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Generally, a care regimen for contact lenses involves various functions,

such as regularly cleaning the lens with a contact lens solutioﬁ containing a
surface-active agent as a primary cleaning agent. Rinsing of the contact lens is
generally recommended following cleaning to remove loosened debris.
Additionally, the regimen may include treatment to disinfect the lens, treatment to
render the lens surface more wettable prior to insertion in the eye and/or
treatment to condition, e.g., lubricate or cushion, the lens surface so that the lens
is more comfortable in the eye. As a further example, a contact lens wearer may
need to rewet the lens during wear by administering directly in the eye a solution
commonly referred to as rewetting drops.

Separate solutions may be provided for the individual segments of the
care regimen. For convenience purposes, multipurpose contact lens solutions
have gained popularity, i.e., solutions that can be used for several segments of

the care regimen.
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cleaning and wetting contact lenses that include a poly(ethylene oxide)-
containing material having a hydrophilic/lipophilic balance (HLB) of at least about
18, and a surface active aQent having cleaning activity for contact lens deposits.
The compositions provide effective cleaning activity, and are also effective at
wetting surfaces of the lens. Additionally, the compositions achieve the desired
cleaning while being relatively nonirritating to the eye. According to preferred
embodiments, the compositions are sufficiently nonirritating that contact lenses
treated with the compositions can be inserted directly in the eye, i.e., without the
need to rinse the compositions from the lens, or the compositions can be
administered directly in the eye for use as rewetting solutions. Compositions of
the type disclosed in Table 16 of the “189 patent and marketed under the trade

name SimplicityTIVI (Polymer Technology, Rochester, New York) have shown
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Contact lens solutions that qualify as a “Chemical Disinfecting Solution”
do not require rubbing to meet biocical performance criteria for destroying
representative bacteria and fungi, as set by the U.S. Food and Drug
Administration (FDA) under the Premarket Notification (510 k) Guidance
Document for Contact Lens Care Products, May 1, 1997. In contrast, a contact
lens solution, referred to as a “Chemical Disinfecting System,” not qualifying as a

| Chemical Disinfecting Solution, requires a rubbing regimen to pass biocidal
performance criteria. Traditionally, multi-purpose solutions used for disinfecting
and wetting or for disinfecting, cleaning and wetting, have qualified as a

Chemical Disinfecting System, but not as a Chemical Disinfecting Solution.
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of the level of toxicity to eye tissue. While still more challenging to develop, it
would also be desirable to develop a multi-purpose solution that exhibits both
 efficacious cleaning and disinfection of a contact lens, without requiring a

rubbing regimen and without requiring a rinsing regimen.

Summary of the Invention:

The present invention is directed to contact lens care compositions and
methods of using the compositions in a “no rub and no rinse” regimen for
cleaning and disinfecting contact lenses. Such lens care compositions and
methods of the present invention allow for a more convenient lens care regimen
that eliminates the need for digitally or manually rubbing the contact lenses,
typically between a finger and palm or between fingers, during treatment of the
contact lenses. Thus, through elimination of the necessity for daily “rubbing” of
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lens and a lens care composition or solution; and
soaking a lens in a lens case with a lens care composition or

solution for an extended period of time.
Through studies, it was found that a combination of two or more of the above-
described regimen steps were needed to comply with thé U.S. FDA
requirements for a no rub and no rinse multi-purpose disinfecting solution for
contact lenses. It
is important to note that the U.S. FDA requirements for a no rub and no rinse
multi-purpose disinfecting solution for contact lenses is considerably more
stringent than the regulatory requirements for no rub and no rinse in other

countries.
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microorganisms at established time intervals to determine the extent of viability
loss. The regimen test procedure is applicable to multi-functional disinfection
solutions, which may include cleaning, rinsing and soaking, and is accomplished
based on the manufacturing recommended manner.

The test organisms recommended by the FDA 510(k) Guidance
Document and ISO 14729 include three bacteria, i.e., Pseudomonas aeruginosa
ATCC 9027, Stapylococcus aureus ATCC 6538 and Serratia marcescens ATCC
13880, and two fungi, i.e., Candida albicans ATCC 10231 and Fusarium solani
ATCC 36031. The performance requirement for regimen requires recovery of
less than or equal to 10 colony-forming units (CFU) from each lens and filter
combination for each test organism.

To determine whether a “no rub and no rinse” regimen was feasible for
disinfecting contact lenses, group | and group IV lenses were studied in

conjunction with several permitted variables in the FDA regimen test procedure.
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previously filled with solution.
3) The lens case containing the lens was shaken,
revolved or otherwise agitated for 5 to 10 seconds.
4) The soaking time for the lens in the lens case was
increased from 4 hours to 6 hours.
In the study, it was found that a combination of two or more of the modifications
described above were needed to comply with the FDA requirements for a no rub
and no rinse multi-purpose disinfecting solution for contact lenses with the five
recommended test organisms identified above.

