10

15

20

COLORED CONTACT LENS PRI MARY PACKAGQ NG RELATED
APPLI CATI ONS [ 0001] The present application clains
priority to U S. Provisional Patent Application No.
60/ 832,324 filed July 21, 2006 by Stephen D. Newman
[ 10 "Duo Packagi ng for D sposabl e Soft

92{9@%&302@5 Usi ng a Substrate" and U. S. Provisional Cg;%zgﬁsiomm-s
Application No. 60/833,230 filed July 24, 2006 by
St ephen D. Newman tilted, "Colored Contact Lens
Primary Packaging." It also clainms priority U S.
Uility Patent Application No. 11/780,987 filed July
20, 2007 b t eph [ " Col nt act
Cons pri yORBDGONTACT NS bRbaky pRERASNG c: coy
i ncorporated by reference in their entireties. FlIELD
[ 0002] The present systens and nethods relate to
contact |ens 20 packagi ng and nore particularly, to an
i mproved syst em an&BETHdd ARRHLICATHONG a col ored
contact lens primary package while satisfying |ens
packaging criteria, -- including sterility. BACKGROUND
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econom ca OSSI W t hout conpr omse to the

Dt@dfﬁcéqagmqiéc Béﬁjiqsgbler$qféCDBtaCTh@ﬂ$35auSlﬂg @navbsiratet and U.S.
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NSes cons Sts70
N@.oimaprtmue;tl ﬂl‘tﬂo:reeldemﬁacﬂ laarfsd?nmhsj Pacikag(eT kiatscadlbiets priority

U s i PatsRuAbeiayen a1 5 SRR iRl vt o B Sisen D.
NéWﬁ'lan titled, “Colored Contact Lens Primary Packaging.” The applications are

hereby incorporated by reference in their entireties.

FIELD

[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,
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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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pol ypropyl ene. The boat is typically an injection

nol ded plastic which has high stiffness but is capable
of limted elastic deflection and includes a preforned
recess. The boat is filled with a suitable storage

n, preferably saline, and receives a sin
9@@%@%% situ. The blister pack is then autocl avgédfzoogomsq.s

usi ng steam and 5Spressure to termnal sterility. These
blister packs are presented to the patient in boxes of
indivi dual packs (FIGS. 4-5) or as nultiple blister

PalvRISBHlenenThe BREEIYPIEAL T GRnITanaoH Riasic which hs high
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statutory requirenments for sterility and stability,
regggs.alheo ttlﬁﬁllqshmtbmsmt@bieesigmetwtmh@ref@rm éeaigne and

re[%ﬁﬂlegaasih%le Igﬁlfml SIS TRU s nglg \A@éﬁ ra%ttc?tﬁ %&H %né Yteam and

package fus
pmlssuﬂeotonem:malzﬁemy eTh&wdnirstérr;mwmass prasentecdiogthetpatient in

b t h [f 1if
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Dur i 1o fe Th@%é’rﬁ@fnd Sﬁj%ﬁ’@e ishe dr@é‘émﬁ@doﬁmbﬂtehgltoa
fromaf formed on 't he boat bé@&eeln back t he

pafisré in 2 agst @temibfeplemng easkagmibiat beth sptighiag theastandory
re%;gllrr?%n'ceﬁ fo[v Q%Qﬂ osa t'raB ll)é/d%ﬁ‘ndcaq)lﬁft\/g%e bacérggggg%gé'the lens
safelyl aundi eagllpr é’herleml mhust bé &epplaydeatedhahite ingbe package. The

passaoRcr T Bl serlefl ShA soop BRI 7B waten LR Srsrigsion
thdudh theolataha Sariiiatdd RiyEF RLiBxinkIge HRNShIF N harmesent

fromapplied 20l oad. Exanples of traditional blister
dyiekeit Hf &%mmontam@i thereigt BHAiNgse, theussr igpoves the

afhinig iderig i g e ol S ihe bodee Pedlingpb indbver o

efpuiskitbatansnniNoerséd ]:29 Hyd8ating solution.
[0005] A variety of contact lens packages, particularly disposable
contact lens packages including preformed blister packs, have been traditionally

used. Conventional wisdom in the contact lens industry has been {o provide
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preformed-stifi 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; 4,691,820; 5,823,327, 5,853,085;
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.
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[ 0006] Whi | e nunerous contact | ens packages exist, they
al | traditionally include boats made of

honopol yrmer pol ypropyl ene in order to satisfy
25statutory requirements for sterility. Wile

lhhity is provided by the use of homopol ymer ]
Q%ggﬁﬁb%pyl ene, the resulting product is a 56200900461-5

sem -transparent boat or substrate unable to provide
secondary utility. 30 SUMVARY [ 0007] The
present specification provides an econom cal package

W t hout conpronm se to st r nd nedi cal
requi renents of contact gu@&‘g‘ﬁaﬁckages. [ 0008] The
si ngl e-use package, in the enbodi nents descri bed

bel OO?Ife‘Tﬁe ré’é&ﬁ?%be&fcé’tﬁa‘fﬁﬂ‘h@ﬂ% a?ivé?;ronbhﬁcé?rp'aer(age

art blis k concept. First, the singl
W|®lamnaag>mprnwsm©§tatutmy andrmed oalpeqemmeoﬁsfofgpnmt fems
%Ig gg/for the rapid identification and inspection of a
P3RS %ont ai ned within the package. In toaddition to

t he [odes} i f Thatsimyle-0be bhekdagemm tHehembodiintents desaribedassliow,
s configured to either aij

. pat t denti fyir
S e O PR AoRa O PLING BTt SISt RAPHORBCEBN TS, the
sﬁ@‘éh%epadkégé Gh @A BolbPht CBRTPRINEA @cﬁ’rﬁﬁﬁ:’re@fo élhﬁv for the

package, fof instance to elther provide psychol ogi cal

rapiskidepiification landrinspestion ©f adens conteinetioritiin ttimrpmkm@e In
acgé 4?1' %gtﬂg 6@%@?}%%&0@ Bﬁ%%' E&ﬁé th&% oltoParR %mpdo% efit fénéo%f'igured to

either aid a patient in identifying contamination or other foreign objects in the lens
package, or 1o enhance the cosmetic appeal of the package, for instance to
either provide psychological message of cleanliness so as to reinforce
compliance with good hygiene practices, or to provide a unigue selling point for
the finished product.

[0009] Further, according to one exemplary embodiment, the present
single-use package including a colorant component may include other additives
providing a secondary utility such as increased sterility or UV protection.

[0010]  According to one exemplary embodiment, a primary contact lens
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package includes a substrate, wherein the substrate includes a homopolymer

and a polymer rhasterbatch 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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i sthe finished product. [0009] Further, according to
one exenpl ary enbodi nent, the present single-use
package i ncluding a col orant conponent may incl ude

ot her additives providing a secondary utility such as

I ed sterility or UV protection. [0010] Acc [
géoggé)oﬁggexenpl ary enbodinent, a primary contact I%‘%@O%‘m's

package i ncludes a substrate, wherein the substrate

i ncl udes a honopol ynmer and a pol yner mnast er batch

conponent . [0011] According to one exenplary
enbodi nent, the nasterbatch corrpi)ggnt conpri ses

£Xe9S appdactdeas

stoRdLfHeRdin. 25[ 0012] I n an addi tional exenplary
enbodi nent, a nethod of formi ng a substrate nenber of

a single use contact lens primry package incl udes

{Fi-[ré s) r-ltié)ﬁ) /{Wm Ssubstrate menber with a

nold and formng a
second portion of the substrate nenber with a second

shot[oofi 3] he Thaaiceb®panphg drawegsiilfustiate eaRkmbsdiments of
i nj ects honopol yner pol ypropyl ene o porti ons

onl ver
thﬁpféﬁ%‘tﬂﬁm and mpthed and e apa ofbteeéﬁssé@@ﬂ% e
: r i T.
IIIGQFE\}\’@S'édmnéﬁfléoag% éﬁﬂag[y:é%&%iﬁ% §E§/ ¥ r.gi Véyggésn%na'ﬂﬁemod
and dosot bnd thestenpsthendnddi nents of the present system

