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WO 2008/ 032226 PCT/ 1 B2007/ 004097 COLORED CONTACT LENS
PRI MARY PACKAG NG 5 RELATED APPLI CATI ONS [ 0001] The
w@e@soes22@ppl i cation clainms priority to U S.  PCT/IB2007/004097
Provi sional Patent Application No. 60/832,324 filed
July 21, 2006 by Stephen D. Newman titled, 10 "Duo
Packagi ng for Di sposable Soft Contact Lenses Using a
Substrate"” and U.S. Provisional Patent Application
No. 60/833,230 filed July 24, 2006 by Stephen D.
Newman tilted, "Colored Contact Lens Primary
Packaging." It also clains priority US. UWility
Pat ent ezﬁl_l cation No. 11/780, 987 filed July 20, 2007
by Step EDNeQNACTLENS PRIMARY PAG ASHAGING cne

Primary Packagi ng." The applications are 15 hereby
i ncorporated by reference in their entireties. FIELD
[ 0002] The present systens and nethods relate to

contact |ens 20 pREKIYIFY APRLIONRONS ticularly, to an

i mproved system and nethod for formng a col ored

contact lens primary package while satisfying | ens
packaging criteria, including sterility. BACKGROUND

25 [0001]3] ©bé¢ presen applhtationoriaios plienity és UnbePomtisiondlyPatent

Aprigatt: NGy apiar 2R RUB 2R RE Y SiShBiN Y Nebatiter,
“Dus FtRE Ry fo¥ Dispdeadid S6f CuttadLichees rU;s(g:fq’éCSUb"s@ralé” driteu.S.

requi srte packaging criteria. The t ional blister

ProysiokapRalery Ap@h(:ammol 60/8B38R301filey Jubr 24 20ficspoStaphen D.

vl SR 13, B s o

Sr ertigtyr RstehDABSlicatiohaNs. ")1/7 8@BBEdﬂéd’J@ym@)| p067 bgyStephen D.
film consisting of pol é@g | ene, al um num_a bondi ng
Nevggeanttitigdd Gatores@potash imasy G@rkagingg 7 he applications are

£y f y an injection
her%{ dgé&ﬁ%sti <:y Hgl rceﬂeﬁgr%'ﬂ%u;%r%r%ﬁ%.f ness but is
capable of Ilimted elastic deflection and includes a

preformed recess. The bogplEl® filled with a suitable
storage solution, preferably saline, and

[0002] The present systems and methods relate to contact lens
packaging and more particularly, to an improved system and method for forming
a colored contact lens primary package while satisfying lens packaging criteria,

including sterility.

BACKGROUND

[0003] Soft disposable contact lenses are commonly contained in
disposable packages. As packaging adds to the overall cost of the lens, it should
be made as economically as possible but without compromise to the requisite
packaging criteria. The traditional blister pack packaging (shown in FIGS. 1-3) for
disposable lenses (both bi-weekly and daily) consists of a polypropylene
receptacle for the lens (herein after referred to as a "boat"), topped by a multi-
layer film consisting of polyethylene, aluminum, a bonding agent and
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receives a single lens in situ. The blister pack is

then autocl aved using steam 5 and pressure to term nal
w@ee@siobi2ey. These blister packs are presented POI/IB2607/004097

patient in boxes of individual packs (FIGS. 4-5) or

as multiple blister strips. [0004] The marketing

objective is to present the contact lens to a patient

in an aesthetically pleasing package that both

satisfies the statutory requirenents for sterility

and stability, and allows the patient to renove the

polyryapupRa [ Plat R YRy inecionTaoldaciagts Whkh s hioh
stiff48sd b%@'&%a@@oﬁmtéodel%% HbASHMR SHid %R@i‘és 3 preformed

transms hrough the boat and |l am nated |ayer to
recensx iThiedwat ligefillgdatvith |a| suitabledstprageesolution,yireferably safine hand

recqifes a S8 KT lCe] APIRES AP Higea ot ued Jmpisgsam
andprassing t@QQI‘mlﬁQI @c@ﬁiﬁyt T'ﬁe&@léﬁéteﬁ Qaék'_% @ré&ﬁé@eﬁi%@ tb eRS Patlent
imersed in a hydrating solution. [0005] A variety o

in b@mﬁ af:mdlvedwlm@k%g%l@ .Feb} pcas arulgpleibiples ships.

ool ol - g RERKERT0bRENAT ]S tbSer dE RoBid it o o

patnmmsm-m a@sthéﬁcallvrlil@@éln$ Pas uﬁt bythestidfiegnhé statutory
provi de preforned sti a %V\:hl ch protects the
S

reqwlequelﬁﬁs(fﬁf siertiyand gabiibp |a|nédal gdatienbigpiesovsrthe lens

e e @%%&%%%?Q he
packad® in&2 B viclBled@Ard shpBRBMO8Mmize WRtePwibor abnemistion
thropg the BoRbAN I GAEsABElD TkRTe Wi Feshlisasirevent

i BLRG! | BAs RBRIKARRBIRILAL DuRgse! InAikdrrafickbenab | v

cl ude boats e 0 onopol y r polypropylene I'n
lamimabisdt maberwtflcsfm  flangatfatroed ondheiboahbypeefing back the cover to

tepilit Wi | t it ded by th f
exPﬁ%%‘WﬁéW"b‘%ﬁg%?%gﬁyg@%gt% tl'og%”ul ?l ngypr ogugfel g a
Se00S haseh Sabiss o paAEs, paaclary g

confectlansauarkeges dwudiswprglpymed blister packs, have been traditionally
used. Conventional wisdom in the contact lens industry has been to provide

preformed stiff packaging which protects the lens from damage from applied
load. Examples of traditional blister packs are shown in: U.S. Patent Nos.
5,704,468; 4,392,569, 5,620,088, 5,620,088; 4,6‘91,820; 5,823,327; 5,853,085;
EP Publication No. 1092645 A1; EP Publication No. 1 092 645; and EP
Publication No. 0 129 388.

[0006] While numerous contact lens packages exist, they all
traditionally include boats made of homopolymer polypropylene in order to satisfy
statutory requirements for sterility. While sterility is provided by the use of
homopolymer polypropylene, the resulting product is a semi-transparent boat or

substrate unable to provide secondary utility.



10

15

20

25

[0007] The present specification provides an
econom cal package w thout conprom se to statutory
wanpwsexte€al requirements of contact | ens 5 paP&EDE2807/004097
[ 0008] The singl e-use package, in the enbodi nents
descri bed below, offers a nunber of advantages over
the prior art blister pack concept. First, the
si ngl e-use package includes a col orant conponent
configured to allow for the rapid identification and
i nspection of a lens contained within the package. In
io addition to the |deng“l n of the lens, the
col orant conponent is c 'W@@¥% either aid a
patient in identifying contan1nat|on or other foreign

ObJ 666‘?] ' nTﬁQS}fés%f?ﬁtsRB@i% prv%&e% &pgé&’&ﬁnfcgﬁpackage

nretl c appe e pac I nstance
thhﬂut bemppomisede giatyibdry langl mamcabmjgemﬁnts bfeemﬂtauheleas o)
s to reinforce conpliance with good hygi ene
PaCKA9EY i ces, or to provide a unique selling point for

I S 1boegy | ml'ﬁé‘%ﬂw -Qgé‘ﬁtack£§@QQ]thé; BRiJORIme R ¥iseHbEd below,

one exenpl ary erbodi nent he present single-use
offepaekug@ermﬂaddan@g@smeotfaenpn@roalﬁbhetﬁf pasly comegpideirst, the