In the regimen test, organic soil or artificial tear model is added to the
lenses to mimic deposits that may be present in actual patient use situation.
Inclusion of organic load allows for an evaluation of the cleaning step to remove
debris and associated microorganisms, as well as the interaction of any
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providing effective disinfection in a no rub-no rinse regimen. In formulating such
compositions for no rub/no rinse lens care solutions, key ingredients required to
achieve both disinfecting effectiveness and gentleness are one or more
hydroxyalkylamines, one or more polyols, one or more polymer surfactants and
one or more disinfecting agents. The one or more hydroxyalkylamines suitable
for use in compositions of the present invention have C1.¢ alkyl groups and more
preferably C+. alkyl groups. Such suitable one or more hydroxyalkylamines
include for example primary, secondary or tertiary amines but most preferabl;}
tertiary amines such as for example but not limited to triethanolamine. The
preferred total concentration of one or more hydroxyalkylamines present in the
subject compositions is approximately 0.1 to 5.0 weight percent and more
preferably approximately 0.5 to 3.0 weight percent.

Compositions of the present invention likewise include one or more Cy.35
polyols such as for example but not limited to glycerin or ethylene glycol but
most preferably glycerin. The lowest possible volume of one or more polyols
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Seggigg)ﬂ.g., ?I!’E(t)%ﬁbﬁ;éb)aglr ;r)]o f’/(ppcl)gylerﬁ%sgxidje{)%co%r(%bpéne oxide)-
poly(propylene oxide), i.e., (PPO-PEO-PPO), or a combination thereof. PEO-
PPO-PEO and PPO-PEO-PPO, such as for example poloxamers and
poloxamines, are commercially available under the trade names Pluronic™ and
Tetronic™ (BASF Wyandotte Corp., Wyandotte, Michigan). Preferred polymeric
surfactants include but are not limited to Pluronic F38 and Tetronic 908. The
preferred total concentration of one or more polymeric surfactants in the subject
compositions is approximately 0.5 to 5.0 weight percent.

Compositions of the present invention also include one or more
disinfecting agents to achieve effective disinfection in a no rub-no rinse regimen.
Suitable disinfecting agents include for example but are not limited to 1,1 3
hexamethylene-bis[5-(p-chlorophenyl)biguanide] (Chiorhexidine), water soluble
salts of Chlorhexidine, 1,1’-hexamethylene-bis[5-(2-ethylhexyl)biguanide]
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disinfecting agents includes approximately 0.5 ppm PHMB and 3.0 ppm
Alexidine to approximately 0.7 ppm PHMB and 4.0 ppm Alexidine. If PHMB
should be used alone, the preferred concentration is approximately 0.5 to 1.1
ppm. Should Alexidine be used alone, the preferred concentration is
approximately 4.0 to 6.0 ppm.

Compositions of the present invention have a pH of about 6.0 to 8.0, and
more preferably a pH of about 6.5 to 7.8. To adjust the final pH, one or more
suitable buffers may be added to the subject solutions such as but not limited to
ethanolamine, diethanolamine, triethanolamine, tromethamine, borate, citrate,
phosphate, bicarbonate, and various mixed buffers or buffer systems. Generally,
buffers will be used in amounts ranging from about 0.05 to 2.5 percent by weight,
and preferably from 0.1 to 1.5 percent by weight.
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PEO and PPO PEO- PPO, such as for exanple pol oxaners

and pol oxam nes, are commercially avail abl e under the
wonred@snames Pl uroni c(tnm) and Tetroni c(tnm ( BASFPCT/US2004/038813

Wandotte Corp., Wandotte, Mchigan). Preferred

pol yneric surfactants include but are not limted to

Pluronic F38 and Tetronic 908. The preferred total

concent Egpgsitions ohephihalmis solpiiinsmé the presehtiovanrtipa may also

the subject conpositions is approximately 0.5 to 5.0

weinghadepenrecemnmoreConigitys adjusting agents) @ptioresigrin tHenfoemtof amuffering

al so include one or nore disinfecting agents to

ac lagente fafrredding endsatomi€ ec tlosa td iso@niosalutionrsuich it ¢he

regi men. Suitable disinfecting agents include for

ex aspilotarityis aboat 2@A td 400 mednt/iky, bufl preferably about 220 to 380

hexamnet hyl ene- bi s[ 5- ( p- chl or ophenyl ) bi guanij de]

