cases deCIded by 
thiS court Many of them we fear some time are filed Just for delay It IS a rare 
thmg when the court grants such a petlflOn Usually they are dismissed wlfh a 
SImple order to that effect for the reason that they contam nothing but a 
"rehash of what the losmg party has sazd before matters whIch the court has 
already considered well and disposed of 

Arnold, 167 SEat 238 

2 The Appellate OpInlOn IS currently avaIlable on Westlaw as 2009 WL 2136707 (S C App 
2009) 

2 
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deadlme), the Court accepted the request and stated that "Please be advIsed that the PetitIOn for 

Reheanng IS due on August 14, 2009 It must be receIved by thIS office by 5 00 p m on the due 

date" Instead of filIng the PetitIOn by the August 14, 2009 deadlme, on August 14, 2009, 

Appellate filed a motIOn, acknowledged that August 14,2009 was the deadlme, but requested a 

fifteen (15) day extensIOn until August 31, 2009 3 On August 17, 2009 (after the August 14 

deadlme), the Court granted Appellant's motion 4 Appellant served ItS PetitIOn on August 31, 

2009 

SCACR 221(a) reqUIres that a petitIOn for reheanng "must actually be receIved" by the 

appellate court withm fifteen (15) days SCACR 221(a) reqUIres that the party seekmg a 

reheanng comply WIth SCACR 240 (formerly SCACR 224) SCACR 240(b) expressly states 

that the "tIme hmits Imposed by these Rules shall not be stayed by the filmg a motion" 

Appellate tWice faIled to seek an extensIOn, and faIled to obtam rehef, m time to aVOid the 

expIratIOn of the deadhne for filmg the petitIOn for reheanng It appears from the letter dated 

July 30, 2009 (See Ex A), that Appellant was aware of the deSIre for an extensIOn before the 

deadhne Havmg waIted untIl the deadhne to seek the extensIOn, It was mcumbent upon the 

Appellant to actually obtam the extensIOn before the expIratIOn of the deadhne as reqUIred by 

SCACR 240(b) Havmg done neIther, the deadlme for filmg a petitIOn for reheanng lapsed The 

Court's August 3, 2009 endorsement on the letter request for extensIOn can not reVIve a lapsed 

deadhne Camp v Camp, 378 S C 237, 241, 662 S E 2d 458, 460 (Ct App 2008) (holmg that 

Appellant was too late m filmg notice of appeal and cItmg Allender v Raytheon AIrcraft Co . 

439 F 3d 1236, 1238 (10th Clr 2006) for propOSItIOn that even court's Improper extensIOn of 

3 Actually a 15 day extensIOn from August 14, would have elapsed on August 29 

4 The referenced fihngs related to the extensIOn requests are attached hereto as composIte ExhIbIt 
A 
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time could not reVIve the lapsed deadlme), Kraus V ConsolIdate RaIl Corp, 899 F 2d 1360, 

1361-63 (1990) (tIme for filIng Rule 59(e) motIOn lapsed after 10 days and Court's 10 day 

extensIOn, dId not excuse late fihng, even though the extensIOn was granted withm the first 10 

days and was rehed on by the Appellant) Here Appellant could not have rehed on the Court's 

extensIOn because she allowed the tIme penod to expIre before the extensIOn was granted 

Moreover, rehance on an office pohcy to routmely approve an mitIal request for extensIOn would 

not supersede the dIctate of SCACR 240(b) that the "tIme lImIts Imposed by these Rules shall not 

be stayed by the fihng a motlon " That It mIght have been easIly obtamed does not ehmmate the 

need for It to have been tImely obtamed 

Appellant then repeated the same meffectIve exerCIse on August 14, whIch SImIlarly 

faIled to reVIve the expIred deadlme Accordmgly, Appellant's PetItion for Rehearmg must be 

dIsmIssed as untimely As set forth below, Appellant's untImely PetItIon IS harmless as the 

petItion prOVIdes no JustIficatIOn to modIfy the OpmIOn Affirmmg Summary Judgment 

B APPELLANT'S PETITION FOR REHEARING IS WITHOUT MERIT 

Appellant's PetItIon for Rehearmg should be demed as havmg no mentonous baSIS 

Appellant's argument IS premIsed on the same logIcal fallacy submItted to and rejected by thIS 