T JBBHAL o R Ll B iy 8 Gt Ao i e
cantastdes pasieéigem and nmet hod and do not Iim'ft the scope
G 1lis n view o

thereof _to 14] FI G a pl pi.cal .
pri J00351 dFEfgo%ﬁbq sidg|qlevation i fre packags (pf}d%a@!% the lic
j i I ' of the package of
péﬁ%&ékﬁ#ﬁ%{ﬁgb% gli%cgﬁ%(g IgrY\AigHe?%in.r el ease the contact
| end00H6} ei RIG. 3 is a perspective 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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[0016]FIG 3 is a perspective view of the partially
opened package of isFIG 2. [0017]FIG 4 is a side
el evati on view showi ng a stacking arrangenent for two
identical prior art contact |ens package according to

_ odinment. [0018]FIG 5 is a perspective vi
gzgﬁiq;gﬁ% 5%’500900461 5

a plurality of blister packs stacked as 1mn
FIG 4 and contained in a carton. 20[0019]FIG 6 is a
top perspective view of a contact |ens package,
according to one exenplary enbodi ment. [0020]FIG 7 is

o) pe five view of a contact | .
o codPRBL T BTG sysitip SrostsanAREY of G PRERa fog Usg i a
c@wtéane:ﬁé%bﬁmﬁ; ;bé(cﬁ(a!;b%\fn‘i’éd 9¥ BavbLsMokt )thdP RROrdi tR6he
| ens package, accord ing to one exenpl ary

emmdambodlpmz] FIG 9 is a bottom perspective view

o 085 2|, PRSI dy AR ESeta e
cqreacifens pimaam packabedossd by atwbashoatreld facgortimg m:bne

I k
exe?rr]]pa ac gg&me %cordl ng to one exenplary enbodi nent.

[0026] FIG. 13 is a flow chart illustrating a method for forming a contact
lens packaging substrate using a two-shot mold, according to one exemplary
embodiment.

[0027] Throughout the drawings, identical reference numbers

designate similar, but not necessarily identical, elements.
DETAILED DESCRIPTION

[0028] A package for contact lenses and a method for manufacturing
the contact lens packaging are described herein. More specifically, a package
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 masterbaich additive to a homopolymer. Alternatively,
according fo 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 be used
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9200900005S&200900461-5 [0024]FIG 11 is a side
cross-sectional view of a substrate for use in a
contact lens prinmary package forned by a two-shot
nol d, according to one exenplary enbodi nent.

IG 12 is a side cross-sectional view of
4@9&@@ in ab contact lens primry package forri%ﬁgg}mm's
a two-shot nold, according to one exenplary
enbodi nent. [0026]FIG 13 is a flow chart illustrating

a method for formng a contact |ens packagi ng
substrate using a two-shot nold, agcording to one

inthemrpsany agigie andemthod gp o7 |AGPEIIRG SUPNE REERPIARY ngs,
eh®BBinh &R bsfr%rrm@n@qﬂgfrnamrwb?er@u at; d%_fted Bgtth@rfbod

necessarl entica enments. "‘DETAI LED

and Poag 8 nwn:puaﬂmg@ DArascevitabls for s packagingohstetiednedical

d%@?{% acturing the contact |ens packaging are descri bed
More specifically, a package with a substrate

| S dnoeeebpsech thattellevingtdeschptinsd, fat purpudes diesxpartztioh, or
a pl anar s\ i ncl udes a col or conponent to aid

NMBERUSSREC] ﬁ eé%‘&t?fﬁg?e& fripgrden fé’d%m‘élﬁﬁ q WEFRYSYi ng
uﬁ&é?&l%ﬁhﬁmgrﬁfsthé g?ése'ﬁﬁﬁa&% §§ﬁ£‘hétﬁod ioig rﬁé\ﬁh@&%nng the

Accor di one exe nbodi ment, the col or
packaginge Htwill bemp@ar@ddhwevefetcsm slflthe@lrbtjnetaﬁtethatjthet preaent

miincl R P ARGt Rl o e TR S terenss e
s;idw catiboto &ﬁlﬁ)@nbﬁﬂlm@tm&%n@ﬁbddﬁmbhé’ racdnsd that @ piaytlcu|ar

formn shot. nol d operation. Further detajls,
V%{@ﬁt&rfawdg%ﬁs 4b genagehioneth th%e%mbaiimem

ls%cluﬂémtétQé‘aé’t"dnb é?ﬁbcl?c!:F'h‘énfi efhé Bpp8hinke 47 A% BHYase in one

29] As used in the present specification and in the
erapp@mmd iolvaripys places in the specification are not necessarily all referring
to the same embodiment.

[0031] In the accompanying drawings, some elements are not drawn to
scale, in order to better illustrate the relationship between components.

[0032] Referring to FIGS. 1 and 2, there is shown a typical prior art
disposable blister contact lens package (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] In FIG. 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 fraditional method of

forming blister packs using homopolymer polypropylene is effective in producing
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the term"barrier material” refers generally to any
materi al which nmay cone into physical and fluid
contact with a contact |ens. Although pol ypropylene is
commonly used as a barrier material in contact |ens

any other material 30 that is capable
9’3’?%@???9 a barrier environnment for contact Iense§é2€3?1°°4615
be used in the present article and nethod as well.
According to one exenplary enbodi nent, a barrier

materi al may include any material accepted by the Food
and Drug Adm ni stration (FDA) as swtable for the

bliigneankigemwess &)ithal are dcemveddor preyid "w Begnmired glerlity,
hoWeYEMHROredBRIR loBIdr%'Fthe{ ﬂfst%é?;‘ksrﬁ ?23% @'%%Hﬂ%nsparent

numer ous speC| details are set ort I'n or
geyeplate a t horough understandi ng of the present

e AR . B Blios pliada bEEhOREOH of Fud et hor art
cc&ﬂbcttlbm phdieagesds e rind et NoBanby dé%nﬁfofmiﬂl@ead thvdt taitaoigh two
ese specific details. Reference in the

&OPWEB'?PHY] inter-fity ey dake HP Adhiokngss g%ﬁ?t%fﬁbeaufhﬁ‘eﬁv@k"ess
o?%@Bﬁl)totF BhePaRR! s, %r leﬁ§ phksye %dMiéHeeuﬁ) 8% Ilttle space as

characteristic describ i connection wt
pessitde capsidering Ihe:nqaiwelm small sice @ eoméact iensdi ment The

ngf@bﬂg | ol egetc:aﬁt t%&gs 5 é/gwlogg%eregfﬁ?gfj%%ﬁn%ye ['nféctmg bacteria

sustcasBasarium &efatitie has eniithasizedithe sed felﬁttedielrt&nhary contact
15[ 0031].I n the ac anyin ong el enents

legs PagkAding & te%aﬁlggﬁe 3 antity apu fargion QieRle thatanay

bd %sbﬁ{ mithe "b%hta‘?:t ll#ﬁs"k?a%ﬁagiﬂﬁp QR EBIE rare |nstan0[e90§c?r]ta?1mat|on

eferring to FIGS. there 1's shown a typi
mpy ogginatly bei mpsmtwn theoprireant cardactdens paskaging k qVEy, a