( Chi@srhaxgi atidedst preferiblysaddib PE0 S@BSE mwsntRy OEREM iowsraﬁ,suitable
1, 1' - hexanet hyl ene-bi s[ 5- ( 2- et hyl hexyl ) bi guani de] ( Al ex

i dltdmdlty AGLing $ekHiR!itcigdd bst & ndt Xité d8sodium chloride,
pol y( hexanet hyl ene bi guani de) (PHWMB), water sol uble

s abbasefunPeiEride) deRlYdsed miirAbe if aér%p&l@h@blycold calcium

quaternary ammoni um esters and the Iike. Biguani

ar eni@fas ahBeshdnesidnmehl Gifdee MEndYeiRRhE are ’t)g)(?@allgfﬁed individually in
4,758,595 and 3, 428,576 each incorporated herfein in

|t SpRAintd @Héme)frdn?fa%lﬁw toTils V\féré?‘ft %érc%ﬁt bh@prRL By Fien

tO Its ready Comrercial avail

I PAPB) aI so conmonl y
?éémm?‘%g@*&ﬁ“’%@ﬂgaﬁ@% t§/I ene bi guani de) (PHWMB).

Pr eferr ﬁ%é{{t 353559% I@gJe tr%n lnﬂﬂﬁe %“%ﬂ%gtn gompositions

Al exi di ne di sin suc

A BF 591 saér?e Llﬂsrﬁg \Datgpg'?bﬂgt\/ksggm )}tglﬁldgr%t @cp 35, fg)/r example but

concen 1N Of dicsi A g agen s prete
not limited to hydroxypropylmethyl cellulose, hydroxyethyl cellulose, poly(N-

vinylpyrrolidone) (PVP) and poly(vinyl alcohol). Because of their demulcent
effect, viscosity-builderé have a tendency to further enhance the lens wearer's
comfort by means of a film on the lens surface cushioning impact against the
eye.

Compositions of the present invention may likewise include one or more
sequestering agents to bind metal ions, which in the case of ophthalmic
solutions, might otherwise react with protein deposits and collect on contact
lenses. Suitable sequestering agents include for example but are not limited to
ethylenediaminetetraacetic acid (EDTA) and its salts. Sequestering agents are

preferably used in amounts ranging from about 0.01 to about 0.2 weight percent.
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within the range of approximately 3 ppmto 6 ppm Mre

preferably a conbination of disinfecting agents
wonaedswdes7approxi mtely 0.1 to 1.0 ppm PHVB an#CT/US2004/038813

approximately 3.0 to 6.0 ppm Al exi di ne. Most

preferably a conbination of disinfecting agents

i ncl udes approximately 0.5 ppm PHVMB and 3.0 ppm

Al exi di @empositipqs oithepteskent iBvantippm&HdBo dnilude. éhepgmmore

Al exi dine. f PHVB shoul d be used al one, the preferred

copolgsdcchiirioes. i Onappmoxé pelysdcghéridest are pteggmiin Bheubjdct

Al exi di ne be used al one, the preferred concentration

| scamppositomeinel wted athouat 6. fibnp ppproKomgielyio: 0 sappiotimeately 3.0

present invention have a pH of about 6.0 to 8.0, and

noperceheheivaiihy basdetbrotheabtativeighbottthe Cofpoditomdjutiaiore
the final pH one or nore suitable buffers may be

adgrderaBIyt s SBBIER02 EPABEUL QISpsTEEit bySwdigiht. Bulitableni t ed

to et hanol am ne, di et hanol am ne tri et hanol am ne,

tr BAREAXHaNes P36 fh cathpdstioRs of eSHHBasR . inkdinGian RNRieSor

and various m xed buffers or buffer systens.

Ge@%rﬂél’eyout R ﬁ@t" Iﬁnli@dltb tRRalBse C{/a'rlﬁtléﬂ@éfrﬁo’ﬁ/d'uﬁ’f&ﬁi[]&-10 such as

from about 0.05 to 2.5 percent by weight, “an

pr FJr%fxahéganBth{at Qmilteé ) Pol m@? REBM™YDow Chemigal

wel ght ositions or optha m c solutions of the
?L%%?Hanvg“@ﬁﬂ%f iEar 8% LIEHUAE oPOS Ala i 10en0
g%@ﬁh&%rrﬁ@ﬂqdz chﬂ spf{)lto%(] e&%r{i% bﬁpnéﬁlﬂ‘hﬁﬂ'tg L?giqg%tgﬁfBAé’F

tion such arit
to 400 n kg, but preferably about 220 to 380 m
@ngﬁg ﬁ@g‘?) preferably about 250 to 350 m sm kg.