Court m her bnef on appeal Namely, that federal preemptIOn can only anse under the MedIcal 

DeVIce Amendments to the Federal Food, Drug, and Cosmetic Act (21 USC § 301, et seq) If 

the FDA and the Respondent phrased the Premarket Approval (PMA) m the exact terms selected 

by Appellant BuIldmg on thIS unstable premIse, Appellant SImply scours the overwhelmmg 

eVIdence estabhshmg Premarket Approval by the FDA and selects terms not used by the FDA m 

grantmg Premarket Approval Appellant proclaIms that smce her self-selected magIcal words 

were not reCIted by the FDA m grantmg Premarket Approval, there must be a genume Issue of 
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matenal fact 5 ThIS ttred argument IS the same fatled argument that Appellant made to the Tnal 

Court and to thIS Court m her bnef That IS not the purpose of a petttIOn for rehearmg Kennedy 

v South Carohna Retuement System, 349 S C 531,532,564 S E 2d 322, 322 (S C 2001) ("The 

purpose of a petttIOn for rehearmg IS not to have the case trIed m the appellate court a second 

tIme "), see also, Jean H Toal, Shahm Vafal & Robert Muckenfuss, Appellate Practtce m South 

Carolma 309 (1999) Further hlghhghtmg that Appellant IS merely rehashmg her pnor 

arguments IS the fact that she CItes no legal authonties m her entIre seven (7) page PetttIOn 

The most disturbmg aspect about Appellant's PetttIOn for Reheanng, IS that she takes a 

pOSItIOn that IS 180 degrees from her pOSItIOn before Judge Cooper below At the summary 

Judgment hearmg, ClBA sought to ehmmate even non-genume questtons about FDA approval by 

draftmg a letter for the Court to send to the FDA (pursuant to an approved procedure m the Code 

of Federal RegulatIons) specIfically askmg for further confirmatIOn that Appellant's specIfic 

contact lenses were wlthm the FDA's pre-market approval (Transcnpt p 44, hnes 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, 

Appellant's counsel called It a "delaymg tactIc" to whIch "[w]e've actually filed a fnvolous 

motIon letter" (Transcnpt p 45, hnes 1-5) (R P 305) Havmg succeeded m stoppmg the 

Court from obtammg absolute confirmatIOn dIrectly from the FDA Itself, Appellant now argues 

that only absolute confirmatIOn dIrectly from the FDA could be conSIdered by the Court m 

5 The "magIC words" Appellant argues for are essentIally "Although the PMA apphcatIOn and 
the thIS PMA approval cover a range of powers (from (-) 20 dIOpters through (+) 20 dIOpters) of 
contact lenses, and, although, zero power lenses fall at the center of that range, as the FDA has 
repeatedly adVIsed, nevertheless, the FDA, affirmatIvely states, m order that there can be no 
mlsunderstandmg, that zero power lenses fall wlthm the range covered by thIS PMA approval" 
Of course, had the FDA gone mto thIS much detail m Issumg It'S approval, the approval "letter" 
would be a "book", and Appellant would have SImply mvented other magIC words 
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grantIng summary Judgment (thereby dIsregardIng all the other eVIdence of pre-market approval 

and the fact that no eVIdence to the contrary was ever submItted by Appellant) 6 The Court dId 

not accept the Appellant's strategIC "about-face" when consldenng the InItIal appeal and It 

should not allow Appellant to recycle that tactIC In thIS PetItIOn Hayne Federal CredIt Umon V 

BaIley, 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 htIgatIOn "[WJhere 

a party assumes a certam poslflon m a legal proceedmg and succeeds m mamtammg that 

poslflOn he may not thereafter, slmply because h,s mterests have changed assume a contrary 

posltlOn ) (Internal CItatIOns omItted) It IS worth notIng that Appellant choose not to file a 