. he L

singlhSe 2604 Ui A SRR rREa R mor e R B

rapMQd@ﬂtﬁlc%ﬁéﬁ@ndﬁNs@HmﬁldT%ﬂbns oBtdimgd WiteiPntha@ackafe. In
package includes a substrate, wherein the

ns
addﬁtmstprtae deritficatiers obthenensbeyamiararheprappepiie configured to

elthggéfrgg% grgbg@ nﬁg&(ﬁ}ﬂn@ﬁﬁb C{Jhg,\%lsa lé‘f %Pg)%é?g ﬁgpnogtg’e?ts in the lens
packeg®drteenbahve ¢ne ammeﬂm appedalyofahé pagkladd) .for stincelte

. substrate naterial. 25 OOI%%eIn an addi tiopal
eithek BIRYIGR PXoingical ¢l ressageeRliiRanliness SRiaFJOLCINiQMESt r at e

r o .
confﬁi@ﬁ@%es f%oo?i H@uéné‘?farcgft&%gc?r:to O:ﬁeguge iﬂﬁgﬁgséﬂg@g?omt for
the ﬁalsbed prodiucta first col ored shot of a two shot nol d

mn second ortlon of the substrate nber

. 19088 By BES e SaamBBryBMpocRERta e Brrsent

singi&ig8 a%RQ HYINdiA h%ﬁl&aﬁ?&@ﬁgbﬁgﬁf mBYlidNAP¥tHRI @ddRives
2008/ 03 226 P I B2007/ 004097
providing a secondary utility such as increased sterility or UV protection.

[0010] According to one exemplary embodiment, a primary contact
lens package includes a substrate, wherein the substrate includes a
homopolymer and-a polymer masterbatch component. »

[0011] According to one exemplary embodiment, the masterbatch
component comprises between approximately 0.5 and 10.0 % of the substrate
material.

[0012] In an additional exemplary embodiment, a method of forming a
substrate member of a single use contact lens primary package includes forming
a first portion of the substrate member with a first colored shot of a two shot mold
and forming a second portion of the substrate member with a second shot of the

two shot mold, wherein the second shot only injects homopolymer polypropylene
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over portions of the substrate nmenber that will be
exposed to a contact lens stored therein. BRI EF
WOEBSRRI4 ON OF THE DRAWNGS 5 [0013] The accPOpmBrgomy4097

drawi ngs illustrate various enbodi nents of the
present system and nmethod and are a part of the
specification. The illustrated enbodinents are nerely

exanpl es of the present system and nmethod and do not

l[imt the scope thereof. 10 . [0014] FIG 1 is a plan

view of a typical prior art disposable blister

contact |es ckage. [0015] FI 2 1is a sjde elevation
ovef poitgs s e SR reempt thak n pF xBpded s srafpctsre
storb@lt§@f.t he contact lens therein. [0016] FIG 3 is a

perspective view of the partially opened package of
15 FIG 2. [0017] FIG 4 is a side elevation view
. [) SIAS

0. 3 , for two identical
—B—R—Igm ERIPLARD 4 aekage according to one
enmbodi nent. [0018] FIG IS a perspective view

Shg@b’ﬂﬂ a PhelbdtorhpaRying dravRigsIREStats Vassededbodinents of
FI 4 "and contained 1n"a carton. 20 [0019] FIG 6 is
the presept pestepeand methodandfara ageait atthel spesifisatieagd he

osE RS EBRoieR So SRR Y PR ek Bieh S retnos

andRECKSRit tRCSEIPE therddf. one exenpl ary enbodi ment.
[Ogéé{#]':l G 8 is a top perspective view of a partially
op

conb¥bt1 iszsplasndeys &f Rdypicabpivralt digrpsallpdlister

I odinment. [0022] FIG 9 is a bottom
CO”E‘)&?Z%%‘%‘\?@@& ew of a partially opened contact |ens
E?gm, aFIRisngside edxeatdresiithapacieadsodf Fhtwith tHe2id]

10 is a top perspective view of a center
peelaghawayferelease thegspriast Iees hefavkage, according to one

eXPHMEY Y ISP PLrspictive view of the partially opened package of

FIG. 2.

[0017] FIG. 4 is a side elevation view showing a stacking arrangement
for two identical prior art contact lens package according to one embodiment.

[0018] FIG. 5 is a perspective view showing a plurality of blister packs
stacked as in FIG. 4 and contained in a carton.

[0019] FIG. 6 is a top perspective view of a contact lens package,
according to one exemplary embodiment. . .

[0020] FIG. 7 is a bottom perspective view of a contact lens package,
according to one exemplary embodiment.

[0021] FIG. 8 is a top perspective view of a partially opened contact
lens package, according to one exemplary embodiment.

[0022] FIG. 9 is a bottom perspective view of a partially opened contact
lens package, according to one exemplary embodiment.

[0023] FIG. 10 is a top perspective view of a center substrate of a

contact lens package, according to one exemplary embodiment.
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WO 2008/ 032226 PCT/1B2007/004097 [0024] FIG 11 is a
si de cross-sectional view of a substrate for use in a
w@omwsasR22¢ ens primary package forned by a two-BEDIB2007/004097

nol d, according to one exenplary enbodi nent. [0025]

FIG 12 is a side cross-sectional view of a boat for

use in a 5 contact lens primary package forned by a
two-shot nold, according to one exenplary enbodi nment.
[0026] FIG 13 is a flow chart illustrating a nethod

for formng a contact |ens packagi ng substrate using

e i8R FIET sGs e rpoaRetinel HEvpLaFigeate for use in
contHE BACHMERS PAKAGR BHIEE b a HRSEEGHNSIIS hBtdding fone
[y i g D

not necessari entical, el enents. DETAILE
exeDEGOR ePMb@NTERt] 0028] A package for contact | enses and

o J0026C, | Bley FLR A S8 P sodrif Dishor 2 BORLBRTAE M B9
conv\ﬂichtlléhrﬁs Sritaaky Pdckalg feiracd 8y etiworbirstahoidt Becsrdiy toadris

er a boat or a planar substrate, includes a
exepyllany erobedimemt. to aid a patient in locating a contact

| q i g :
o 09280 KM R BB 333 o BRndPlor f6mAhg SEbintact

lenspacktigimnsubdthate ceingy a 6ooRhdEMoId, Aceorlingl &siohe ekbmplary
substrate by the addition of a masterbatch additive

embodimenbropol yner. Alternatively, according to one

ex ' ; j kded
o W0R2TY { FRREhBEC ke 0iafa e, MorkREPRAGno: it e
desigratatinoitar, butriidterccdssanly denfticahelgmerstsnt exenpl ary

substrates and their nethods of formation will be
provided in detail 25 below. [0029] As used in the

present specificatpErapih DEJERIFAMERNded claims, the
term"barrier material” refers generally to any

material which may cone into physical and fluid

L A G R N e
the BORIRIRMs pHtkagindeire HeseRbEd haleih hMorkSpeaifiellile sopackage

creating a barrier environment for contact |enses can
with a substrate is disclosed, wherein the substrate, whether a boat or a planar
substrate, includes a color component to aid a patient in locating a contact lens
and identifying contaminants that may be present in the package. According to
one exemplary embodiment, the color component is provided to the substrate by
the addition of a masterbatch additive to a homopolymer. Alternatively,
according to one exemplary embodiment, the color component is provided to the
substrate by performing a two-shot mold operation. Further details of the present
exemplary substrates and their methods of formation will be provided in detail
below.