Exarrpl egpgcf:lflg 8ompct>)s||t|ons of the present invention and no rub and no rinse

studies and study results are described in still greater detail in the examples
provided below. However, it is to be understood that the following examples are
for illustrative purposes only and do not purport to be wholly definitive as to

conditions and scope of the present invention.
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tonicity adjusting agents include but are not limted
to sodium chl oride, potassium chloride, dextrose,
woamsoset17gl ycerin, propyl ene glycol, cal ci um ebdiraszae/038813
and magnesi um chl ori de. These agents are typically
used individually in amounts rangi ng from about 0.01
to 2.5 weight percent and preferably fromabout 0.1 to
abEXAMPLE dei Pyepapatioreof Tedt SmmyplelSajutienstesi rabl e to
optionally include in the subject conpositions or
sol ut i oBsmplRe&cNtioR® et tegtingrwete lprdPaeed irsamsrdancb wiithdre s
such as for exanple but not limted to
hy thrgxiaabep ¥éttetthvklodehlTebRse, hydroxyet hyl cel | ul ose,
poly vinyl pyrrolidone) (PVP) and pol yvinyl al cohol).
Because of their denul cent effect, viscosity builders
have a tendency to further enhance the I ens wearer's
confort by nmeans of a filmon the | ens surface
cushi oni ng i npact against the eye. Conpositions of the
present invention may |ikew se include one or nore
sequestering agents to bind netal ions, which in the
case of ophthal mi c solutions, mght otherw se react
with protein deposits and collect on contact |enses.
Sui t abl e sequestering agents include for exanple but
are not limted to ethyl enedi am netetraacetic acid
(EDTA) and its salts. Sequestering agents are
preferably used in amounts ranging fromabout 0.01 to
about 0.2 wei ght percent. Conpositions of the present
i nvention may al so include one or nore
pol ysacchari des. One or nore polysaccharides are
present in the subject
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conpositions in a total anount of from approxi mately

0.01 to approximately 3.0 percent by wei ght based on
woheostossaal wei ght of the conposition, but norePCT/US2004/038813

preferably from about 0.02 to about 2.0 percent by

wei ght. Suitabl e pol ysaccharides for use in

conpositions of the present invention include for

exanpl e but are not |imtedrABLEMehal ose, variations

of pol yquaterni um 10 such as for exanple but not

limted to Pol ymer JR1@MSaMpi&soIutivas cal Conpany,
M dl and, M chi gan), and vari ations of polyquatem um 16

afmIgPé&ib!l@@(nrﬂ\_w%)um 44 Sucfsﬁagj;%léqr eganples2 buSantsle 3
[ ed to Luviqua ~Wandotte Corp). Specific
COofRARiidianme McitdusRpr esemtogmvent i@gsand noorggdy and

no rinse studies and study results are described in

Stidmadiahfie gdoh ai | i n { figygxanpl eg1pg ovi deg fgl ow
T,

weve I's to be understood that the follow ng
ex e for illustrative purpoges only gnd do not
pul?lgggrrfr‘éfgé be whol |y defi n1i tive as to conditions and
scope e present invention. EXAMPLE 1 - Preparation
of?%éosrﬁé %élélnpl e Sol utions: nlSanpl e solutions for testing
vvehg prepared in accordance with thE formul ayi ons set
fo ﬁ below in Table . TABLE 1 Test Sanple Sol utions
Inaredients (Wwg Sanple 1 Sanple 2 Sanple 3
Tri et hanol am ne HCl 99. 5% 0.937 0.937 0.937

EDTA 0.025 0.025 0.025
Glycerin 0.722 0.722 0.722
NaCl 0.05 0.05 0
Polymer JR 30 M 0.02 0.02 0.02
PHMB 0.7 ppm 0 0

PHB 50 ppm 50 ppm 50 ppm
Trehalose 0 0 0.2
Alexidine 4 ppm 4.5 ppm 4.5 ppm
pH 7.14 7.10 7.00
Osmolarity 226 230 220

14



Tri et hanol am ne 98% 0. 149 0.149 0.149 Pluronic F38 1 1
1 Tetronic 908 1 1 1 PVP 1 1 1 EDTA 0.025 0.025 0.025
wal2gs@sian70. 722 0. 722 0.722 NaCl 0.05 0.05 0 PeCymseoodm3s813

0 M0.02 0.02 0.02 PHVB 0.7 ppm O O PHB 50 ppm 50 ppm

50 ppm Trehal ose 0 0 0.2 Alexidine 4 ppm 4.5 ppm 4.5

ppm PH 7.14 7.10 7.00 Gsnolality 226 230 220TABLE 1 -
Conti nued Test Sanpl e $ABWE DrEohtiguedi ents (wW WA