Ia}é\% n%(ﬂ’[lblz é)ff 85 pnsllbée}}tg a g&ﬂ%%e?%if & vﬁ %ﬂ% &2} %tg‘::t I&"B
pa:kagmfgrcalgena&@ ffodn affinger oba patiest aitenyptingptaeashigee(ahd mwl-t the

whi ch may be peeled away to rel ease a contact |ens (4)
C%H%Qc‘é‘?'?*? [0033]1n FIG 3, the package of FIG 2 is

showg * h F\B@orﬂﬁi&?ﬁ% BmPSE) atbadment %f tesresehine

cont act ens ypically, the menber (2) wll be a
exenuTlanhygtam mdenetbad ka aalgr carIpeaentismdsier|te the bistespack

mémbe qTH%r aad nﬁcﬁ? P%E%%?osrsco@pd nyall&bs 4 dafidiit SP%lthuser

pl ace he” ne I'sTtypi‘ca |nject|on
tofreadﬂyhdanhifglam&rontmhmaﬁ@rpw m‘ne|garubjédteh:atanawge present in the

biger PaRk g Bper e e aaSranGdo s oXemmien T Bay e, the
préﬁﬂﬁ Hidteripaick m@ﬁﬁ&d@{) BoAtifflsubl &BVIHE)thé\’@.tanﬂohEﬁrﬁﬁn@ﬂ@d

| ens hydrated until I's renoved fromthe pack
levalnof sieslitypr evi ously, the traditional method of 30

for ToagrP! | LSS aPRGK oLt IaRPARbYRRIerR YR Eofiifonent
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 molding, 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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bl i ster pack nenbers (2) that are approved for

providing the required sterility, however, the

resulting color of the blister pack nenber (2) is a

sem -transparent grey color. [0034]FIG 4 shows a

Lhg arrangenent for two identical prior art

9%%2@&@? | ens packages (10 and 11). It can be see% (pgﬁysts
FIG 4 that although two packs conveniently inter-fit,
they take up a thickness greater than the thickness

(or depth) of one pack. ldeally, a | ens package shoul d

t ake s little s e as poaossi bl consi deri ng t he
o 20038l Acgprding BAhgresen axapPIarg fabqdineES the

acteria io such as Fusari'umkeratitis nphasi ze

- nLa%t?z#Bétcﬁ %Wﬁqpo‘h%ﬁ?fs%ss@l#ﬁéﬂfyeﬁbélopfzoﬁéémraﬁ% goﬂéﬁglﬁé& tdBnpart a
- desieedealer toa palyelefin or pelypeenylersntesit. Indhe presstd gkagplary

<o B B L £ B g of

beacleagppgoximately 085% and 10% hanuges|yneemt@neentiia masteryatch is
| ens

oighed §thghe PBnEEpERTrer telin 8 Sshred olsk PBbErAmE Bicyed by
cor@htioBdenélBRig. way to a prinmary contact |ens
15packa8i ng originate froma finger of a patient

at t i®88Phg Avymeimhesas caless maydia proyideddgsging the masterbatch
' . [ ' :
colfopdig sl AR a SR Made e hiigaidmdy e |
priosideddsoanyondrbeibdf suppliersdokludingobut ind)a wapémitedito; Ampacet
ol ol o SRR By S i LR i Vet e
cotip@ednt! mahy MfastODakiheseviders) alsB il icblof inAtalsikg Ferkeds in

Addi tionally, according to one exenplary enbod nent,

ordretpmaidnthemolartaf the prasent Mider pagk meRhes (@swithya secondary

' L | f sterility.
P e o e B R e RS et e
col di00dohpoéhile &ty mfmbéreofhastedratgacklomeaingonédis mapbe

g B e Ra R 600l il sOtgS BBk mermers.

" adeorlAg €6 bne AXEAHHrY @nibdiMkht, $HE FtlstdrpaffRibrivftporidis

. masterbatch conponent includes a carrier; typical lo}/
inglige aarfrPR approvedcalerant fa5Ifgem drugs. sredisakrisvicasian

. 1 e
R e IR Sty & NREEPRE RS A, |
mastedrdtchy ooled compbaenioyraisponds i ah appeovddnediorant listed in 21

lyer | i,cle. [ 0038] According to the
Clg'%?é'e déi% Zf‘j‘y enbodi ment, the masterbatch
CONJO0ATY | AcOSARRY todrleYeeraShpyf emBBERSHt Ao Purposes of
y

configured to inpart a desired color to a polyaolefin
ex3mRple Wb‘r gy masterpaish r‘P.OqurPONfé)f}ﬁﬂéM‘né‘iééﬁp'Pl&r'? in No way
. | o 3
SR By SESIBIORg o AR WHR Rt ugpersatcn
coafigurEiPiogemepate yenwhite Blister paek meesttward{@). cAccadinigdodbic

with the ho ol yper, I, N .colored plastic rt n
ol RO LT 1173k v RH SRS imBE oS
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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[0039] Any nunber of colors may be provided using the
mast er bat ch col or conponent. Commercial ly avail abl e
mast erbatch materials nay be 10 provi ded by any numnber
of suppliers including, but in no way limted to,

and Cariant. In addition to providing
Qiéﬁﬁag@t of colors via a masterbatch conponent, na%éﬂoﬁ@dﬁm-s
mast erbat ch providers al so offer col or matching

services in order to match the color of the present
blister pack nmenber (2) wth a secondary packagi ng

r with i ster pac
P WfQBM'GPeWﬁﬁt%fbéﬁEﬁr}‘ 'HGE’H l@ﬁ”"ﬁﬁs‘r &%KJEW?'SHT‘%WO impart a

Wﬁlm&aﬁfﬂﬁ]e%e Iyﬁg,d to provide a contam nant
contrasting color to the blister J%gck menber s

accdPBsRly t Whiledhe peersind eyamploisidesaribed inethemontss of farming
o ARG hoSRTBANGIL BB S APRAKE LR HEhhy bQlused

evi ces and ‘cosne
in€ladinge blibinl ng wayg tioiited rig, wiite ey xeitpivagiecanbloe, ned)tpurple,

O S L e T
prb@&ﬂ]dxaﬁ%é@dé@:rﬂ)@d% theseekdnfoRnng & Writd Polfyﬂfopylene

purposes of exanple only, the masterbatch co
rﬁtlel'n’ﬁ§r, iany | nphenensibstrate Hsebin@primany cerfagidens case

mﬁgg‘%@ e 8 chlos R HcPBhPrarhithe L dr MElaRMAEh CBiERent
pac06@3per In( a:)d:tldxctmpmbwmi%g ? cbhtrastmgacm:bd)mfoly the rapid
194 e en
oS RENER Ok hot ARIAINS, TR PEhtian & 2 RN EETRS &) as

snagsm teamagte%aﬂcn%ohﬁfdneh@ﬁ% uééd/t%salﬂléd;%tle?@frﬁ@aﬂﬂ S
? 177.1520 (c) 3.2a and 178.3297 of Title 21 ofifl

ldemﬁé‘y@gdl@e @pnlla@tjl@nawon@m%m fbﬁsbfismf e MmaMber. Jryr example,
th& BB Bibi FRAITRE blisthl Balil b {2y B ORI E88r of the in-
erba ch I'n es

nrum di e confrgured t
monqnaet tiat intlutied dother cdnadthendamg rodyceea kn{)@rﬁ@]dﬂaﬂeet For

BT raP ARG o OpB BB SO e 8 YEABR SR mape
foftHEd Qéln@fa ﬁ@b@@aﬁﬁ)@dﬁﬁoé&ﬁ dsinféntithieBBboRE! amdn uQ@d Ry
limtedt white, gre | ow, green, blu re

copkipation wﬂlaﬁg@ntwé@m K@wm a hlug irkmogemer t@r | Vee re%uhw" be
art m.dang%bs.b‘fg %!r rpaeﬂ J/P(ere"i’ﬂ? yguédo.%f B lrafe @BRIbfhdsSwith the
ormng a I'te

context o
bltpmlrypmpmee rilet thher:ebgrallpwmg tirertzdient rgadiy ideetify the contact