[0029] As used in the present specification and in the appended
claims, the term “barrier material” refers generally to any material which may
come into physical and fluid contact with a contact lens. Although polypropylene
is commonly used as a barrier material in contact lens packages, any other

material that is capable of creating a barrier environment for contact lenses can
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5 WD 2008/ 032226 PCT/|1B2007/ 004097 be used in the
present article and nmethod as well. According to one
wez@spsaeey enbodi nent, a barrier material mayPCTTB200004097
any material accepted by the Food and Drug
Adm ni stration (FDA) as suitable for the packagi ng of
sterile nedical devices. 5 [0030] In the follow ng
description, for purposes of explanation, nunerous
specific details are set forth in order to provide a
t horough understandi ng of the present packagi ng and
nmet hod for ufatur|n h packa [t, Wil |
be URggnen PraneuLabie ahd Sikhaf sehiel Aceding o Nrim. e pRlary
emHHcﬁ’r%@Hf a Hﬁhﬂpﬁa@ﬁ/al bﬁe;pfn@ﬁldeoﬁﬁl Wiatd 1l ackEsted by the Food
specific details. Reference in the 1o specifi catl on to

and'Tyg Adminitration'(FBA)' e@rsteﬁabtqumm pagkagirg phslerile medical

devpart' cular feature, structure, or characteristic
&&8cribed in connection with the enbodiment is

| ngdoBbId 1R thé folRANg GleecHIted forlirpodée obpxsianature of

the phrase "in _one enbodinent” in varjous places in
numeseus ppe¢ific datails araset rsth inardasiorproyidg a tharaegh r i ng

undé%té%ni% the néf%ggéﬂéﬁ%ksagir?geéﬁ%ﬁﬂéhb@ f&ﬂﬂaﬁ&ﬁ%fﬂ?ﬁ@?’th@g

raw n rawn to sca
pacbaigiiﬂg It wilble¢ appaidnitusdéwentet, tdwene ekiked ot qn't trett e present

nponent s. .. Ref [ , th
metfiad SKaupe B2 'ﬁeé é&lﬂﬁﬁ fiess be %ﬂﬁs i1 BfHrpGpe i the”
spolfiBafi i e AR R AP TRE R it PR Slar
featuld, shruckirs earl cdrmrbgteasmﬂdemrﬂneaine coBnetiiomwity the End)cmhment

s inclieBae oL Hash phe et "The ABPRS s S RY Rhiasg “mone
ede%FPmBﬁfl’ kRQ8riGhs plaGes n th% %&Mbdﬁbhrhré et ResbssHBy alf 3)

peel ed away to expose the contact lens (4). Typically,
referring tocthbsani@pmbiodimert. a prefornmed blister pack and

0,2 i RS BRES R RN Sl S e o

scalbs mt odliet & b¥ttéril@sttatenhe MSIhEGTsHiP GBS pOINpBRENtS.

(s)rop yl ene and thquackaa@tyls conpleted with a
neelesinrg (sl tange: tergiis ﬁthﬂlaaTrYB@a{ Bior gt

disp%%ggfeeol%tesrtc%rn'técﬁ lec‘r‘?@baclggb% (1) which is formed in two parts. The
package (1) comprises a blister pack member (2) which is sealed by a
membrane (3) forming a lid on the package (1) and which may be peeled away to
release a contact lens (4) therein.

[0033] InFIG. 3, the package of FIG. 2 is shown with the membrane
(3) peeled away to expose the contact lens (4). Typically, the member (2) will be
a preformed blister pack and include a profiled recess (5) which provides a
recess in which a lens may be placed. The member (2) is typically injection
molded from homopolymer polypropylene and the package is completed with a
sealing membrane (3) which mates with a flange (6) to create a sterile seal. The
contact lens (4) is immersed in a solution (7) which keeps the lens hydrated until
it is removed from the pack. As mentioned previously, the traditional method of

forming blister packs using homopolymer polypropylene is effective in producing
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contact lens (4) is imersed in a solution (7) which
keeps the lens hydrated until it is renoved fromthe
W@2mR/0322%6 ment i oned previously, the traditi onaPCTEa20e104097

of 30" formng blister packs using honopol yner
pol ypropyl ene is effective in producing 6 WO
2008/ 032226 PCT/1B2007/ 004097 blister pack nenbers
(2) that are approved for providing the required
sterility, however, the resulting color of the
bl i ster pack nmenber (2) is a seni-transparent grey

ows a S arr angenent

| 00 4
blisE{.gaFl SRTIBaS () fit 245 APPEPESPEBIOTERG thi e steany.
hov@i‘/@r Ihe reédlhﬁj‘@oié? o$ﬁfé“blfs’té’r”foé:dkcfneﬂwﬂetﬂ Q?) dld Mgﬂaﬁﬂﬁhrent

packs conveniently inter-fit, they take up a thickness
gresgt‘:@later than the thickness (or depth) of one pack.

k houl d t ak Li. tI
s 0041 OIS i AR aPah B Rl B ponfeaL B Far
conﬁac@ fiHsAsdckagBs (10 99351]1) | IR caR BRYecheSm FIEY arthht although two
out breaks of such eye infecting bacteria io0o such

packs sanRYaHe Rt @tertﬁtsthwéai@erpn asthckaess ereﬁt@atffa@rthgttbnckn@ss

or PR BAE kS B3E LRI SR OS2 Ko lid pace o
pos@ab@@dsﬁsmalrtdﬁmeqelﬁtﬂety érﬁaﬁsﬁéajfwttdrﬂacﬂléworm rare
i nstances, contam nation mnay ori gl nally be present in

t ndOG3lrar In resRRLReWS. cseyep okyeAKs of sudh eve infecing bacteria
sucﬁ?%tFL%'énBFn E&%ﬁlﬁ{hﬁé%ﬁf&b %ME%&@%F sitie Pﬁm%ry contact
ens pac om A

I'mary contact aging origlnate
Iezans\c patg@glng‘ ard freet abuhiy tathmrphd ridentdy may forign aebjectsnibat imay

be RIS RGN COPtECh B RAcAbIde,) g%g'rrg‘%gsatrgy&q@w?%?%%%natlon

B g A e R e e PR g i
large poatiéreot cantaminants tkaimale theirwayiid a prnimmdogntanﬂens
ontam.nation or forei obj.ect resent
packnd By BEiaLe ot {RaRh a2 PRI st i o @R AT Inget the
confeelepsenpl ary enbodi nent, the present blister pack
menber (2) continues to provide the statutorily
miRR3dd Aesasdingdp aneeXamplary emogdimewricd it picsedt one

exe%%w -S%’Pérr? HHS %é@ﬁ% a tcgi%r %gh%ron%ﬂ{r%o&ﬂgd to the blister pack

member (2). The addition of the color component allows a patient or other user
to readily identify any contamination or foreign object that may be present in the
blister pack member. Additionally, according to one exemplary embodiment, the
present blister pack member (2) continues to provide the statutorily mandated
levels of sterility.

[0037] According to one exemplary embodiment, the color component
of the blister pack member (2) that provides the contaminant identifying contrast
includes, but is in no way limited to, a masterbatch component. According to this
exemplary embodiment, the masterbatch component includes a carrier; typically
the carrier is the same polymer to be used in the final moulding, but with a higher
melt flow index. According to this exemplary embodiment the carrier is

configured to be compatible with the final polymerized article.
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25 of the blister pack nenber (2) that provides the

contam nant identifying contrast includes, but is in
woeoos@ag22ké mted to, a nmasterbatch conponent. ARCDIRROOTN04097

to this exenplary enbodi nent, the nmasterbatch

conponent includes a carrier; typically the carrier

is the sane polyner to be used in the final noul ding,

but with a higher nelt flow index. According to this

exenpl ary enbodi nent the carrier is 30 configured to

be conpatible with the final polynerized article.