Sanple 4 Sanple 5 Sanple 6 Triethanol ami ne HCl 99. 5%

0.937 0.937 0.937 Tri etdsasahiple sol@idnd. 149 0. 149
0.149 Pluronic F38 1 1 1

Ingredients (w/w%) Sample4 Sample5 Sample 6
Triethanolamine HCI 29.5% 0.937 0.937 0.937
Triethanolamine 98% 0.149 0.149 0.149
Pluronic F38 1 1 1
Tetronic 908 1 1 1
PVP 1 0 1
EDTA 0.025 0.025 0.025
Glycerin 0.722 0.722 0.722
NaCl 0 0.05 0.05
Polymer JR 30 M 0.02 0.02 0.02
PHMB 0.7 ppm 0 0
PHB 0 0 0
Trehalose 0.2 0 0
Alexidine 4 ppm 45ppm 4.5 ppm
pH 7.11 7.13 7.09
Osmolarity 213 224 234
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Tetronic 908 1 1 1 PVP 1 0 1 EDTA 0.025 0.025 0.025

G ycerin 0.722 0.722 0.722 NaCl 0 0.05 0.05 Pol yner JR
wQGQodg084402 0. 02 0.02 PHVB 0.7 ppm O O PHB O O @CT/US2004/038813

Trehalose 0.2 0 0 Alexidine 4 ppm 4.5 ppm 4.5 ppm pH

7.11 7.13 7.09 Gsmolality 213 224 234TABLE 1 -

Conti nued Test Sanple Sol utions Ingredients (w w4

Sanmple 7 Sanple 8 Tri etriABLE hrCoatinGEd99. 5% 0. 937

0. 937 Tri et hanol am ne 98% 0. 149 0.149 Pluronic F38 1 1

Tetronic 908 1 1 PVP Irdst Sample Solutions

Ingredients (w/w%) Sample 7 _Sample 8
Triethanolamine HCI 99.5% 0.937 0.937
Triethanolamine 98% 0.149 0.149
Pluronic F38 1 1
Tetronic 908 1 1

PVP 1 1

EDTA 0.025 0.025
Glycerin 4 0.722 0.722
NaCl 0.05 0.05
Polymer JR 30 M 0.02 0.02
PHMB 0 0

PHB 0 0
Luviquat 0.05 0.1
Trehalose 0.2 0.2
Alexidine | 4.5 ppm 4.5 ppm
pH 7.16 7.16
Osmolarity 218 218
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EDTA 0. 025 0.025 dycerin 0.722 0.722 NaCl 0.05 0.05
Polymer JR O M0.02 0.02 PHVB 0 O PHB O O Luvi quat

w0 .205/084417 Tr ehal ose 0.2 0.2 Al exidine 4.5 ppm 2CH/USpIoH/038813
PH 7.16 7.16 Gsnolarity 218 218EXAMPLE 2 - Stand- Al one
‘Bi ocidal Testing and "No Rub - No Rinse" Reainen Wth
A Shaking Step Testing Wth Five of FDA/ I SO Chal | enge
M croorganisms On Two Different Group |V Lenses: A
four-hour no rub and no rinse (NR/'NR) reginmen using m
of EXAMPILE 26/ StandrAlnk!Biacitial Testinyland #NorRuls t b Rise”
was conducted on Focus(tm Monthly (Cl BA Vision, Basel,

SWRegRhEANVIth & Shidkihy StanFestifdNithvFikk  of FDA/ISO Challenge
Surevue(tm (Johnson & Johnson, New Brunsw ck, New

Jem%rgmgmé Ol PR Diffefant IGrobh IMN@nkest ed using

Candi da al bir cans . e test results for the
regimens are set forth below in Table 2. A Stand-Al one

Bi oci dah s&irtbur ¥8irl¥ and no rinse (NR/NR) regimen using 10 ml of sample

solution with a 10 second shaking step (ss) was conducted on Focus™ Monthly
(CIBA Vision, Basel, Switzerland) Group IV lenses (Gr IV-A), and Surevue™
(Johnson & Johnson, New Brunswick, New Jersey) Group IV lenses (Gr [V-B)
and tested using Candida albicans ATCC 10231. The test results for the
regimens are set forth below in Table 2. A Stand-Alone Biocidal study using 10
percent organic soil was also conducted whereby the samples were tested
against Pseudomas aeruginosa ATCC 9027, Staphylococcus aureus ATCC
6538, Serratia marcescens ATCC13880, Candida albicans ATCC 10231 and
Fusarium solani ATCC 36031. The results of the Stand-Alone Biocidal study are

also set forth below in Table 2.
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percent organic soil was al so conducted whereby the

sanpl es were tested agai nst Pseudonas aerugi nosa ATCC
woQmis/0s&taphyl ococcus aureus ATCC 6538, Serrat PaAT/US2004/038813

mar cescens ATCC13880, Candi da al bi cans ATCC 10231 and

Fusarium sol ani ATCC 36031. The results of the

St and- Al one Bi oci dal study are also set forth below in

Tabl e 2. TABLE 2 Efficacy of TMBLE@s Test Sol utions in

No Rub/No Rinse (NR/NR) Reginen And Stand-Al one

Bi oci dal Testi ng Effi&dcypanphsois Paspseiutiohaiml e 3 NR/ NR

Regi men 4 Hr soakNéRuB/NdRiase (IR/NR)-Regifiendi da

al bi cans (CFU) 1, ladd 8tandAlbrré BiobidaNRe&ag men 4 Hr

soak/ 10 mM /10 ss (& 1V-B) Candi da al bi cans (CFU)