Reply bnef or otherWIse try to explaIn her reversal of pOSItIons 

ThIS Court specIfically acknowledged, addressed, and found "unpersuasIve" Appellant's 

argument that ClBA VISIOn was reqUIred to submIt a PMA approval letter speCIfically addressed 

to plano lenses (as opposed to a PMA approval letter that mcludes approval for a full dIOpter 

range of lenses that would necessarIly Include the plano or zero power lenses at Issue In thIS 

case) see OpmIOn Affirmmg Summary Judgment, Page 5 7 In so findmg, thIS Court conSIdered 

a wealth of uncontradIcted eVIdence m the record concernmg the PMA approval process and the 

regulatory requIrements that pertam to the lenses at Issue On the baSIS OfthiS eVIdence, (and the 

absence of any contrary eVIdence submItted by Appellant), thIS Court concluded that the lenses 

at Issue are Class III medIcal deVIces subject to and approved by the FDA pursuant to the PMA 

process As a necessary corollary, and In conformance WIth the Supreme Court's recent deCISIon 

In RIegel v Medtromc, 128 S Ct 999 (2008), thIS Court concluded that Appellant's causes of 

6 See FInal Bnef of Appellant, page 9 (Headmg I), wherem Appellant unsuccessfully argued" 
there IS a questIOn of fact as to whether the FDA approved the lenses at Issue here" 

7 Weston v KIm's Dollar Store, 2009 WL 2136707 *5 (S C App 2009) 
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actlOn are therefore properly preempted under the Federal FD & CA's MedIcal DeVIce 

Amendments and affirmed the decislOn of the tnal court See 21 USC A §360(k)(a) 

In the face of the great weIght of the eVIdence m the record m support of Respondent's 

pOSItIon and lackmg any admISSIble eVIdence m contraventlOn of the same, Appellant contends 

that PMA approval can purportedly be estabhshed m only the preCIse form she prescnbes 

Appellant's argument IS WIthout legal support Rule 56, SCRCP, states that a motIon for 

summary Judgment "shall be rendered forthWIth If the pleadmgs, depOSItIons, answers to 

mterrogatones, and admlsslOns on file, together WIth the affidaVIts, If any, show that there IS no 

genume Issue as to any matenal fact " Here, the eVIdence m the record was uncontradIcted 

Accordmg to Appellant, It SImply was not the nght eVIdence Appellant's argument IS akm to 

clatmmg that the only means of estabhshmg ownershIp of an Item IS by submIttmg the receIpt for 

purchase Of course, ownershIp can be shown m any number of ways For example, possesslOn, 

long tIme use, a stamped purchase order, a bIll of ladmg, a store cashIer's testImony, a store's 

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

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

and CIrcumstantIal eVIdence and make no dIstmctlOn between the weIght or value allotted to 

each It IS Important to note that Appellant does not clatm a factual Issue eXIsts because she has 

submItted a receIpt showmg that she owns the Item, rather, she says that despIte all the mdicla of 

ownershIp hsted above, a factual Issue eXIsts untIl the receIpt IS produced ThIS IS not the law 

and Appellant cannot aVOId summary Judgment by vague references to "phantom eVIdence" or 

arttficmlissues of fact Buekner V Sam's Club, Inc, 75 F 3d 290, 292 (7th Clr 1996) 

The pertment questlOn IS whether, once Respondent met ItS burden, Appellant came 

forward WIth any eVIdence demonstratmg the eXIstence of a genume Issue of matenal fact 

7 

033 



Appellant dId not do so Hence, the eVIdence m the record supports but one reasonable 

conclUSIOn, namely, that the lenses at Issue are Class III medIcal deVIces that are regulated by the 

FDA under a regulatory scheme that preempts the claIms for WhICh Judge Cooper entered, and 

thIS Court affirmed, summary Judgment RIegel V Medtroruc, 128 S Ct 999 (2008) 

C THE EVIDENTIARY RECORD IS UNCONTESTED 

Appellant argues that the Court should allow her a reheanng to address an eVIdentiary 

matter that she faIled to raise at the summary Judgment heanng and faIled to preserve on appeal 

Appellant IS not entitled to supplement the record, nor would supplementatIOn serve any purpose 

whatsoever See Respondent's Response m OppOSItion to Appellant's Motion to Supplement the 

Record on Appeal Without grantmg the belated attempt to mJect unpreserved matters mto the 