032226 PCT/ | 2007/0 4097 0038] Accordi ng to
thggﬁfééen SEarelg o RPN R Bk b
maé’c@Fﬂé@él?EBm'p%nSﬁﬁ@@sb@Hném Gﬂbeoﬁé%BﬁPJtérc@hﬁguredlto impart a

conlgure tom‘parta esired col or toapoyoeln
desired polor o @pydlyelefin os palyprapyieree rasés el thexuapenrirgxemplary

e aft ast R Biay Decble Rt dtna s o lginasgf
bet@8éh é?ﬁﬁda&ﬁa@} %85 an@MORs HothdpthfraePababe itse mdsestBiatth is

W th e honopol yner resin, a colored plastic part can

blem@qowﬁldmaowpo mﬂrerﬁﬁinoﬁaqolcrfﬁdmdﬁsi@ Parboadvpe migduced by
rs may be provided using the nasterbatch
con%ﬁ%ﬁa&@fﬁ&m@@bﬁ Commerci al ly avail abl e mast erbatch
mafeo3sy s Any nenE? ofcolorsl ﬂﬁayﬂ)’e providedrosing dfie masterbatch

suppliers including, but in way limted to, acet
colcammca}ananpomrﬁeM|yta\@Hab@ fB?@*\ﬂ”éﬁtﬁ@ naa%flaﬁdnﬁxa Pet

oofle 83 A S G FETRBR o wBB it o, Ampace

ands@laviant sini additiordier prbmdlwg a fbrd)dn@ patbdatcn"f aolors ivia pmesstetbatch

co bl i stfrraggmaﬁ%‘g FE{)PV %gcq?ond r%/rg lyggcka n'%es in
ordé%ﬂ&tc%hé%oﬂﬁ%f @W'E?édse?ﬁ bﬁ‘ﬁéF Fé&@ﬁ@?’nb‘@ (%? W|th 8 secondary

corrponen S may to prov e a conta
packagmgareembgr ooWdh ottlaertbisteﬂ pwkenembeks (@nber s,

A R B SRR Ao R P

useH Q@%m\ﬂﬁé' aSconBdirfamt cgﬁtféé?tﬁfg @16r ©OHEBlisfe-pack members,
Particularly, according to one exenplary enbodi nent,

accolin@ts e exemplary eodiasimentnioe srastebeieispalateompoaents
inclG@&5 RWA %Bb%\%@t t:oltf)r’Z\Ha fjor fgo& ]drugg %éﬁ.c%PQe\%&escgﬁ% 4.

cosmetics. Particularly, according to one exemplary embodiment, the
masterbatch color component corresponds to an approved colorant listed in 21 -
CFR 73 and 21 CFR 74.

~ [0041] According to one exemplary embodiment, for purposes of
example only, the masterbatch color component may include, but is in no way
limited to, commercially available 110194-K White 60 polypropylene masterbatch
configured to generate a white blister pack member (2). According to this
exemplary embodiment, the 110194-K White 60 polypropylene masterbatch
includes ingredients that are regulated as acceptable as indirect food additives
under paragraphs 174.5, 177.1520 (c) 3.2a and 178.3297 of Title 21 of the Code
of Federal Regulations. According to one exemplary embodiment, the white
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[0041] According to one exenplary enbodi nent, for

pur poses of exanple only, the masterbatch col or
w@owposeed may i nclude, but is in no way [|inmPEOIB2007/004097

commercially avail able 110194-K Wite 60 pol ypropyl ene

mast erbatch 25 configured to generate a white blister

pack nmenber (2). According to this exenplary

enbodi ment, the 110194-K Wi te 60 pol ypropyl ene

mast erbatch includes ingredients that are regul ated

as acceptable as indirect food additives under

ar agr aphs J{?&@?%%%Ldég%g@&gh& %‘&%PQ‘P gg% lmparta

polyprepyeng mas
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pol ypropyl ene blister pack nmenber, any poly
maxs (ﬁ?@ﬂ‘fea@ &olps cgmpengnhirpieing adshiion of 2 Birsterpaich erpponent.
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Ing the contact |l ens contained in the blister
the palok comblirationFafrthe blister pack nembeit () aandrtbe watdrof the in-

monifignint b eees i e tac 1ehe A bgueR aodiin L fled For

exathpfé) %eﬁ&hg o 8hE &xbmpraty erSidiRicht, @%w snssﬂrétecmﬁy be
exenpl ary enbodi nent, a yell ow substrate may
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blus ﬁxbr%torng}n%r%n?mmllwgr%%yvglltocvlng the patient to readily identify the contact
lens. Additionally, any other color that is viewed by the patlent will indicate a
contaminant. |

[0044] While the addition of the masterbatch component to the
substrate forming polymer is described for purposes of adding color to the
substrate, additional beneficial effects may be performed by the masterbatch
component including, but in no way limited to, providing a perfume or a biocide to
the substrate. According to one exemplary embodiment, the masterbatch
component may add a perfume component to the substrate. When a patient
opens a primary contact lens case containing the perfumed component, a

perfume sensation would be experienced. While any number of scents may be
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20 blue in-nmononer tint, thereby allow ng the patient
to readily identify the contact |ens. Additionally,
wa@eopsoses col or that is viewed by the pati entP@u/iB2007/004097

indicate a contam nant. [0044] While the addition of

t he masterbatch conponent to the substrate formng

pol ymer is described for purposes of adding color to

the 25 substrate, additional beneficial effects may be
performed by the masterbatch conponent including, but
innowy limted to, providing a perfume or a biocide
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rad t he poly cont | nue wever
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the solution contained by the primary contact |ens
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Accofdifg €o tag exemplary eisshiment, pldsing adeaéctahg slivsraayerdhto the
t he masterbatch conmponent may 15 1 nclude, but is in no

primgty lensrpeekpaeovodiredrce bagterial cntaaunationnel/the lens from

han'd ghﬂﬁg‘f@g . Accor di ng to t!’]l s exenpl ary
placing a | eaching silver layer into the

[0047] According to yet another exemplary embodiment, the
masterbatch component may also be configured to release adjuncts for the
saline. Particularly, according to one exemplary embodiment, adjuncts such as
hyaluronic acid (HA) or dexpanthenol may be configured to be released from the
primary case substrate. According to this exemplary embodiment, the release of
the adjunct may temporally diminish. However, heating the pack, such as during
an autoclaving operation, may assist in release of the adjunct.

[0048] While the above-mentioned examples are described in the
context of a traditional blister pack (2), any number of contact lens packages may
also incorporate the above-mentioned masterbatch components.

[0049] FIG. 6 is a top perspective view of a contact lens package,

according to one alternative embodiment. As illustrated in FIG. 6, the present
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primary | ens package woul d reduce bacteri al
contam nation of the lens from handling during

WO p@ensizeq [ 0047] According to yet another exeP@i/E2907/004097
enbodi nent, the 20 masterbatch conmponent may al so be
configured to rel ease adjuncts for the saline.
Particularly, according to one exenplary enbodi nent,
adj uncts such as hyaluronic acid (HA) or dexpant henol
may be configured to be released fromthe primary
case substrate. According to this exenplary
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he adj unct. Wil e the above-nenti oned exanpl es
to oaeexgsylanylsid mhmemé thedap sheebmembear 4490) is raupled tottbe top

sur36 b ik sy LR G2 o BRI TSPt B o sheet

merBBEPCIBY)can H.e%&tﬁiraﬂéh@rorﬁ thé sabstesteqen @Pﬁﬁh lavébretaw id
a contact |ens kag 30 according one

relaav¢lwwuoiu0@9efﬁtr@d| tionally, arsww&beﬁeéenbﬂd in turther detal

/
ool 8 gt B P72 BT BAROTRRGE o st
(116)udsfficieheto(allbi) theredemablagy centhcidesd 9at:kawbl@0) (td be)
coupled to the to% surface of t he substrate. r5§l

autgqlavar Adeifianally, T GupRu t qtmi iyl SreeRby
CO”E%’?%}”%?/S an peer)"ﬁg@engeﬂ&lI on ’L@{E}% ﬁéﬁe&ﬁhﬁi{%@% ﬁfgg?nd
narrEel(ﬁci))ﬁ)eg dﬁ&@a)(gﬁﬁn :gfl/mepmn?lealedn ifabgln’t ﬂhecczrmtxleilt(%tt))s for
exaﬁw)}%)eth%bﬁ fr BRnRrE! i gvel Snd insbBelonStoriser ur ther

delygos0] b%marghﬁd;010.ssa%ftomspe&t&/(%%ewsofwak@&nt

tothetop surface of the. substra 0) sufficient
exetplailyl cowtadidenseagiagey(1 Gahta@:cprd;mm pBe leagmp(am@)anﬂ iment.