3,$#8s§ 5. 0.2 1,2,3 <10 CFlEamprst psample2>1irhble 3

test tarrure CFU = colony formng units Stand-Al one

Bi RRINRRegimen

4 Hr soak/10 mi/10 ss (Gr IV-A)

Candida albicans (CFU) 1,1,1 2,1,0 04,4
NR/NR Regimen

4 Hr soak/10 ml/10 ss (Gr 1V-B)

Candida albicans (CFU) 3,10,8 5,0,2 1,2,3

<10 CFU = test passage
>10 CFU = test failure
CFU = colony forming units

Stand-Alone Biocidal
(10 % organic soil) Log Reduction

Pseudomas aeruginosa

1 Hour Soaking Time >4.7 >4.8 >4.8
4 Hour Soaking Time >4.7 >4.8 >4.8
Staphylococcus aureus

1 Hour Soaking Time >4.6 >4.7 >4.7
4 Hour Soaking Time >4.6 >4.7 >4.7
Serratia marcescens

1 Hour Soaking Time >4.9 3.9 >4.6
4 Hour Soaking Time >4.9 >4.6 >4.6
Candida albicans ;

1 Hour Soaking Time 1.9 >4.8 >4.8
4 Hour Soaking Time 3.3 >4.8 >4.8
Fusarium solani

1 Hour Soaking Time >4.3 3.1 2.4
4 Hour Soaking Time >4.3 >4.4 >4 .4

Log Reduction: > = 100 percent Kill
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(10 % organic soil) Log Reduction Pse domas aerugi nosa

1 Hour Soaking Time >4.7 >4.8 >4.8 4 Hour Soaking Tine
wO042005/054418 >4. 8 St aphyl ococcus aureus 1 Hour Seakiusgno4/038813

Time >4.6 >4.7 >4.7 4 Hour Soaking Time >4.6 >4.7 >4.7

Serratia marcescens 1 Hour Soaking Tinme >4.9 3.9 >4.6

4 Hour Soaking Tine >4.9 >4.6 >4.6 Candi da al bicans 1

Ho EX ARMRKE 36 Stamel-Alohe>RBio8idal T8stindland “NodRulng No Rinse”

3.3 >4.8 >4.8 Fusarium solani 1 Hour Soaking Tine >4.3

3. Regirhert Withi A Sleaking Stdp Testidg Vithi Five>ef. FDANRO Challenge

Reduction: > = 100 percent kill EXAMPLE 3 - Stand- Al one

Bi paitebdrgaeisiigig and "No Rub - No Rinse" Reaimen Wth

A Shaking Step Testing Wth Five of FDA/I SO Chal | enge

M ¢6028] 9ani SA¥ur-hour no rub and no rinse (NR/NR) regimen using 10 ml of

sample solution or 8 ml of sample solution, and a 10 second shaking step (ss)
was conducted on Focus™ Monthly (CIBA Vision, Basel, Switzerland) Group IV
lenses (Gr IV-A). The lenses were then tested using Candida albicans ATCC
10231. The test results for the regimens are set forth below‘in Table 3. A
Stand-Alone Biocidal study using 10 percent organic soil was also conducted
whereby the samples were tested against Pseudomas aeruginosa ATCC 9027,
Staphylococcus aureus ATCC’ 6538, Serratia marcescens ATCC13880,
Candida albicans ATCC 10231 and Fusarium solani ATCC 36031. The results

of the Stand-Alone Biocidal study are also set forth below in Table 3.
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[0028] A four-hour no rub and no rinse (NR/ NR) regi nen
using m of sanple solution or 8 mM of sanple
weabostosen7 and a 10 second shaking step (SS) WRET/US2004/038813

conducted on Focus(tm Monthly (ClIBA Vision, Basel,
Switzerland) Goup IV lenses (G IV-A). The | enses
were then tested using Candi da al bi cans ATCC 10231.
The test results for the reginens are set forth bel ow
in Table 3. A Stand- Al one BrABLEa& study using percent
organi c soil was al so conducted whereby the sanples
were tested agai rEfficaseafidardsus@esigbolosiansTiCC 9027,
St aphyl ococcus aur s RABOM Bhid: Régimert aad mar cescens
ATCC13880, Candi da @timd-Aene’BidciddlZAbtiagd Fusari um
sol ani ATCC 36031 . The results of the Stand-Al one
Bipesgal study are al so set forSamlel2ow $ampkdd e
3. TABLE 3 Efficacy of Various Test Solutions in No
RURIRMR RegisenRegi men and St and- Al one Bi oci dal Testi ng
TESHr Seakh! 0omi21 0SanBh -4 NR/ NR Regi men 4 Hr soak/ 10’
m Chpdigla(@icand KF@andi da al bi &h$2(CFU) A,3.312 0, 3,3
4 H soak/8 m/10ss (G |V-A) Candida al bi cans (CFU)
0,1,3 2,1,0