LI sed in a pri conta ns ca .
e oapgBogale pby Radhsihet s S byl padsi oy feicate a
comgshipahat ch conponent. 10[0043]1n addition to
providing a contrasting color for the rapid

i derd@P44lcat YVdviedhe agditianioh e mastarkatch rqmncmnéfo the
suBblrSfeSbriRig pdIHABATs défsbribed 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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i ncludi ng a mast erbatch conponent may be used to aid a
patient in readily identifying the contact |ens
contained in the blister pack nmenber. For exanple, the
col or conbi nation of the blister pack nenber (2) and

9%’@%}“@@% or of the in- 15 nmononer tint included i';%(%%gsoum-s

| ens may produce a known col or effect.
exanpl e, according to one exenplary enbodi nent, a
yel | ow substrate nay be formed using a nasterbatch
approach, as nentioned above, and used in conbination

W L{} 8 contact |ens having a blue in-pononer, thr%it. The
CMEQYPE. frqardipe t‘éﬁ“@pﬂxﬁm'ﬁ’fy evnquwsnbtheeﬁ?eabwc Ep &N
ahtpr€ ot em&fscémémgg{)e;@%ﬁrsm fét%ﬁng\j"'of Breili ftgpMeU&atient.

i n-nononer tint, the _ ow ng the patient to
Aceaudingyto joeraxenyplatyeeraloedisent. ltee antigepdictscentheightensthe

' ' d by the patient wll
pRICARE B B alfid bohnthat 044] Wi | € the addition of
t he 0045k baDibhier benghits emdy iholudberstebting Hieepliraan cuntact lens
i bed_for pur col or

| [ ddi
pdtrebgsaaliis fhespuects hioRale AViettadn: orfelous hilaspacks
wiledlib®r U9 do i’npg JFRREEMAt d_fﬁ@&ﬂ@'&%@?adéﬁb%lﬁﬁer oyt

In no way IiFr)n d to, providing a perfunme or & biocide
candintipg exposireatiowenes dnel Lag of 8 neariedatgipeemponent, such as

. ; iy , b s
g e L T
ope ;{GOAgpr [ MemaﬁoayamgaOMam;me compbaett mgy bllae:ogﬂgured to
e T2 RGPy Bt SRR AL o
PAEBUIaNE accRfiRg 1 BHe ReRPeard eRRIAhENE MR diRMhotdSlastic

scent 1ncludes an antiseptiC or other scent configured
hausebplgdtams afeaow myaiiable thatiare bjocidal in netuset Aeperding to one
o556 0l BoRIR RBBIBL YA Yol bbABRHLf may
incladé satisin e wayQDdtgdoh sifve dored, tridoseay andruidiehlorocarban.

BGRB8 o o

prilh @Y 1EhPPatk el wdRH rEdGdsSbibtblialoniid¥tiba of Y RES oM
the’l ens, which coul d degrade the polynmer on continued

hasgdliog dueng Mmseetidt ;| the use of a masterbatch conponent,

Sooi0BiTL | ASLUIE 8l Bb Lo RS et e
mAseMdd] ébmponant mai ylsot eeconfjuesd & ieasenpdjoncts forthe saline.
Pa?t?mﬁgrrl];,ia%%{)?cﬁné ?0 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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rel ease a biocide into the solution contained by the
primary contact |ens package. Particularly, according
to one exenplary enbodi nent, nore and nore plastic
househol d itens are now avail abl e that are biocidal in
nature, According to one exenplary enbodi nent th
9303WO% el emsntgof t he rmstngat%:/h conponent nH 200900461-5
15i nclude, but is in no way limted to, silver ions,
triclosan, and/or trichlorocarban. According to this
exenpl ary enbodi nent, placing a | eaching silver Iayer
into the primary Iens package woul d reduce bacterii

examplany sritpelicns paskaged 0} insdesrusenier sHhstrate (11 o) mcludmg
a Eﬁ@ﬁéét%e%ggﬁ%ﬂS%%Gﬁlgﬂ tHe o\b%url%'&gttﬁ' fe &mt@r éccordmg

odi ne mast er atc conponent may al
toownef expmpldryt embetiiossy, thejtopsheet membee (534) nsneoupied to the top

st b8 Shlknr2E RIE) o B2 GO /s GRIRE fRdhg sheet

mbed €1 5@dandse ér@té@l&‘rdrﬁﬂﬁ@%&ﬁstfeﬁ@m 1dewifl A rtﬁanstanaa@d
subpstrate. Accor | to this exenplary enbodi ne

rqlaéw&%'ewoquﬂmgefoa%ﬁ @’i"t'ﬁ'%“yt’ el P|dysaﬂ Ohfnsertﬂer astar
baigye aora%@b { ARniH rgiP Ks cBUBIRAaS 1 Hdp Surfe@rbf the substrate

autoc eratio y assist inr ease of
(148) aufficient twoal el exermplanhenrdactdens pwd@gexaﬁﬂ] lodar e

aljEBURE T Addlidril SRS Hourt i WERE SRR meMe(F50) gy
cdrmaiar\mb% evorfie andoy &na@@; inehekhgydsit B mahval Ilmlted to a brand
nt S, O49bFI G IS a to%)| Eerslgect ive \9/{)
"f%i“gz cf des (8 k@@@’OFSGfOHBé‘B? ARgUL e&HBtECt or
exdnbSE Nt i % RIS righeyh! AR istlBtbrigYoF Lise. 6. the

present exenplary cont act Iens package (100) includes
a cdﬁﬂ&ﬂ] subknitartye F{G.10)s 4 hottomi peyspeativp vigve of thespriesent

ol Rl e Teloddood) ahfaRiRLid ot frnbisRL fppdiment

Amgbﬁatedlé(bb'itg)m %rmaalnﬁéfnzber (1160} isogpuplesd mCther;c])tth%urface of
subst r at an connect i on such tha

the SubSkaler 150 hORRESTS Db heeh@edasst 450y A5 Swidhe Botiom
sl*%@?ﬁfern%é‘r (4884 g"b@pé}nﬁ%ﬁ\‘éﬁii?% s@&ﬂefy%cﬁ(p‘lé@ioythb%ttom

pul g force. Additional be describ
SUﬁ@petﬂéfthejéwaﬂtraf@ €1 1, withet aap:remledrgnﬁ@n C(rmlmeyr mgmber for

roS2B] Gitok b, L8k HELBEE ) 1B DR, (B aice

I Cie ['oOw 't npkary con ns pac age

- illstiefies & hiahdlesen @20V ed grippigtsueiaae formdd éh the Isbitom surface of

the t heet mb 150
thes&%stratgﬁ?g).s eet menber ) may

[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
Iéyer 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 be

11
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to contain various words and/or images including, but

in no way limted to a brand nane (300), a design

(320), and/or information about the contact (310), for
exanple, that it is for the left or right eye, and
instructions for use. [0050]Simlarly, FIG 7 is_a

939092998k perspective view of the present exenplar y562°°9°°461'5
contact |ens package (100), according to one exenplary
enbodi ment. 15 As illustrated, a bottom sheet nenber

(160) is coupled to the bottom surface of the

substrate (110), opposite the top sheet nenber (150).