s figssrati o bR et g RR&L (60) B foued BotR £ R sliace of

the anﬁlétﬁétel(rm@)e@ggaglkelmen@ smébt erfise@B0).i Ak lsBwin0tte bottom
brand nane , a design (320), and/or i nf or mati on

shegbmembeaid 1 e@hmambe(mrmanemv or srawishecoupiad to the Boten
suripff o Hes stiah 1 1 i Rn AN S RS ORI or PG member for
remekal dfethg besent sheet member (160) from the substrate. FIG. 7 also
illustrates a handle end (220) or gripping surface formed on the bottom surface of
the substrate (110). | |

[0051] According to one exemplary embodiment, the exemplary top

sheet (150) and the exemplary bottom sheet (160) may include a laminate foil.
The laminate foil may include, but is in no way limited to, a bottom or innermost
layer comprising a homogeneous material such as polypropylene to ensure the
sterility of the lens (220), which covers at least the region of the foil that may be
in physical or fluid contact with the lens. Above the inner layer may be,
according to one exemplary embodiment, a layer of metal foil such as aluminum

that provides strength and flexibility. Above the aluminum layer, a top layer may
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exenpl ary contact |ens package (100), according to one
exenplary enbodinent. 1is As illustrated, a bottom

W@ bmen3nzedrber (160) is coupled to the bottom seet/E2e0f04097
the substrate (110), opposite the top sheet nenber
(150). As shown, the bottom sheet nenber (160) may be
permanent|ly or securely coupled to the bottom surface
of the substrate (110) wi thout a non-coupled portion
or other nmenber for renoval of the bottom sheet
menber (160) fromthe substrate. FIG 7 also 20

be TR IAITg 3 HITEI Lnras 2abnot ilis L adEHIEAES golvester

or poff@pdiie According to one exenpl ary embodi nment, the
eXenplary top sheet &950) and the exenpl ary bottom
sh§@@52]1 607 herayemplery dettam shreai4i@0)may alsorineludera laamigate

ol aergifBe ket ampey Bl AR ety S, Betsper
inndTRicet {ffer SfiHR l&ﬁ‘ccﬂﬁ|sh§épgl)60¢0\mlc§mlsﬂﬁ$hv§|cbh@r fluid contact with
sterility of the |ens whi ch covers at | east the

the lesgi (@R0bINCludestaobarrien matﬁa@l blhe boftqim phreh(168) iy pilegwise
ces GBI malbeh YR, of I BedbB  And AT By
commtdsal thé @ehweswyérm theutopruieet (150), s memileaedtabengt The
boﬁ%ﬁyféée?@hé’é%@%so@ébz%é%q SR a0 e subet {%e@dv thus
ey B S PRI 1 HE B Rea 11 DP bR b i
tempamtpdeam@atkwat onmtkbeeﬂb$tﬁaﬁﬂ¢llymnﬁramt icouplirde Iman exemplary
di to. di

ey Eeai o g i € ABorbEr e AR AL LT T3t e
bottbh?sr?égttc%%ishﬁr%h |s(ét%e%b%dy%ddrbfﬁﬁé%bﬁ§!rat@r blit Hétcko the

contact wit e lens (200) includes a barrier
handm portiah. Wonds bod images sy dlsebp printed nathe ettom foil.

a0t MoBiteh 2 offridbldoring 65 BEEIAE Yygtem

(10@)hﬁc|harh §sﬁng 4Re)(19epdiBBotedEteatBice (180 Absdrtivgto one

sheet f%l oes not need to be separated fromthe

exemvreanteo iment,1ihe spengsijscpid 9@@%@99%9@%%@@ qrifice
(18@) %pg'bj ﬁﬁéér%%d é%&sea fsdc';é Igg rétlér(“?"l'g Rtéyn%pvelgetrhﬁa spring
discc@9p) hizgy. bd an &tid@smphamember disposed in the orifice (180) without
coupling structure, thereby allowing the spring disc (190) to float within the
orifice. | o o |

[0054] As shown by the bottom perspective view of FIG. 9, the bottom
sheet member (160) is not removed during removal of a contact lens (200) from
the present contact lens packaging system. Rather, according to one exemplary
embodiment, the bottom sheet member (160) is securely adhered to the bottom
surface of the substrate (110) without access tabs or any other material that
allows for the removal of the sheet member. Also illustrated in FIG. 9, the ridged
grip area (140) aids in the removal of the top sheet member (150).

[0055] FIG. 10 is a perspective view of the substrate, according to one
exemplary embodiment. As illustrated in FIG. 10, the substrate (110) defines an
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enbodi nent, the lamnate foil is shorter in length

than the substrate so that the bottom sheet covers
w@nwsiz22aé t ached to body end of the substrat e, POUIB20@T004097

to the handle portion. Wrds and i mages nay al so be

printed on the bottomfoil. 15 [0053] FIG 8

illustrates an exenplary contact |ens packagi ng system

(100) including a spring disc (190) disposed in the

orifice (180). According to one exenplary enbodi nent,

the spring disc (190) may be positioned in the orifice
(1 as ap integrated rtion hesbstrae( 10).
orifag | L4 bic, ECERE s GoRipCt i B0Pbafd lSitind dements.
For'e&gﬁgﬁ@ da‘ﬂ&brdﬁ bnéiexB bt fd §ﬁ‘ap§e1r%)s)toratlon

20 coupling structure, thereby allow ng the

elerseni (ri@Ob:hsw:h(aBe@)spnmg Hiscanr ansponge miay beoprieseoebelpydbéjiens
20 shown by the bottom perspective view of FIG 9, the
( ottom sheet nenber (160) is not renoved during

r eoyse] ofAéc&@mg%todeE@ﬁeth@W emb@mmémmt@ﬂémn the cross-
contact” | ens g system Rat her, according
B

sectioral iewpf BIG. ‘Q‘stbﬁtw iialet (1 1Pheaydhe fﬂffwﬁeféqmr%my@ﬂty of

et i DTN e B4 e 358 gl oo

ThigTBagier #6gibh 1 30)anbpvcllids, doeerdiegey she @xehﬁﬁar?@ﬁbodlment
menber. Also illustrated in FIG 9, the ridged qgrip

a h@ﬂ@aewch) matedial sHch Be nedyral ar h@mpﬁbmqspp%epylﬁ@%%r
enséﬂeg@er a{a@l’ﬂ? of ttid ?n 19\!fe§n5ﬁ ‘ﬁéstﬂg BEhYef'a 9E>Ye’{ n(ggg} Hn%%tt).e

according'to
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exeIRiary ATEb e haTs Tealan (1oh | ansieafly g  Brovide the
deshéd ‘fé\)%@ o?!sfe?‘nfglt While s%uﬁé‘r?émls?y béiﬁg%ru%d%t hﬁﬂﬁo be at least

exenpl ary enbodi ment, a shape restoration
parmalgayanspamntad\cmoecpng e this exempla;y@mhgmnﬁay tbe remalnmg

portiE S EiRe A G PPr 74,21 7 2Llliol o leAtEfigLE 20, The

coré ﬁfdtér‘i’é] <”\‘|12(W Gl Q«SmEh& eddenttdl9 amyhhbiciat a{s]ﬂa@)coi’@yndflénal

formed froma plurality of matefial s i ncl udi ng

(12B)edoasenotrasgitant andds)n nharanexpasedde ibe dans (@OODmetheaaby

proé@%@zta? ﬁy]@mgﬁg dé@é@éﬁe @@Bgﬁéﬁ%ﬁ? ﬁ&ﬁ%gﬁggé Hg%hes, stiffness,

and other desired material properties.