Record on Appeal, Appellant's request for rehearmg IS baseless 

Even If the supplementatIOn IS allowed, Appellant's request for rehearmg based on the 

uncontested eVIdentIary record before the tnal court IS Without ment 8 Although a reVIew of 

summary Judgment may be de novo, "the admISSIOn or exclUSIOn of eVIdence m generalIS withm 

• 
the sound dIscretIOn of the tnal court In both mstances, the tnal court's deCISIOn wIll not be 

dIsturbed on appeal absent an abuse of dIscretIOn" FIelds V RegIOnal Medical Center 

Orangeburg, 363 S C 19, 25-26, 609 S E 2d 506, 509 (2005), see also, PIke V South Carohna 

Dept of Transp, 343 S C 224, 234, 540 S E 2d 87, 92 - 93 (2000) Moreover, to "warrant 

reversal based on the admISSIOn or exclUSIOn of eVIdence, the appellant must prove both the error 

of the rulmg and the resultmg prejUdICe "( emphasIS added) FIelds, 363 SCat 26, 609 S E 2d at 

509 The abuse of discretIOn standard for eVIdentIary ruhngs apphes at the summary Judgment 

8 If the Court exammes Appellant's unfiled Rule 59( e) motIOn/memorandum m connectIOn WIth 
thIS PetItIOn, Respondent requests that the Court also reVIew pages 7-13 and 16-17 of the Fmal 
Bnef of Respondent CIBA VISIOn, whIch set forth the futIle nature of Appellant's substantIve 
argument 

8 
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stage as well Bessmger v BI-Lo, Inc, 329 S C 617, 620, 496 S E 2d 33, 35 (Ct App 1998) 

(summary Judgment affirmed under abuse of discretlOn standard apphed to eVIdentiary ruhng of 

tnal court), see also SEC V Phan, 500 F 3d 895, 912-913 (9th Clr 2007) (refusal to exclude 

eVIdence at summary Judgment state IS "reVIewed for and abuse of discretlOn and warrants 

reversal only when the' eVIdence ruhng was manIfestly erroneous and prejudIcial '" (emphasIs m 

ongmal)(mtemal citatlOn omItted)), LaSalle Bank Nat Ass'n V Nomura Asset CapItal Corp, 

424 F 3d 195,211 (2nd Clr 2005) ("we reVIew the tnal court's eVIdentiary ruhngs, whIch define 

the summary Judgment record, and gIve these rulmgs theIr due deference" (guotmg, 

ChrIstophersen v Alhed-Slgnal Corp, 939 F 2d 1106, 1009 (5th CIr 1991)(en banc)), Brackens 

v Best Cabs, Inc, 146 Fed Appx 242, 245 (10th Clr 2005), E EO C v Green, 76 F 3d 19, 

24 (l st Crr 1996) ("OrdmarIly, the dIstnct court has broad authonty to prescnbe the eVIdentIary 

matenals It WIll conSIder m decldmg a motion for summary Judgment "), Marks V Newcourt 

CredIt Group, Inc, 324 F 3d 444, 457 (6th Cu 2003) (at summary Judgment stage, all eVIdentiary 

rulmgs are reVIewed for abuse of discretlOn, mc1udmg whether supportmg eVIdence IS hearsay) 

In hght of the abuse of discretlOn/resultmg prejUdICe standard of reVIew apphcable to the 

tnal court's eVIdentiary determmatlOns, Appellant cannot show that thIS Court overlooked or 

mIsapprehended any matenal Issue JustIfymg reheanng the appeal It IS the Appellant who 

overlooked rmsmg any obJectlOn to the tnal court before or at the summary Judgment heanng 

and faIled to preserve the Issue on appeal Regardless, as a substantive matter, the totahty of the 

eVIdence submItted to the tnal court overwhelmmgly estabhshed federal preemptlOn requmng 
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entry of summary Judgment, and therefore, Appellant's faIlure to address and/or preserve thIS 

eVIdentIary Issue was harmless 9 

In hght of the above, Respondent respectfully requests that Appellant's PetItIOn for 

Rehearmg be demed 

Dated October 1, 2009 

Respectfully submItted, 

~1~ 
KeIth D Munson (SC B\tr No 13400) 
SandI R WIlson (SC Bar No 16896) 
Womble Carlyle Sandndge & Rice, PLLC 
POBox 10208 
GreenvIlle, SC 29603 
Phone (864) 255-5400 
Fax (864) 255-5480 