OA@eghwmmg RPBYNED IPUSH @6t b%@rﬁ&émlf@ﬁéepowgh%@e polyester or
?rgﬁjéently or securely coupled to the bottom surface

o e substrate (110) wi thout a non-coupled portion

or o[tOIGSE] neiberexemplarg hottam stedt Iﬁ@BQjanapaissH&@udemr‘raminate
160 the substrate, EIG . 7,also .20 il ustr

PR dSETeERehE tape iy ASEEBR R AbENe RR 60 Br

inbeirhesnIgyEriciaife Bottdr %h&@b@tteogimrdlﬁ%% physncal or[fmﬂﬁddntact with
Accor di ng to one exenpl ary enmbodi ne he exe

thedens; inclugfps %harrleﬁ @aéﬁﬁﬂprfaeybqim éh?%tr(ééﬁ’) I@fék’ﬁnmse

| dﬁ@méud;g Mgﬁ,tép 'tl‘?é‘?rfﬂé’gi)rﬁ&fgﬂde pd 8'@'“‘” oeir{agh?Wd may

comprisentbetsapte laygey ax thqjlopsﬁhegt 631 500 rasgeestionedalbevd. dine

ogtefd spSaB1eU PO N e Clo 3 Hrun B B L Bifte l thus
mbgible pdmmianently SRadHedrb)tRE @abstpdatel( 10)] sacmbadtirovngh i Hige

| ens. Above the inner |ayer nmay be, according to one
te &P&ﬁi‘ﬁ-’éﬁ beatassh Prether Sﬂb$t§9té?||ycﬂerff’él"§l‘t ¢Q#Rlingy byam gxemplary

elﬁh 'f”th@?é PERYIASS sRbht Qtlé'n%a%%rll e Qiﬂs't%l/e s6 R Ghe

& al uri nam ayer, a top yer forme
batterh shieetgcoversoandvisratiashed tadodipend nxﬁtthe putbsteade tlut not to the

il by “WareB A fBbEEs Haf Ml B8 Bied an g pOEh e
I am[oess] f OFIG. aB:mostebt@g ahcem!@mmﬁmmwfmmga@ system
t| oned above, nner nbs

(1 88} msﬂadsrwe%ﬁpm%yscv(ﬂ@%dlﬁeow pridecaise EﬁSOﬁi &c&ordmg to one

e)(é%ﬁléﬁ"}terrﬁ\bécﬂn{eh? th€ nﬁégwc ('12%% hﬁ%gsbea%er drie%lr the orifi ice

materia e botto W se ESI gne
(180) amanintegrated poricagfithe substtaie (pHRK LY temgatively, dige spring

i) iyt S FeokPRBHL AT PRt B FlebafbeidBol fRou

co(:ibg@g) stioetareg) therabg dilowingetheepaing tdist (100Ntd featsuitrin tas erifice.
an [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).

[00565] FIG. 10 is a perspective view of the substrate, according to one
exemplary embodiment. As illustrated in FIG. 10, the substrate (110) defines an

orifice (180) sized to receive the contact lens (200} and other packing elements.
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10 may be permanently attached to the substrate (110),
such as through a high tenperature heat seal or other
substantially permanent coupling. In an exenplary
enbodi nent, the lam nate foil is shorter in length

th e substrate so that the bottom sheet cov
gqoggogf’éé;ched to body end of the substrate, but ngél‘@%gm""s
the handl e portion. Wrds and i mages nay al so be

printed on the bottomfoil. 15[0053]FIG 8 illustrates

an exenplary contact |ens packaging system (100)

'ncludlng a spring disc (190) dlsposed in the orifice
Ferammplaciesoiiing te ane feermpiary eRPdERSRl ARBRPS reseration

el%i%d&f‘&gﬁ)sﬁjcﬁ'ﬂ&oé sHﬁW B%c%‘?%‘ dﬁg@t aybk e ﬁdtfobﬁﬁvthe lens

as ‘an |ntegrat portio e substrate
(280).ernatively, the spring disc (190) may be an

d
'+ HEP650C AR € FRCPET B AuRiierf fstaRtn the cross-
“HESARIALTE GO, ittt mf s i o
5ternah% oA SAE *"?ﬂi%g‘ﬁ‘"(’%g?a""gr msterial saatng &m)ﬁ@at
mb§ B Po@éd f ﬁféﬂbr%@d(ﬁnsl' hﬁszl%}'}lef FéEjBﬁ h&viRg %St?d}ﬁer material

cont ac [ ens ac agli ng ‘system her, accord |ng
castiog éXxeMpnay y'toéudﬁ; dcoending weo@xemﬁamw@mbommﬁra

0l PAREL S B RS BnbORaBBM R o AEfe & ensure
thﬁ&:]fgrlnt;abul thggérllslﬁl ﬁg?maﬁgegyltthe Hagmtegltoﬁl;heﬁ\frgg 2 Igaaﬁr material

c%eﬁea?z%%p%ba;omec{ ﬂfsa%wvgpr of 'g@ﬁ@mé%V%oﬁ%{ighg\%é%’ia'S-

Adcbr@hg td BRE @xghﬁlar}%n‘ﬁoo@mﬁﬁf RS BAIre ré.@ISMVthllnbf‘aebarner

substifate, accord Iutﬁg to one exenplary enbodi nent

material taafing4d38) isrs nitydthickHe pseNide ﬂm degirerOpvelaifistrriity,

W@%O%&' ﬁhé&ﬁ% gig% ‘fglt O(hf el%edevgtr_%gﬁ é)ca?ﬁélffﬁ'ar#s%ré?ent
Acoeding ite this exemelaex enﬂioﬁlmeﬂnﬂwﬂmmmngqaaﬂmpef the substrate
(1355 GoMmep e Sadkat oo BAIRTBL Die TR GO matsral {126) can
coh%%@] e%%%ﬁfléﬂy%} Mafé?%l exeimel @y neiibesli(120y) doesi r&gt clo?tact

lustrated i'n the cross- 5sectional view of F
al'ldhé i ngswaya@@owq!@cy thalpnsd200); thareby pravidipg theability tpfinclude
i L e e e L
pré@éfips. Thi s barrl er region haV| ng a barrl er materi al

coa 13 | ude, accordi ne exenpl ar
oSS Adoaiiha e ind BEsselt exeaplety Anfatan e core

mzﬁl@ﬂﬁm bﬂ)@be@ ﬁthEHrﬁQ&‘t' HHEisHR nS'%s‘?zaH,r Sxpddklo iiﬁ@ [dris] (QMOP&

the l'ens. Alternatively, the barrier region having a
hydeationanedidier Cansequently, 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, acryionitrile 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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coating (130) may be formed of any nunber of FDA
approved barrier materials. According to one exenplary
enbodi ment, the barrier region having a barrier

mat erial coating (130) is sufficiently thick to

i the desired | evel of sterility, while
Q@F’%P neously being sufficiently thin to be at §328q00461-5

partially transparent. 15 According to this exenplary
enbodi nent, the renmaining portion of the substrate
(110) is conposed of a bulk of core material (120).
The core ma

at JOBGR] "ad heackadied kG DndndpaBih daREeinelelal L) and
a @b t'n%térﬁal ppzd’}’%‘én@é%ﬁﬁgd tébdo?tﬁnb @@%né%QQanlé %hﬂmdlment

provid ity to i nclude any nunb col ors,
th@uglﬁ adw0f-$hﬂtmglngsxrowmyveaml%mn@éew@@d ﬂlé@fvs for significant

dé@éﬁﬁ{eﬂpmﬁggﬁ% RlibfiSd e%:ﬁ]sl AGLOLILAGI %r&{b%ﬁg:{eggﬁﬂéd

uratio Yore hat ar
beloly atlonisgor tmdrmatmmom pmamryemmaeldehs phbleageethmt 217 C16: )

Pl HEjoRaln g FPPATLISNS vl oo FAIBAN PP oL sas migelien

within @06 PabRdR. | Alirthdr Héils dfQhe B¥UERbEOVARTOM Erd%ﬁsg@:ﬂ Be
one exenpl ary enbodi ment, the core material (120) may

prioMigleddrelowut is in no way linmted to, glass filled
| |
Bgl Y P r@t CRE: m%ﬁr&ﬁh rﬂé"%\éabbﬁy %ﬁgﬁ ﬂ?ﬁbﬁ%lrg%?@s f materials,
ccﬂmobuﬂme fi mshxbg; raatlhyéq:mmm @romm’ugs,anbp betpeowded to the
p% oM SRR GRSl PSR At oSy & baupir Mafestal (130)