[0057]  According to the present exemplary configuration, the core
material (120) does not contact and is in no way exposed to the Iensv (200) or
hydration medium. Consequently, medical device packaging requirements
should not constrain the choice of core materials (120). For example, according
to one exemplary embodiment, the core material (120) may include, but is in no
way limited to, glass filled polypropylene, acrylonitrile butadiene styrene,
polystyrene, polyethylene terepthalate, polypropylene copolymer,
polymethylpentene, polycarbonate, polysulphone, polyethylene naphthalate,
cyclic olefin copolymer, fluorinated ethylene propylene, etc., to achieve desired

coloring, finish, shape, etc.
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a honogeneous material such as natural or honopol yner

pol ypropylene to io ensure the sterility of the |ens.
WQ@\RGoenosxeé vel y, the barrier region (130) rmay beCT/AR0em®4097

of any nunber of FDA approved barrier nmaterials.

According to one exenplary enbodi nent, the barrier

region (130) is sufficiently thick to provide the

desired level of sterility, while sinultaneously being

sufficiently thin to be at |east partially

transparent. According to this exenplary enbodi nent,

h%@é@ﬁ J{H%P Gk Ql{}é'@@@) @me t(arll%fxe ﬂl?g%ri%gpgm and

a ccrfatrﬁéﬂeﬁbu (19 kardR 16%88' é&:o‘?énﬁ@ b ionlke! SkeiafBERbbdiment,
as the core material (120) doeS not contact ‘and is in

though adyoshpb selding proeedseersove2mo)d praceseland gliowssifar ng

siort esioniddhitils A4 ReRfidndd BV lniBly. 3¢ Bl rBssss
des@fﬁé@béloﬁ\ﬁall&@s fd?@ﬁg}orﬁfamhotsfrwpmmaW@orﬁé@ﬂ@né ackage that
exe configuration, the core naterial E 0 oes

atdm@png@m tad@cﬂm a sontachlenaeas \@albag identidying @oteniial ( 200)

conlip RS T B PR B o e o

procdysi wil bef progidedisdiewi al s (120) . For exanpl e, according
to one exenpl ary. enbodi nent, the caore_naterial (120)
009 uoes mitionediRieveusly, desian figxiodiy tig ter@nSaefsmatenals,
I
T
presmﬂcelxgrr@ary qooitacteein packagensy fopming bothom bamer material (130)

B A bt e R o Slany o
em 2008%}4? tﬁ%gheéj}w&-%&r dVtmoid ProtRss S aGe 1 ‘ﬁh}étraie'% é/‘@de

032226 “PCT/ 1 B2007/ 004097 [0058] The packagi ng
croqsim:)’clqnatwaw ofca bontactlebapackageratestraie ({ 1Qmormad by a two

ore, mat er 120) can, be f c ng.to.
shof fofeh gl i e keSS b aimienl cAst st G, 11
the BUBSIERSE (P1 op%@m@ls.cba@ﬁ BGRFS nateriall (H20Pah@a barrier material
significant design flexibility. As nmentioned

coaip@(1¥Usl y, the over rml d pr ocess 5 described bel ow
pak@ﬁo f ? L/é%@oq’g[n S a pa | en?lgnﬁél ocgbgﬁnwec&mjte erﬂ?tenal
(120)anay &8 forhed @ ahg@inberiof @’léﬁétlﬁlﬁtm@hdlng non FDA approved
materials. This flexibility provides for the ability to select materials based on
color, texture, material properties, cost, and the like. As mentioned previously,
the core material may include a masterbatch component to provide a desired
color or other visual effect, such as pearlescence, opalescence, or illumination to
the core material. According to this exemplary embodiment, the core material
(120) may be formed by a first shot of a two-shot molding process. Subsequent
to the formation of the core material (120), the barrier material coating (130) may
be formed by the second shot of the two-shot molding process. As shown, the
above mentioned method forms a barrier layer of the barrier material coating
(130) on the core material (120). While the formation of the two-shot molded

substrate (110) illustrated in FIG. 11 is described as forming the core material
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the two-shot overnold process wll be provided bel ow.
w(Q 0®8032226 nenti oned previously, design flexi bPCT/IB2007 (04097

ternms of materials, to colors, surface finishes, and

mechani cal properties, may be provided to the present

exenpl ary contact | ens package by form ng both a

barrier material (130) portion and a core materi al

(120) portion, according to one exenplary enbodi nent,

t hrough a two-shot overnold process. FIG 11

(120, ottt By s forming B8 bAoA SoRlRS @’f@h&e order

oﬁ@tﬁron@%@rrﬂgtléﬁ EX&Psad.y enbodi ment.
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ot her visual effect, such as pearl escence,
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of the c riaI (120), the barrier material
W'”b'@&?rieﬁﬁe%i%d)g){a be formed by the second shot of the

rre\/\ﬁt | %@éd rregc?1 gf%s?ﬁgrgb@;értlég gy&g?ﬁ% Q{Qﬁ}/ﬁeé; E(ID)eusmg
the wo-shbhimotdiag mrr&jhod AtBe)orificet(h80)ceordiguedia hougel the) contact
' .the f [ f the t hpt | d
lens 1007 i< 8o Bt Wf ¢ phftes ieRAtcoding G50Lk. pespen that the

confat MBriddis it ekpbSed® Bl re rdteM& (1208407 ?r?anufacture or
PCT/ 1 B2007/ 004097 (120) first, foll owed

storageniAsglidstratad, %@rlﬂﬂ@rwﬁ&@é’ﬂe@”f@@dﬂﬁﬁbIs(md thhethe barrier

B G 34 88T S SRR 5 2 contc

lens Wildkesn@icdlli@ealed both from the outside atmosphere and the core
material (120) on each side by the barrier material (130) and on the top and

;—-d

bottom surfaces by the top sheet member (150) and the bottom sheet member
(160), respectively. According to one exemplary embodiment, the mold used to
form the barrier material (130) on the inner wall of the orifice (180) may be
configured to provide a thicker layer of barrier material, as compared to that
formed on top of the core material (120), in order to assure sterility of the lens
containing orifice (180). According to one exemplary embodiment, the barrier
material (130) on the inner wall of the orifice (180) may vary in thickness, but is in
no way limited to, a range of approximately 0.10 mm to 0.20 mm.

[0063] According to one exemplary embodiment, the core material
(130) comprises a majority of the substrate (110). The barrier material (130) is in
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barrier material coating (130) on the top | ayer of the
core material (120) may be 5 approximately, but is in
wmooosms22ké mited to, 0.01 nmm and the core nat er PEi/1B2AY7/004097

have a thickness of approximately, but is in no way
limted to, 0.70 mm While the present substrate
structure is described in the context of formng a
substrate (110) for use with a top sheet nenber (150)
and a bottom sheet nmenber (160), the sanme principles

and practices of using a two-shot nolding nethod to
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[ayer o rrier material, as conpared
can2sd mcirm apeal 1) towardthechanxdle ﬁndl(ZZQ)zolf)thelnaCbag@g,

whighgagpS the eBhSinmgt [ Baleif Ing SER Al WlFpSE s Bp sheet
merABé&F (180). material (130) on the inner wall of the

orifilce 18(& ﬁ vary in thickness, but is in
i 19064 t of G 12 g%traiesaﬁpadjuommtwsger@am Mgmper @)i@rmed
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embodseht Thé hbbye midtiobad rdr@cesmts@ndaﬂea&fra@)asicﬁsdu&sed Svith
respect to contact lens packages having a substrate and top and bottom sheet

members are equally applicable to traditional blister pack packaging. As shown
in FIG. 12, a core material (120) or substrate is first moulded using a colored
polymer. A second, uncoloured barrier polymer (130) is then moulded on top of
the core material (120). Overmolding technology is well known within the
moulding industry, and can be achieved with, for example, twin-barrel moulders,
tool turners, or by simply placing the pre-moulded core into the moulding cavity of
a second moulder.