CurtIS L Ott 
Turner, Padget, Graham & Laney, P A 
Post Office Box 1473 
ColumbIa, SC 29202 
Phone (803) 254-2200 
Fax (803) 799-3957 

ATTORNEYS FOR RESPONDENT 
elBA VISION 

9 In fact, It may have been strategIc or fortUItouS m allowmg Appellant to concentrate on what 
she perceIved to be her better arguments agamst summary Judgment (although, ultImately also 
unsuccessful) 
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JUL-30-2009 15 00 Me NAIR LAW FIRM 

July30 2009 

VIa Couner 

Honorable Jeanette F Barber 
Clerk of Court 
S C Court of Appeals 
Post Office Box 11629 
ColumbIa, South Carolma 292 I 1 

Re Weston, Momca v KIm s Dollar Store (2) 
OplOlon No 4592 
Heard June 9, 2009 - filed July 15 2009 

Dear Ms Barber 

Appellant s PetitIOn for Rehearmg IS currently due July 30 2009 Due to 
conflIcts In the schedule of counsel Appellant respectfully requests a fifteen 
(15) day extensIOn to file and serve the PetttIOn for Reheanng TIlls extensIOn 
would make the PetItion due on August 14,2009 We have enclosed our finn's 
check m the amount of $25 00 Wt:. are nonfymg counsel of record of thIs 
request VIa facsImlle and US MaIl 

Respectfully yours 

~~ 
Robert L WIdener 

RLW/as 
Enclosures 

cc (VIa facslImle and U S MdlI) 
CurtIS L Ott 
DanIel T SullIvan 
KeIth D Munson 
A VIctor Rawl Jr 
Andrew G Melbng 
Celestc T Jones 

P 002/002 

Robo I L W d"nor 

Wlden~(@rncn3Ir not 

T (SO.}) H9 3600 
F (80~) 7S3 :)215 

McNair L-I'onn P A. 

The Towor 81 130 t GQlV818 

1.01 0«It:> SIrool 161h Aoor 

Colurmoa SC2'a201 

Mailing hl<tro>$ 

PO Box 11390 

CoI~ SC 29211 

lDERSON 

('or UMBlA 9G21i9ivl 
DWFFrON CHARLESTON CHARLOTTF COLUMBIA GRFt:NVILLE HIL TON Ill:-I'O MYRTLE BeACH 

TOTAL P 002 
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mbe ~outb <!Caroltna <!Court of ~ppeaIs 

JEANETTE F BARBER 
CLERK 

V CLAIRE ALLEN 
DEPUTY CLERK 

Robert L WIdener, EsqUIre 
Celeste T Jones, EsqUIre 
A Vlctor Rawl, Jr EsqUIre 
Andrew G Mellmg, EsqUIre 
McNatr Law Fmn, PA 
POBox 11390 
ColumbIa, SC 29211 

August 3, 2009 

Re Weston, Momca v Klm's Dollar Store (2) 

Dear Counsel 

POST OFFICE BOX 11629 
COLUMBIA SOUTH CAROLINA 29211 

1015 SUMTER STREET 
COLUMBIA SOUTH CAROLINA 29201 

TELEPHONE (803) 734 1890 
FAX (803) 734 1839 

www sccourts org 

The followmg Order has been endorsed on your request for extenslOn of time to file the PetItlOn 
for Reheanng m the above entItled case on appeal 

MotlOn Granted 
sl Jasper M Cureton, A J 

August 03,2009 " 

Please be adVIsed that the PetItlOn for Reheanng IS due on August 14, 2009 It must be recelved 
by thIS office by 5 00 P m on the due date 

cc 

~--A 
Renee S Johnson r 

Admmistral1ve SpeCIalIst 

CurtIS L Ott, EsqUIre 
Damel Thomas SullIvan, EsqUIre 
KeIth D Munson, EsqUIre 
SandI R WIlson, EsqUIre 

r--- --
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MCNAIR 

August 14 2009 

Via Couner 

Honorable Jeanette F Barber 
Clerk of Court 
S C Court of Appeals 
Post Office Box 11629 
ColumbIa, South Carolma 29211 