Sh aMe adﬁﬁbrrﬁéieﬁgﬁqm Gﬂlonf h&dcrBingIo¥Wwe e Iary
92009000058(3200900461 0058' The packa in

emh@dlmnﬂgthmgh a tershelepv peicepa.36)Gah '"éls'fdf@t?% a side

o5 St 1o 4Bl AT S |yl by a o
srg:é gﬁﬂd,s?ol:mrgmjglltqr?hd eﬂentr?gﬁ? Iegmbcmw?nm%ﬁ giustra?gieiﬁ iFd@nt1,
tng subBrts 51 BLinshidb st Bears TREruA GHORARE! § prratanaterial
cd=@hgRi3@n of a primary contact |ens package that aids

a patient in locating a contact lens as well as
i derl@P60} ngApeerdiftg taloncosrasmnplaat gmRodiment, the core material

(120) may be formed of any number of materials including 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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within the package. Further details of the two-shot
overnold process will be provided bel ow. [0059]As
nmenti oned previously, design flexibility, in terms of
materials, 10 colors, surface finishes, and nechani ca

r ies, may be prOV|ded to the present exenp
92@8%{%?@% | ens package by form ng both a barrier ggio\égoo4515

mat erial (130) portion and a core material (120)

portion, according to one exenplary enbodi nent,

t hrough a two-shot overnold process. FIG 11
strates a side cross-sectional view of a contact

Uﬁ@b@%&el&%%d bt foaming ehibp %?%Hatﬁylahcqwgl(ééﬂbtthe order
Fffl%éilau&%c cfijfdi‘xglaHQn ?db% l?é(EéUél enbodi nent. As

ustrated 1n FIG substrate (110) includes
bot H0&68br e Asaerdlirigalio qnﬁ@)emplaryaemaodlmnt,ntheéhllchmess of the
o113t Pelt Bhan 1300 o I0E e S ERE RS B P E2PL Y e

aEpreximawigr batfis imhe wayl [Enitartioy dl0Iomnoand e egrermatedal may

20materials. This flexibility provides for t abi | i
h4\s & iiekriessiaf aPPEYAT iR dUL i indloovay Tmited e, d fadwp; Wik

thBW@é‘éﬁt's%%str&t@:%trucﬁﬁg id B@séridé%l inARe E@ﬁ‘tbk%ﬁ‘@rmmg a substrate

previously, he core material may include a

(113 fasrusatvdth amamtmer@bgr oh\B0J @nd ackeattane gheet oember (160),
o W SR B R SPAEPE g e o crste o
cdhe (maiténanmO) aihd & lﬁxﬁmhateﬂaemmgmBP) n‘tdyealwbe applied to

t
ngiorah Goafiondstias WPst dLstaBe R (-2 A Wl HeHosiriba below

with réfgﬁe,ﬁgrtg;:m@t ¢pial (120), the barrier material
coatin e forned by the second shot of the

t wo- [9&82] rmlftjf’ﬁd@%/ btﬂ:@@;mgAbeémmerpﬁ@e@mate(ﬂo) using
thﬁﬁb'—s‘%‘?ﬂwd@ba%getbgggﬁeg)ﬁ#?% é‘l%(@rcloﬁ re%lfto %‘f‘f%ﬁ'é cShtact

ertal coa er i al
lei$ (200)tid aelsbayoadd @hh die bArier waatehaltcoatihg ¢ ti3BAs Wasurethat the

octaetieneis ik expared forbeycore FiatSnslgh £ gy meRalaclurd or
st&%g@ ")’-Qs Mhstred PAETIhEEr WA 8f thdl orﬁ'i%@t(*l@@) i§ £38ted Mﬂ‘?the barrier

operatl ons and formati on nay rever sed

maEoisl { 1%&dabemeﬁgo sssuinstelignpf tineycoesmcu&rrﬁe s shewn, a contact
Ie%@bvﬁrﬁ‘gﬁérrﬂ%uc{aﬂg sgﬁlre'a' efth FRhE Heaéﬁlg @tét%géﬂg@ arftHeYore
0 ( may

core materi a
mairmpabédlzmatbalega,chmlue by thmbmmwawtémah(uﬁ(m) ared of e topnaind

oS oty e sheel Wembara o7) FH  Batorh sheetmember

(1&4!? Ir@sdéwv@sye%rcﬁh@ﬁi bAE @xSiplrY kéhﬁaddﬁ'néﬁts e RAY Ué‘ed to

context "of formng a substrate i}‘rﬁl for use with
foﬁnﬂ'@bgﬁ@émaﬁWdﬂ3Qh®m}h%m93W@Hﬁ efificst (188 ey be

oo et b VioEE S MAPE e B P A4 555 BBk
fon(rﬂé?dvbnamdoatﬁmardre enatarbleri2a)l, ic @aderrtg a@é&@) sterljty aff stee lees
co%%}ﬂingdonlﬁge (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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traditional boats such as those illustrated in FIGS.

1-5, as will be described below wth reference to FIG

12. [0062]In addition to coating the top |layer of the
substrate (110) using the two-shot nol ding nethod, the
orifice (180) configured to house the contact 15
91025???0?3 al so coated with the barrier materi al %(%33?10&461-5
(130) to assure that the contact lens is not exposed

to the core material (120) during manufacture or

storage. As illustrated, the inner wall of the orlflce

180) is coated with the barrier material (130)
s@élabptse ﬁg%fﬂ‘ét%'taéHZQ)WdﬁJFW@d@SﬁFQ&P"%r%'f*C%E80) The

b?n‘?@\‘% t&ridl YALiA gttoﬂ quﬁ]e"%dblstrgfé (gq bﬂﬁfég‘?ﬁ% g%%ng{) g’ﬁdjf%%p

om the outsi at nosphere an
siidet Operoher(dén) &i the sm}ostrla@ (40).i Ber exarapleathe(togGheahmember

SRR LAMEET ST Ve PRy EEL B Rl

inARIEALT€l cOMNMichIP 68l lRKETRASY Yedirseall I Terarribhmatarall (180 tnay be
to formthe barrier material (130) on the, inner V\% |
d0}may be

'PQJVPVPH&GGP; an%eokvmmvlwq%msahﬂ picthesybstraty

b%&ﬂ oé)l/[ﬂ%ﬁirleﬁé o?ach%'b%&oﬁ%ﬁhé Wp sﬁéet‘?'ﬁ‘@ﬂﬁﬁé?(jl 509 tﬁrBaéh a

e core material (120), 1nh order
relnax)\@@!mh@atﬁteai i Whe yopo$heeten¢rehsr way tbei attashed o msdarge an

2B s (R e BBfRERE Y oo, FEURH B3P 28l that i

naétriréalc 6r ¢drBPloniey tvasterility dffthe bﬁﬁl&&t lebet(206). IFIGN@ ilkastrates

a9 TOUEATORGR SR RP G LD AR B SEAB AR B A6 e

tr&c@i é@taﬁk?q elé%gﬁf%{mé:yq&%eﬁ SEEII éﬂélﬁé’s 8fstrbhg seal to

arrief material (130) is in
prlom steaitityy ésccorfdmgrm one axer(mmlzog emmdmntomedwaj senbprofile

i AR incie b Pek tF Ao ARy R il BB 2226) ot e PRBARD.

whibh ¢lelptibon6dde) td Qtat-tfuebmalkﬁh ItI@é Ee:ﬁIJatﬂl) pulPsaick the top sheet
e;%rrpl e the top sheet nenber (150) nay be attached to
B at e (110) by a renovabl e heat seal between 5

i n vWHek4j S qulﬁsﬁ?ﬁg%Qrﬁﬂtl@f?aﬂﬁh&%?baél@?f{emﬂ_éﬁ2) formed

bar ri er nate be pol ypropyl ene, and
wigfotheprepipuelydasesbed gnvam@old dwoedss; Becardingt toamne ¢xenaylary

PRI ARl BRI Ed g
reb?@ctﬁh eohtaat lﬁmfemarﬁag@&ﬂaﬂhg?mstratea?qdi arpgancabo_ammaasheet
mombeGs AieEaEly APRAFSUIP 19 TARNORRLIE s P HRACERPIDE. 1 fis shown
in :ﬁgr hdi 4 Yorf mbﬁé?la‘F P‘PZOE)‘Hr sh@éﬁat@%@ﬂ?st n’fdléied 8sing a colgred

[ustrates a seal mark (170) on the substraté s
pqlvrue:r A lsepond ahdolpuseld bagisaipolimen is dlaen metdad on top of the core

BB T GBIRIR LB bRSRCER, CRBHERRechnolon
is Quedl manhMmﬂﬂb@I@b mimimgﬁdnmdwahnd eah beradhidveed with, for example,
twin-barrel molders, tool turners, or by simply placing the pre-molded core
material into the molding cavity of a second molder.