[0065] As mentioned previously, overmolding has the advantage in that
a layer of barrier polymer will be formed between the contact lens/packing saline
and the colored core material (120). The assurance that the contact lens is
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WO 2008/ 032226 PCT/ |1 B2007/ 004097 a |ayer above core
material (120) and surrounding the center orifice

W@ 1®8)p3227he barrier material on the top of theCT/IB2007/004097
substrate (110) may al so serve to bind the top sheet
menber (150) to the substrate (110). For exanple, the
top sheet nmenber (150) may be attached to the
substrate (110) by a renovabl e heat seal between 5 in
what is commonly called an easy peel seal. The barrier
material (130) may be pol ypropyl ene, and
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of ﬁﬁensammln i cowtmlrmeaglasefﬁbrm and wierrpiewoyslymnayeilable

red to forma seal that will 1o not break or
ﬁjﬁrom'sethe sterility of the contact |ens (200).
FIG 8 illustrates a seal mark (170) on the substrate

(110) wider than used in edge seals in traditional

ExqmplaawM@thoulseofd\ﬂapufaatuuagy Iarger seal ensures a

o A86E ol A0 e LR IhfiL b sfaRorcion® dlnBifryred to

mclUdi@ austerier matdrial bvenayingarsbre hﬁatbaabiheat @@aﬁst tie Qyeanf that may
t he packagi ng, 15 which hel ps the consunmer to start a

coms @éﬂk PhMSIP@JeOFs‘%d camachwith aaaeﬁ siqred infessitsiratereiifer

pre%e?rlﬁ%}(ee n{pqg&%e’fﬁn_g‘e ra}'(ztﬁ% Ek%ﬁhnégé tﬂﬁﬁdﬁﬂé B?g\%@gusl y
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lntoghr"‘%lhqug?\ﬁty f} bf 1309).L %c?«‘&ﬂ\q)l on § Blary @ﬁ{mrﬁent

rcable’to t ster pack
the pamkmgiteripl (1320)99 dowmed m the@hape,ofa M@dmub@tra& with Z0fjrst

sho e e A< sidletial frn SR8 Bl ArisopdiiAEfal i dpcie
(stephey W@!Wth@%é@naﬁ cart be k‘éPf SepEbfy !Iﬁbudﬁcﬁ@)&he > process,

er nol dlngtechnologélswe known within the
the hauiefi mgtarlablm bg kephtiogeepriaminaiioaieam e Bores materlal that

wo 8BRS 4 oA e, OIS S EnEng
knoGavédatingfprodesRewath 4By baalsed| 10ehteAhe tROrateedl substrate,
previ ously, overnol ding has _the advantage in that
according to various embodiments. The flexibility available to design the
packaging (100), is greatly increased, as the core material (120) can be selected
for any number of characteristics such as color, finish, density, strength, other
mechanical properties, etc., without regard to how compatible the material is with
a sterile lens environment.

[0067] While the above-mentioned overmold examples were described
in the context of providing a colored core material (120) for ready identification of
contaminants within a primary contact lens package, the barrier polymer (130)
may also be configured to impart any number of properties to the resulting
package. According to one exemplary embodiment, the barrier polymer (130)

may include a hydrophilic material in the locations in contact with the lens saline.
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a layer of barrier polynmer will be fornmed between the

contact | ens/packing saline 30 and the colored core
woreaosnszake (120). The assurance that the cont ackCT/EB2807/®4097

16 WO 2008/ 032226 PCT/1B2007/ 004097 surrounded by a

| ayer of barrier polynmer allows for nore latitude in

the choice of <colorants used in the colored core

material. Overnolding also allows for the use of

fillers within the core such as glass fibre and ot her

previously unavail able materials. 5 Exenplary Mt hods

of

. Manuf act uri ng,.[ 00 | : | thod, th
i P S0 i A R e B Rl A e o
opefiRigeihedring§arkbge. @ core material in at |east the

areas that may cone into physical or fluid contact

wi 16068] enAltemativelyi thetharrieupelymer é130)Hverecaimaaehe a

oo Bl e B 7P oo R BT BTB R Rl AR BB e
andR3tREEsSntafnarlts Usid 86 eduldmassist Gonfkdl relsiiuas Bpécies. This would
injection nolding involves injecting a first core

redygepthe likeliepocipf anyadverseiragetianeliney selition seeiginesbyithin the
orn B 48 88 S Ry IRS B eyt i

spegigbstrate with a first Is shot. Once the first.

material has started to cool, a second nmaterial is )
i njlRee%ly kuithey, heeyermsgld progass %&F@P?@ﬁ@oz%ﬁaﬂeaﬁ%@mg
t : i t [
to oRERAEIraly Uit S8 RISBE B usd GEIRAS Withln 18119 (36
glagshfitire) whidhdwitl atnengttieseand stifferethiel substrate.t ibe paekaglding

aPPEAF IO CREr e Nen & LR 8eh ROt ord
impﬁ&%ﬁ&id@pﬁé&r%&é gH§ shifbRhdBibstratdhe flexibility

val l'e to design the packaging (100), is greatly
i n{0@Z8Jed, Anadditionabadvaniage psovidad by theaaboee-swndioned

ovel Ry U Py eSIBR BB bR il ieiine.

ParfiE 88y, tdcedrdifd € ondickBmiplary eeabstifnenh arhslegrPHIdERMidE(S)
materital is with a sterile lens environnent. 25

couldolps fgrmesi erethensurians el thewore e daldd 48) and fhanpreuered by

the B@Fr?er%%%épﬁ%m. Incorporation of a holographic element would act as a

counterfeit deterrent, thereby enhancing the safety of the contact lens package

(100).

[0071] In conclusion, the present contact lens packaging systems and
methods provide acceptable methods for producing a primary contact lens
package having a colored substrate without sacrificing safety or efficacy.
According to the exemplary embodiments illustrated above, the colored
substrates aid a patient in identifying potential contaminants within the package,
aid in the location and identification of the contact lens, may provide for
secondary effects, and contamination absorption.

[0072] The preceding description has been presented only to illustrate
and describe exemplary embodiments of the system and process. It is not

intended to be exhaustive or to limit the system and process to any precise form
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in the context of providing a colored core materia
(120) for ready identification of contamnants within

wa@2@sioseeey cont act | ens package, the barrier pRCHIE2007/004097

(130) nmay also be configured to inpart any nunber of
properties to the resulting package. According to one
exenpl ary enbodi nent, the barrier polyner (130) 30 may
i nclude a hydrophilic nmaterial in the locations in
contact with the lens saline. 17 W 2008/ 032226

PCT/ 1 B2007/ 004097 This exenplary configuration wll

s G5 ) T Rt B SR ot BE R e

teadﬂﬂlhg’ s (MSfdediRit GeRbcopFy obl‘he% steh fEIprobsss BS defined by

pol Y(NVP). This material is knomn to adsorb col ored

theﬁﬂ@wmmgc imdd ot her contaninants, and so coul d assi st

control residual species. This would reduce the

l'i kel i hood of any adverse reaction of the solution
contained within the primry contact |ens package as
a result of the presence of said residual species..

[ 0069] Further, the overnold process described above
can, according io0 to one exenplary enbodi nment,
provide for the use of fillers within the PP (eg
glass fibre) which will strengthen and stiffen the
substrate. The overnol ding approach prevents contact
with the saline. Further, a deep masterbatch wll

I mprove cosnetic appearance and stiffen the substrate.
[0070] An additional advantage provided by the
above-nmentioned 15 overnol ding nethod includes the
ability to produce in-nmould |abelling. Particularly,
according to one exenplary enbodi ment, a hol ographic
el ement(s) could be fornmed on the surface of the core
mat erial (120) and then covered by the barrier

pol ymer (130). Incorporation of a hol ographic el enent
woul d act as a counterfeit deterrent, thereby
enhanci ng the safety of the contact |ens package 20
(100). [0071] In conclusion, the present contact |ens
packagi ng systens and nethods provide acceptable

nmet hods for producing a primary contact |ens
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package having a col ored substrate w thout sacrificing
safety or efficacy. According to the exenplary
wepdwsasazents il 1l ustrated above, the col ored 25PCT/1B2007/004097

substrates aid a patient in identifying potentia

contam nants within the package, aid in the |ocation

and identification of the contact |ens, nmay provide

for secondary effects, and contam nati on absorption.