Re Weston, Momca v KIm s Dollar Store 

Dear Ms Barber 

Enclosed for filIng, please find the ongmal and seven copIes of Appellant s 
MotIOn for ExtenSIOn to FIle and Serve PetitIon for Reheanng Also enclosed 
are the ongInal CertIficate of ServIce and our check In the amount of $25 00 
By copy of this letter, we are servmg all counsel of record WIth a copy of the 
motIOn VIa facSImIle and by U S Mad 

Respectfully yours, 

McNAIR LA W FIRM P A 

ATTORNEYS 

Robert L Widener 

rWldener@mcnalr net 

T (803) 799 9800 
F (803) 753 3276 

~U&~~-

NDERSON 

Robert L WIdener 

RLW/as 
Enclosures 

cc CurtIS L Ott 
Damel T Sullivan 
KeIth D Munson t/" 

BLUFFTON CHARLESTON CHARLOTTE 

,- ---- -------
I 
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McNair Law Firm, P A 

The Tower at 1301 Gervais 

1301 Gervais Street 18th Roo< 

Columbia SC 29201 

HILTON HEAD 

Mailing Address 

PO Box 11390 

Columbia SC 29211 

mcnalrnet 
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MOnIca Weston 

THE STATE OF SOUTH CAROLINA 
In the Court of Appeals 

APPEAL FROM RICHLAND COUNTY 
In The Court of Common Pleas 

G Thomas Cooper, Jr , Circuit Court Judge 

Case No 05-CP-40-0655 

v 

Appellant 

Kim s Dollar Store and 
CIBA VIsiOn, a divIsiOn ofNorvartls Company, Respondents 

MOTION FOR EXTENSION TO FILE 
AND SERVE PETITION FOR REHEARING 

The PetitIOn for Reheanng ill thIS case IS due to be filed by August 14, 2009 Due to 

conflIcts ill the schedule of counsel Appellant MOnIca Weston respectfully requests a fifteen 

(15) day extensIOn to file and serve the PetItIOn ThiS extenSiOn would make the PetItIOn due on 

August 31, 2009 

ColumbIa, SC 
August 14, 2009 

COLUMBIA 943664\/ 

Respectfully submitted, 

Robert L WIdener 
A Victor Rawl, Jr 
McNair Law Firm, P A 
Post Office Box 11390 
Columbia, South Carolina 29211 
(803) 799-9800 

ATTORNEYS FOR APPELLANT 



Momca Weston, 

THE STATE OF SOUTH CAROLINA 
In the Court of Appeals 

APPEAL FROM RICHLAND COUNTY 
In The Court of Common Pleas 

G Thomas Cooper, Jr , Clrcmt Court Judge 

Case No 05-CP-40-0655 

v 

KIm's Dollar Store and 
CIBA VISIOn, a diVISIOn ofNorvartls Company 

CERTIFICATE OF SERVICE 

Appellant 

Respondents 

I Ann Shuler, an employee of the McNair Law Fmn, certify that I have served a copy of the 

Appellant's Motton for ExtensIOn by facsimIle and by deposItmg a copy m the Umted States Mall 

postage prepaid, on August 1!/;2009 addressed to the attorneys of record, as follows 

COLUMBIA 8764)5v) 

KeIth D Munson, EsqUIre 
SandI R WIlson EsqUIre 

Womble Carlyle Sandndge & RIce, PLLC 
Post Office Box 10208 
GreenvIlle, SC 29603 

CurtIS L Ott, EsqUIre 
Turner, Padget, Graham & Laney 

Post Office Box 1473 
ColumbIa, SC 29202 

Attorneys for the Respondent CIBA VISIOn 

042 



Damel T SullIvan, EsqUIre 
Young and SullI van L L P 

907 Calhoun Street 
ColumbIa, SC 2920 I 

Attorney for the Respondent KIm's Dollar Store 

Ann Shuler 

I 
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~be ~outb <!Caroltna <!Court of ~ppeaIs 

JEANETTE F BARBER 
CLERK 

V CLAIRE ALLEN 
DEPUTY CLERK 

Robert L WIdener, EsquIre 
Celeste T Jones, EsqUlre 
A VIctor Rawl, Jr EsqUIre 
Andrew G Mellmg, EsqUlre 
McNaIr Law Fmn, PA 
POBox 11390 
ColumbIa, SC 29211 