4 Hr soak/8 ml/10 ss (Gr IV-A)

Candida albicans (CFU) 0,1,3 2,1,0

<10 CFU = test passage
>10 CFU = test failure
CFU = colony forming units

Stand-Alone Biocidal
(10 % organic soil) _ Log Reduction

Pseudomas aeruginosa

1 Hour Soaking Time . >48 >4.9
4 Hour Soaking Time >4.8 >4.9
Staphylococcus aureus

1 Hour Soaking Time >4.7 >4.0
4 Hour Soaking Time >4.7 >4.2
Serratia marcescens

1 Hour Soaking Time 3.9 >3.8
4 Hour Soaking Time >4.6 >3.8
Candida albicans

1 Hour Soaking Time >4.8 4.1
4 Hour Soaking Time >4.8 >4.8
Fusarium solani

1 Hour Soaking Time >4 .4 2.7
4 Hour Soaking Time >4 .4 >4 .4

LLog Reduction: > = 100 percent Kill
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<10 CFU = test passage >10 CFU = test failure CFU =

colony formng units Stand- Al one Biocidal (10 %
wonrgamse+130i | ) Log Reducti on Pseudomas aer ugi nBea&/U$2004/038813

Hour Soaking Time >4.8 >4.9 4 Hour Soaking Tine >4.8

>4.9 Staphyl ococcus aureus 1 Hour Soaking Time >4.7

>4.0 4 Hour Soaking Tine >4.7 >4.2 Serratia marcescens

1 Hour Soaking Time 3.9 >3.8 4 Hour Soaking Tinme >4.6

>ERAMPLE 4la Sthhigdone Biddidal Rrstiniarandiie Rub -8N6. Ringe”

Hour Soaking Tinme >4.8 >4.8 Fusarium solani 1 Hour

SoR&qiRtenTWith A4$hhkihdg/Step Testing With Five of FDA/ISO Challenge

Microorganisms On Two Different Group IV Lenses:

[0029] A four-hour no rub and no rinse (NR/NR) regimen using 10 ml of
sample solution with a 10 second shaking step (ss) was conducted on Focus™
Monthly (CIBA Vision, Basel, Switzerland) Group IV lenses (Gr IV-A), and
Surevue™ (Johnson & Johnson, New Brunswick, New Jersey) Group IV lenses
(Gr IV-B) and tested using Candida albicans ATCC 10231. The test results for
the regimens are set forth below in Table 4. A Stand-Alone Biocidal study using
10 percent, 50 percent, 100 percent and no organic soil was also conducted
whereby the samples were tested against Pseudomas aeruginosa ATCC 9027,
Staphylococcus aureus ATCC 6538, Serratia marcescens ATCC13880,
Candida albicans ATCC 10231 and Fusarium solani ATCC 36031. The results

of the Stand-Alone Biocidal study are also set forth below in Table 4.
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4 Hour Soaking Tinme >4.4 >4.4 Log Reduction: > = 100
percent kill EXAMPLE 4 - Stand- Al one Biocidal Testing
wanaas/osetiRub - No Ri nse" Regi men Wth A Shaki ngCBusp04/038813
Testing Wth Five of FDA/1 SO Chal l enge M croorgani snms
On Two Different Group V Lenses: [0029] A four-hour no
rub and no rinse (NR'NR) regimen using m of sanple
solution with a second shaking step (ss) was conducted
on Focus(tnm) Monthly (CH BAABI&E 4n, Basel, Switzerl and)
Goup IV lenses (G IV-A), and Surevue(tm (Johnson &
Johnson, New Br unskifficiacy R Wadiens dgpt Spliionis\n| enses
(G 1V-B) and test é\b RebiNp Rinsdi Regime arths ATCC 0231
. The test resstand-AlonetBiecideljTesding Usimgs\éaridus t h
bel ow i n Tabl e 4. A&Gicantratioos®fBrganigadoitt udy usi ng
percent, 50 percent, 100 percent and no organic soil
WasE8T SO0 conduct ed wher ebySdanglesanpSampleb e (Szanpld 6
agal nst Pseudonas aerugi nosa ATCC 9027, Staphyl ococcus
AUNRUSR REGIM&D38, Serratia marcescens ATCC13880,
Candirdaalh 0indA0SssABEP/)231 and Fusarium sol ani ATCC
36@3hdida Htcdres@ry) of the Send- Al one,1Bi oci dal0,8t udy
are also set forth belowin Table 4. TABLE 4 Efficacy
of  Various Test Solutions in No Rub/No Ri nse Regi nen

angl  Bt-anedAlane & @rida) Testing Using Various
CORS S Abicins (@ff:ﬁ gani ¢ S@ld.6 9.4,5 11,5,6