[0072] The precedi ng description has been presented

onIy to illustrate and describe exenplary enbodi nents
the system and process. It is not 30 intended to be

of
WH&Ih'éJ@PA EB IS0 1inmit the system and process to any
precise form 18 WO 2008/ 032226 PCT/1B2007/ 004097
di scl osed. Many nodifications and variations are
Whabisgildihed in: | i ght of the above teaching. It is
i ntended that the scope of the system and process be
defined by the following clains. 5 10 15 20 25 30

19 O ZQQéhﬁr%?%éntB@F l’eh@éﬁlé%g@%ﬂ% cYipfising: CLAI MED

I'S: What Is clained primary contact |ens
pa@&d@ﬁt(aie)mw)é:orrprl sing: a substrate (110); V\/ner ei n

2 M S0 ARG DR PR

mhereln said 1o col or conmponent is configured to

enabl e the identification of contam nants within said
pridrary denprman errdapideragackage|100) of claim 1, wherein said

color component is configured to enable the identification of contaminants within

said primary contact lens package (110).

3. The primary contact lens package (100) of claim 1, wherein said

color component comprises a masterbatch component.

4. The primary contact lens package (100) of claim 3, wherein said
masterbatch component comprises between approximately 0.5 and 10.0 % of
said substrate (110).

5. The primary contact lens package (100) of claim 3, wherein said

masterbatch component comprises a colorant approved for indirect food contact.

6. The primary contact lens package (100) of claim 3, wherein said

masterbatch component comprises a colorant approved for direct food contact.
7. The primary contact lens package (100) of claim 3, wherein said

masterbatch component comprises a colorant approved for use in medical

devices.
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3. The primary contact |ens package (100) of claiml1,
wherein said color conponent conprises a masterbatch
weowposeed . 15 4. The primary contact | ens pack@meB2007/004097
(100) of claim3, wherein said nmasterbatch conponent
conpri ses between approximately 0.5 and 10.0 % of
said substrate (110). 20 5. The primary contact |ens
package (100) of claim 3, wherein said nasterbatch
conmponent conprises a col orant approved for indirect
food contact. 6. The primary contact |ens package
(100) of_claim3, wherein said nasterbatch conponent |
corfpri se&PUBREY ‘awtaSUEF‘%\P@&E?Qﬁ {ﬁor)égt‘?f%"@o%l eHLgaid
. I ) .
mager ol OB Yo ot L RSEORT ST COR A eYe R pigrhdhSlor
colarants.ant approved for use in nedical devices. 20 WO
2008/ 032226 PCT/1B2007/ 004097 8. The primary contact
| ens package (100) of claim3, wherein said
ey, er batehp GRBRPEGHtECCIeAR rp'a&ﬁ‘ég@? dm T clames, hdreh said
approved pignments or colorants. 5 9. The primary
masgierhaiel cpawongateegerigaptitanim dicyide.3, wherein said
mast er bat ch conponent conprises titanium di oxi de. 10.
The primary contact |ens package (100) of claim1,
whetCei n Tl grimanpsdritatelend Porkegapro®es clald B Widrein said
core material (120); and a barrier coating (130)
subsHateed 19) campsiseson of said first core material. 11.
Th ' e package (100) of claim 10,
m:arfgrirs'ﬁeggﬁy@%&gta?ﬁ%(%), gﬁ)%ti ng (130) ranges in
t hixchamies cbatimy &1818)) dained eh\ya Rorfidn minsai firsRComnermatetial.
12. The primary contact |ens package (100) of claim
10, wherein said

11.  The primary contact lens package (100) of claim 10, wherein said

barrier coating (130) ranges in thickness from approximately 0.01mm to 0.20 mm.

12.  The primary contact lens package (100) of claim 10, wherein said

first core material (120) comprises a color component.

13.  The primary contact lens package (100) of claim 10, wherein said
barrier coating (130) further comprises a hydrophilic material.

14.  The primary contact lens package (100) of claim 10, wherein said

barrier coating (130) further comprises an absorbent polymer.

15.  The primary contact lens package (100) of claim 14, wherein said
barrier coating (130) comprises poly(NVP).

16.  The primary contact lens package (100) of claim 1, wherein said
substrate (110) further comprises an additive configured to provide a secondary
utility.
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first core material (120) conprises a col or conponent.
13. The primary contact |ens package (100) of claim
waosmseeei n said 20 barrier coating (130) furcEs2007/004097
conprises a hydrophilic material. 14. The primary
contact |ens package (100) of claim 10, wherein said
barrier coating (130) further conprises an absorbent
polymer. 25 15. The primary contact |ens package (100)
of claim 14, wherein said barrier coating (130)
conprises poly(NVP). 16. The primary contact |ens
-package (100) of claiml1l, wherein said substrate
(110) further conprises an additive configured to
de |
b 2001 Gaa00 2N igHs pelldige (foofdr €t Rigictein said
additbekiagen{igoed tofproVIdeth\lﬁrommrel n said additive is
configured to provide UV protection. 5 18. A nethod of
form ng a substrate member (110) of a contact |ens
Prifery AariRed of Aiing 8 @UBsratdWen]bdr T 1Q) 6F 4 béﬁtbct lens
portion (120) of said substrate nenber (110) with
pringyy dresagedi @Q), aPmpaggi nj ecti ng a honopol yner

oD RBE R penihi gy b SR bssthelfs chftiguip & colored

mate@al agd | ens stored wthin said substrate (110). 19.
A nethod of formi ng a substrate (110) of a contact
I eﬁ@eﬁvngﬁmmml@ﬁ@émwmﬁﬁyl%%é 3&9&!6’Vﬂ©a PR af gridch
L
sub%?ﬂ%%%mbfg% m@{qﬁg&gf 38 %lxé{}gér%tq Qf%oﬁga% (I)é?% %TBFMlthln
saiccsutpstrate 1 b@t ween approxi mately 0.5 and 10.0 % of said
substrate (110). 21. The nethod of claim 19, wherein
sai d masterbatch conponent 20 conprises a col orant

apprgoved Fthdd g fohfiin Og 9%%59@%3%0 ) éRa CEH%&%MWHQW

claim 19, wherein said master component
package, comprising adding a masterbatch component to a substrate polymer.

20.  The method of claim 19, wherein said masterbatch component
comprises between approximately 0.5 and 10.0 % of said substrate (110).

21.  The method of claim 19, wherein said masterbatch component
comprises a colorant approved for indirect food contact.

22.  The method of claim 19, wherein said masterbatch component
comprises a colorant approved for direct food contact.

23.  The method of claim 19, wherein said masterbatch component

comprises a colorant approved for use in medical devices.

24.  The method of claim 19, wherein said masterbatch component
comprises FDA approved pigments and colorants.
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conprises a colorant approved for direct food contact.
25 23. The method of claim 19, wherein said

wor@Bms2aé ch conmponent conprises a col orant apET/B2ea/004097
for use in nmedical devices. 24. The nethod of claim
19, wherein said masterbatch conmponent conprises FDA
approved pignents and col orants. 30 22 WO 2008/ 032226
PCT/ 1 B2007/ 004097 25. The nmet hod of claim 19, wherein
sai d masterbatch conponent conprises titanium
di oxi de. 23

25.  The method of claim 19, wherein said masterbatch component

comprises titanium dioxide.
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