August 17, 2009 

POST OFFICE BOX 11629 
COLUMBIA SOUTH CAROLINA 29211 

1015 SUMTER STREET 
COLUMBIA SOUTH CAROLINA 29201 

TELEPHONE (803) 734 1890 
FAX (803)734 1839 

www sccourts org 

Re Weston MOllIca v KIm's Dollar Store (2) 

Dear Counsel 

The followmg Order has been endorsed on your MotIon for ExtensIOn of TIme to FIle and Serve 
PetItIOn for RehearIng m the above entltled case on appeal 

"MotIon Granted 

August 17, 2009 " 

sl Jasper M Cureton, A J 
F or the Court 

Please be adVIsed that the PetItIOn for RehearIng IS due on August 31, 2009 It must be receIved 
by thIS office by 5 00 p m on the due date THERE WILL BE NO FURTHER 
EXTENSIONS GRANTED 

mcerely, ~ 
I(\~­-;r 

Renee S Johnson {j 

AdmmIstratIve SpecIalIst 

,------------- -----



1 

cc CUrtIS L Ott, EsqUIre 
Damel Thomas SullIvan, EsqUIre 
Kelth D Munson, EsqUIre 
SandI R Wilson, :esqUIre 

~-----~~\ 
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Momca Weston, 

~ THE STATE OF SOUTH CAROLINA 
In The Court of Appeals 

APPEAL FROM RICHLAND COUNTY 
In The Court of Common Pleas 

James R Barber, III, CIrcUlt Court Judge 
G Thomas Cooper, Jr , ClrcUlt Court Judge 

Case No 05-CP-40-0655 

v 

1R lBClIUVBD 

OC r 1 5 2009 

SC COurt of Appeals 

Appellant, 

Klm's Dollar Store and 
ClBA VlSIOn, a dIVISIOn of Norvartls Company Respondents 

COLUMBI ~ 975009vl 

REPLY TO RETURN TO 
PETITION FOR REHEARING 

Robert L Widener 
Celeste T Jones 
A Victor Rawl, Jr 
Andrew G Melhng 
McNAIR LAW FIRM, P A 
Post Office Box 11390 
Columbia, South Carolma 29211 
(803) 799-9800 

Stevens B EllIott, EsqUlre 
Post Office Box 6922 
Columbla, SC 29260-6922 
(803) 254-7980 

ATTORNEYS FOR ApPELLANT 



REPLY ARGUMENTS 

The Petition for Rehearrng IS timely 

The PetItlOn for Reheanng IS tImely under longstandmg practIce and procedure m both 

appellate courts smce the adoptlOn of the SCACR CIBA's argument to the contrary IS based on 

a mIwnderstandmg of appellate practIce m South CarolIna and IS mamfestly wIthout ment 

II Rehearrng should be granted 

States, not the federal government, have the pnmary authonty and responsIbIhty for 

protectmg consumers from defectIve products The pnmacy of the states' authonty IS the 

cornerstone of the Amencan system of government Federal preemptlOn m thIS or any other field 

IS po'>sIble, but It IS the exceptIon and IS to be stnctly construed m favor of states' nghts When 

Congress sets forth reqUIrements for tnggenng preemptIon, the law mamfestly demands stnct 

complIance WIth those reqUIrements If CIBA WIshed to oust South Carolma's ]UnSdictlOn over 

the tradItIonal state-law field of torts, It was mcumbent upon CIBA to stnctly comply WIth the 

reqUIrements for preemptlOn It faIled to do so 

Contrary to CIBA's arguments Appellant (Customer) has not "selected' the terms for 

preemptlOn Those terms are undIsputed and Imposed by law (l) preemptlOn anses only If the 

product has been submItted for approval by and actually approved by the FDA m Its pre-market 

approval (PMA) process, and (2) such approval anses only If gIven m a PMA letter Here, It IS 

undIsputed that (1) ClBA never sought and never receIved a PMA letter approvmg ItS zero­

power lenses as such, (2) all PMA letters referencmg a dlOpter range that ostensIbly mcluded 

zero-power lenses as such lImIted the approval to lenses for the 'correctlOn of vIsual aCUIty", and 