[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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can al so include a peak (175) toward the handl e end

(220) of the packagi ng, 15 which hel ps the consuner to

start a break in the seal and pull back the top sheet

menber (150). [0064]FIG 12 illustrates a traditiona

blister pack menber (2) formed with the previous
Q@Qé@Pg%ed overnol d process, according to one exe%%%ag?%um-s

enbodi ment. The above nentioned processes and features

as discussed with 20 respect to contact |ens packages

havi ng a substrate and top and bottom sheet nenbers

are equal |y applicable to traditional bljster

ck
SUSERUIGIRY, & JeyBE RbRTIERPRivEacr plows Telgpareaisidedh e shgice of
c&léra%%’sbﬁ%éc?ﬁﬁhé %ofdrétﬂ; FoingRdial! S(?Mrr%lcﬁﬁb ‘éfs%dall%WszﬁPfhe use

econ uncol our ed arrler mer 1s then nol ded on

| oftf'd!prmWIthlhdhe ooee matarial slichf ag g)assd ibfe and otkergueyipusly

uﬁ%‘ﬁg@%&%%mﬂsng (130). Overnol di ng technol ogy 25is

hin the nol ding industry, and can be
achi eved with, for exanple tw n-barrel nol ders, tool

turn | aci ng the pre-nol ded core
Exeme q"é{l ?M%#ﬂ%ﬂ&fﬁ’ﬁﬂ"ﬂﬁw ty of a second nol der.
[ 00G9b66] MEIH éﬁ@ﬁ&nﬁfa‘?y h%fﬁéd"thé’ﬁﬁbﬂPAté'('T‘%)'"i@?nérﬁﬁactured to

advantag in barrier polynmer wll
inplade er bmdebmatwah wa@amwaa@re mﬁ@mqia@ Rt legstiei areagthat may

o e RIS PR ol Bodd Bl e RFRLEARC e
prbaemti exenfsihyymaethald cancbd adicdnmlshledttlnrbugb d vartdtlyeof:hoi ce
ol orants used in the col orggl cor

QRO PP e s HietFatad in

BNERARBINAERIOERSSESaPY VRS Hsr WO
FIU"' 8 3CRY & shELiRfekAdn W&]n@%\ﬂﬂhﬁ%ﬁn}‘écﬁﬁﬁ a"ﬂ?& &r8 Biaterial (1 20)
previousl'y unavail abl e materials. Exenplary Methods of

mitenial-nde amm@e{cew@s@ler(sm B3 hp Ascyrding tsoene exemplary
o ARaIT i P RO Rt hIShigE Rl
subsErate Whiat fn’aysm:mTE)ncnttbe first shatelialdiad startdd ¢oobalch second

W t h | t bst Th t
meleAb AR GIRP L30)b S aes e PEHEL ST BE SRS ¢
thRfughB Ok rHEéﬁJ the BERP %teﬁél%n% k&t fEoMR coRRimifBlich from

process. [ustrated in FIG 13, two shot injection
thm@prﬁ mgterial @ha;temoul@\ ceaprergise thers&eniktxoafethma@kaq& Ovegyold,

m]%?,f:&r é n%thtegkﬁ%\gn %)E()gﬁ’nfgycf gpo%\é%%%s gélﬁg%?)t Héghg%)r %reate the two
matetriar $La:istr(£:llé®ccbsdnhg)tomahou3 érhbodihads. Ofhesfl edeisilityevailable 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 material coating
(130) may also be configured to impart any number of properties to the resulting

package. According to one exemplary embodiment, the barrier material coating

~(130).may include a hydrophilic material in the locations in contact with the lens
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15substrate with a first shot. Once the first materi al
has started to cool, a second material is injected
(step 1310). Since the materials can be kept separate
t hroughout the process, the barrier material can be

om contam nation fromthe core material t
9%§¢°&E%onprom se the sterility of the package. %00900461"5
Overnol d, inlay, or any other known coating processes
can al so be used to create the two 20materi al
substrate, according to various enbodi nents. The
flexibility available to design the packagi ng (1%2%,
saliney  His pyemptang seafiguration will Relp cetainy B isafing apyndddhR lens

d’klé@'@el‘ of characteristics such as

u%@?%ﬁ%ﬁﬁémﬁﬁﬁgg%?ty, strength, other nmechanical
pr opE06BEs, Altetativelyt theharriegateriab chating:(Ipheverceat may be

STFSS e BN, L TSR 405 oo
ankdther bedtantinatite, shse )&bulﬂgass:snf‘tbdirdtigeaidual speibsC OTtes would
ready identificatio

r%'@!%? ré*'ﬁ?h*a%(@ég%uo{f AN aﬁ"%lys?r?ﬁ?‘}t' %tﬁeﬁor%ﬁg coqtainggwithin the

| prtirhﬁnpt%rftétgrl?rg@bﬁéﬂa@e FOR df%ﬁ@%)régé}‘lc:@'& Qaiaefesidtuehlle'species..

conf’i gure | mpart any nunmber of properties to _
resul00BRl phEuRrhbge therovemiild gracssssiesesteerhalbeve can, according

ooy, SRt Hralio e R0 M Pl e B eg
glass file) viki¢Hhwillhstrdngtisen aad stiften fhei substratep| Biieyovermolding
aé:&gfgé% E?ﬁaytebg-gggvﬂﬁlaéttmhg &erqe?&%n Eﬁggg cliggp r%%gyer}gattcn%viil

M8 Lo henidabpdshdice BhE shAEH LR siBd@ié.al coating
(130) ovcrcoat nmay be a polyner such as (poly)NVP.
Thi

0&@Er i An adsit dvantage pravidasl by te ahermentored
oVHr R iaﬁ?me@%&‘%ﬁlﬁﬁ?ﬁgg \%ﬁp@?&ﬁé@&%&'ir?-?nqqgk'iﬁt{eﬁ!hwgo JFarticularly,

residu Speci es. uce the e
acooydingd (e oae exeapldrg entifodinent @l hdlogmaphierdlamentis eduid be
the pripary contact | ens pack S result of the .
TofPed GBS SUreS af fesran mAtepen 0] and Hiseoitisredby g hemier
8% SIrd8RsIraitoPR A¥RGFAPhic BRFREf vLId AcPa€a
exenpl ary "enbodi nment’, ﬁroylde for the use of fillers
copnterfeit deferrppt, theyeby eghareng thye sgfelihefcthewwontact lens package
(155 engt hen and stiffen the substrate. The overnol di ng
ap%roach prevents contact with the saline. Further, a

deed00RS] er badmitivgidn, thapressnt contaet ieas prckaging systents and
mgtthiffen t.he subst

ods provide acceptaBI%tn(%'ethods 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 1o 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

disclosed. Many modifications and variations are possible in light of the above
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[0070] An addi tional advantage provided by the

above-nenti oned overnol di ng net hod i ncl udes the
ability to produce in-nold |abelling. Particularly, 15
according to one exenplary enbodi ment, a hol ographic

(s) could be forned on the surface of th
9%’8?@& (120) and then covered by the barrier ScAbébosst-5

mat eri al coating (130). Incorporation of a hol ographic
el ement would act as a counterfeit deterrent, thereby
enhanci ng the safety of the contact |ens package

(9580117 "8 eq e bl TP HRRHSR Ao oA PSR g dofnaa by

ﬂﬂﬁ%m&ﬁﬁ &g;mgrodu0|ng a primary contact |ens package

havi ng a col ored substrate without sacrificing safety
or efficacy. According to the exenplary enbodi nents
illustrated above, the colored substrates aid a
patient in identifying potential contam nants within
the package, 25aid in the location and identification
of the contact |ens, may provide for secondary
effects, and contam nati on absorption. [0072] The
precedi ng description has been presented only to
illustrate and descri be exenplary enbodi nents of
the system and process. It is not intended to be
exhaustive or to limt the system and process to any
preci se form 30 disclosed. Many nodifications and
variations are possible in light of the above
teaching. It is intended that the scope of the system
and process be defined by the following clains. 5 10
15
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20 25 30 WHAT IS CLAIMED | S: 1. Aprimry

contact | ens package (100), conprising: a substrate

(110); b5said substrate (110) including a pre-nol ded
ore material (120) defining a |l ens containing orifice

c
9%530096‘5‘3' a barrier material coating (130), V‘hereiébdz?sﬁédﬁmts

arrier material coating (130) is nolded onto sal
pre-nol ded core material (120); said barrier

mat eri al coating (130) being fornmed of a substantially
transparent honopol ynmer formng a barrier layer in

' ta.ning orifice (5); 10wherein said

V‘mﬂ%ﬁgéﬂﬁgﬁrlg mat eri al (120) includes a col or

component . 2. The primary contact |ens package

(100) of claim1, wherein sajid color conponent is

conf%-gur dHPiiRaphepitactiges paekrgs 619954 GRYISING:

contagimanks (¥dyhi n said primary contact |ens package

(110). 15 3. The primary contact |ens package .

( 10aidbsulestedten( 110 Mihending sspriedmolsiedrcace mudedait(120) defining a

o6 TRl 2 B € o R oomin, 0y e ea,

baa‘ﬁéldma_ﬂarmhe?@ﬂ ﬁd@gm) ém%wwr}intfo C: 10 f %r&aﬂohlieﬂ\/?ma mlatgsial (120);
appr ox te .5 and 10.0 9% of said substr .
PP BRtrRe Pt cRting s hao aing BeMesqg o ibsiartilv 3.

trafapafdil HoMdpolRALEIRRIHY a BARTRP MR it 98BNESS Eotaining orifice (5);

colorant approved for i'ndirect food contact.
wherein said pre-molded core material (120) includes a color component.

2, The primary contact lens package (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.
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25 6. The primary contact |ens package (100) of
claim3, wherein said nasterbatch conponent conprises
a col orant approved for direct food contact.
9200900005S&00900461- 5 7. The primry contact
| ens package (100) of claim3, wherein said

928890005 at ch conponent conprises a col orant appr G¥&2§0900461-5
for use in nedical devices. 8. The primry
contact |ens package (100) of claim 3, wherein said
mast er bat ch conponent conprises at | east one of FDA
approved pignents or colorants. 9. The

priary ddwe pirhaiyesostad ddregeadkiage)(100) of daim 3, whtreiresaid

sai d tg masterbatch co t c rises titani um
miftpfhetih Sobone FomRaR A HAPSL AP D) Bh e I Ragiee!
ddvidd@) of claim1l, wherein said barrier nmateri al

coating (130) ranges in thickness from approxi mately

0.01 mnmmto 0.20 mm 15 11. The primary contact
I
at e e iact i hdoxaiBTAO0 (ot SAALRR sald

mastedrate componenﬂ@mﬂﬂmsmtulemtpnemim appmegwag@ts or
ilooe of claim1l, wherein said 20barrier materi al
COYat' g (130) further conprises an absorbent pol ymer .
13. The primary contact |ens package (100) of cI aim
14 wherein said barrier material coati

m$ i s e hegdipamaontaot fensmprcksgedaPy) %fggi"ﬁl:? WVRergin said
F;%@éh £d08bn &t ﬁ@ﬂ%ﬁtn%&&ﬁd.&aa' d substrate (110)
urt er

rrses a tive configured to provide a
secondary ut|I|ty 15. The primary contact |ens package

( 1OQI)O of T%le pr:mary contact‘:fens pack%ge (100) of claim 1, wherein said
barrier material coating (130) ranges in thickness from approximately 0.01mm fo
0.20 mm.

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

barrier material coating (130) further comprises a hydrophilic material.

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

barrier material coating (130} further comprises an absorbent polymer.

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

barrier material coating (130) comprises (poly)NVP.

14.  The primary contact lens package (100) of claim 1, wherein said
substrate {110) further comprises an additive configured to provide a secondary

utility.

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

additive is configured to provide UV protection.
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30additive is configured to provide UV protection.

16. A nethod of form ng a substrate nenber (110) of a
contact lens prinmary package (100), conprising:

formng a first portion (120) of said substrate nmenber

ith a colored material; and injecting an

9{0@%{2@00 artially transparent honopol yner pol ypropy 283%00461'5
(130) over a portion of said substrate nmenber (110)
configured to be exposed to a contact |ens stored
‘Within said substrate nenber (110). 1017. A net hod of
formng a substrate (110) of a contact lens primary
package, conprising: providing a substrate pol yner;

addi g a ABSdR6DBF FmAR R ANBRFatk tnémbal G 19YBFA tahRict lens
pol yner; form ng said substrate (110) including a |ens

- piwAtapatkegef$09), 6amPEFINg15provi di ng an at | east

t : I e .
Do clofiping. B RBRICHTH PEPor Soid SUOERRAG midHiber (1105 fith Bbolored
miatarighodndrer onto said substrate (110) at said contact

| ens .cont ai ni rti.o 5). 18. The

ot TGO af fheBEbanialy bhsraret HameeslmEE RobRRIRNG (120
ot £86Rbh TP SalaiubREe BtcARBRDEr (rﬁcgldonﬂg@reartd btlexpokedtio a

said substrate (110). 19. The nmethod of claim
catachipes sfored withinaeid svipsirate membedif)-conpri ses a

col orant approved for indirect food contact. 2520. The

nmet hod of claim 17, wherein said masterbatch conponent

17. A method of forming a substrate (110) of a contact lens primary

package, comprising:
providing a substrate polymer;
adding a masterbatch component to a said substrate polymer;
forming said substrate (110) including a lens containing portion (5);
providing an at least partially transparent barrier homopolymer;
injecting said at least partially transparent barrier homopolymer onto said

substrate {110) at said contact lens containing portion (5).

18. The method of claim 17, wherein said masterbatch component

comprises between approximately 0.5 and 10.0 % of said substrate (110}.

19.  The method of claim 17, wherein said masterbatch component

comprises a colorant approved for indirect food contact.

20. The method of claim 17, wherein said masterbatch component

comprises a colorant approved for direct food contact.

21.  The method of claim 17, wherein said masterbatch component

comprises a colorant approved for use in medical devices.
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conprises a colorant approved for direct food contact.
21. The nethod of claim 17, wherein said nmasterbatch
conponent conprises a col orant approved for use in
medi cal devices. 30 22. The nethod of claim

920%900\6@9 ein said masterbatch conponent conpri Sesslcgﬂaﬁbomm-s
approved pignents and col orants. 23. e

nmet hod of claim 17, wherein said nasterbatch conponent
5conprises titanium di oxi de.

22.  The method of claim 17, wherein said masterbatch component

comprises FDA approved pigments and colorants.

23. The method of claim 17, wherein said masterbatch component

comprises titanium dioxide.
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