(3) zelo-power lenses cannot and do not correct VIsual aCUIty These facts, standmg alone, show 

COLUMBIA 975009vi 
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there IS no preemptIOn III thIS case and, at the very least, create an Issue of fact that precludes the 

summary Judgment granted by the tnal court 

Contrary to CIBA's arguments, Customer does not rely on the absence of' magIc words' 

m the PMAs To the contrary, Customer relIes on the language used by the FDA m the PMA 

lette] s, to-WIt the lImItatIOn of the approval to lenses for the 'correctIOn of vIsual aCUIty," 

somethmg that zero-power lenses cannot do 

CONCLUSION 

For the reasons set forth above and m the PetItIon for Reheanng, and for the reasons 

presented III the Bnef of Appellant and at oral argument, Appellant respectfully requests thIS 

Court to grant reheanng and Issue an amended opmIOn that reverses the tnal court and remands 

thIS case for a tnal on the ments 

October IS , 2009 
ColumbIa, South Carolma 

COLUMBIA 975009\ I 

Respectfully SubmItted, 

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

Stevens B EllIOtt, EsqUIre 
Post Office Box 6922 
ColumbIa, SC 29260-6922 
(803) 254-7980 

ATTORNEYS FOR ApPELLANT 
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mbe ~outb <!Carohna <!Court of ~ppea{g 

MOnica Weston, Appellant 

v 

KIm's Dollar Store and CIBA VIsIOn, a 
divIsIon of Novartls Company, Respondents 

The Honorable G Thomas Cooper, Jr 
RIchland County 

Tnal Court Case No 2005-CP-40-00655 

ORDER DENYING PETITION FOR REHEARING 

PER CURIAM After a careful consIderatIOn of the PetItIOn tor Reheanng, the Court IS 

unabk to dIscover that any matenal fact or pnnclple of law has been eIther overlooked or 

disregarded and hence, there IS no basIs for grantmg a reheanng It IS, therefore, ordered that the 

PetItIOn for Reheanng be demed 

Columbia, South Carolma 

November R, 2009 

r--------~ 
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cc Robert L Wldener, EsqUIre 
Celeste T Jones, EsqUIre 
A VIctor Rawl, Jr EsqUIre 
Andrew G Mellmg, EsqUIre 
CurtIS L Ott, EsqUIre 
Damel Thomas Suillvan, EsqUIre 
KeIth D Munson, EsqUIre 
SandI R WIlson, Esqmre 
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MOllica Weston, 

THE STATE OF SOUTH CAROLINA 
In the Supreme Court 

APPEAL FROM RICHLAND COUNTY 
In The Court of Common Pleas 

G Thomas Cooper, Jr , CIrcUIt Court Judge 

Case No 05-CP-40-0655 

OpmIOn No 4592 
Heard June 9, 2009 - FIled July 15, 2009 

v 

KIm's Dollar Store and 
CIBA VIsIOn, a dIVISiOn ofNorvartls Company, 

CERTIFICATE OF SERVICE 

S C SUPREME COURT 

PetItIOner, \ 

Respondents 

I, Ann Shuler, an employee of the McNmr Law FIrm, certIfy that I have served a copy of the 

PetltIOner's Amended AppendIx to PetltIon for a Wnt of Certwran by deposltmg a copy m the 

Umted States Mml, postage prepmd, on February J:L, 2010 addressed to the attorneys of record, as 

follows 

KeIth D Munson, EsqUIre 
SandI R WIlson, EsqUIre 

Womble Carlyle Sandndge & RIce, PLLC 
Post Office Box 10208 
GreenvIlle, SC 29603 



COLUMBIA 8764))v) 

CurtIS L Ott, EsqUIre 
Turner, Padget, Graham & Laney 

Post Office Box 1473 
ColumbIa, SC 29202 

Attorneys for the Respondent elBA VISIon 

Damel T Sulhvan, EsqUIre 
Young and SullIvan, L L P 

907 Calhoun Street 
ColumbIa, SC 29201 

Attorney for the Respondent KIm's Dollar Store 

Ann Shuler 
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