<10 CFU = test passage
>10 CFU = test failure
CFU = colony forming units

Stand-Alone Biocidal
(10 % organic soil) Log Reduction

Pseudomas aeruginosa

1 Hour Soaking Time >4.8 4.9 >4.9
4 Hour Soaking Time >4.8 >4.9 >4.9
Staphylococcus aureus

1 Hour Soaking Time >4.7 >4.8 4.2
4 Hour Soaking Time >4.7 >4.8 4.2
Serratia marcescens

1 Hour Soaking Time >4.6 3.6 >3.8
4 Hour Soaking Time >4.6 >4.8 >3.8
Candida albicans

1 Hour Soaking Time >4.8 26 4.9
4 Hour Soaking Time >4.8 >4.8 >4.9
Fusarium solani

1 Hour Soaking Time 24 >4 .4 >4 .4
4 Hour Soaking Time >4.4 >4 4 >4.4

Log Reduction: > = 100 percent kill
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TEST Sanple 3 Sanple 5 Sanple 6 NR/NR Regi nen 4 Hr

soak/10 mM /10 ss (G |1V-A) Candida al bi cans (CFU)
wa 2005054419, 1 0,0,3 4 H soak/10 m /10 ss (&

| YEB)US2004/038813

Candi da al bicans (CFU) 8,4,6 9,4,5 11,5,6 <10 CFU =

test passage >10 CFU = test failure CFU = col ony

formng units Stand- Al one Bi oci dal
Log Reducti on Pseudomas aerugi nosa 1 Hour Soaking Tine

>4.8 4.9 >4.9 4 Hour SOABUE4TiContindied >4.9 >4.9

(10 % organic soil)

St aphyl ococcus aureus 1 Hour Soaking Tine >4.7 >4.8
4. FedTHOUr Soaki ng Ti me >4sample 3 4 Sanfpde bat i Bample 6

marcescens 1 Hour Soaking Tinme >4.6 3.6 >3.8

Stand-Alone Biocidal
(50 % organic soil)

Pseudomas aeruginosa
1 Hour Soaking Time
4 Hour Soaking Time
Staphylococcus aureus
1 Hour Soaking Time
4 Hour Soaking Time

Serratia marcescens
1 Hour Soaking Time

4 Hour Soaking Time

Candida albicans
1 Hour Soaking Time

4 Hour Soaking Time
Fusarium solani
1 Hour Soaking Time

4 Hour Soaking Time

Log Reduction: > = 100 percent Kill

3.3
3.7

>4.9
>4.9

>4.7

>4.7

3.0

>5.0

>4.9

>4.9
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Log Reduction

3.8
5.0

>4.9
>4.9

4.2

>4.7
2.2

4.3

>4.9

>4.9

3.4
5.0

>4.9
4.7

>4.7

>4.7

3.1

4.3

>4.9

>4.9



4 Hour Soaking Tinme >4.6 >4.8 >3.8 Candi da al bicans 1
Hour Soaking Tine >4.8 2.6 4.9 4 Hour Soaking Tine
wWO20B/05418 >4.9 Fusari um sol ani 1 Hour Soaki ngPTTrus204438813
>4.4 >4.4 4 Hour Soaking Tinme >4.4 >4.4 >4.4 Log
Reduction: > = 100 percent kill TABLE 4 - Conti nued
TEST Sanple 3 Sanple 5 Sanple 6 Stand-Al one Bi oci dal
(50 % organic soil) Log Reduction Pseudonas aerugi nosa
1 Hour Soaking Tine 3. JABLE 8- Coftinbed Soaki ng Ti ne
3.7 5.0 5.0 Staphyl ococcus aureus 1 Hour Soaking Tine
>4rPsy4. 9 >4.9 4 Hour SoalgSamipléidre Sdmple-d. 9 Sambple 6
Serratira marcescens 1 Hour Soaking Time >4.7 4.2 >4.7

Stand-Alone Biocidal

(100 % organic soil) Log Reduction
Pseudomas aeruginosa

1 Hour Soaking Time 2.2 2.3 2.3
4 Hour Soaking Time 2.9 3.2 3.2
Staphylococcus aureus

1 Hour Soaking Time >4.8 >4.8 >4.8
4 Hour Soaking Time >4.8 ‘ >4.8 >4.8
Serratia marcescens

1 Hour Soaking Time >4.3 2.6 2.4
4 Hour Soaking Time >4.3 >4.3 >4.3
Candida albicans

1 Hour Soaking Time 3.1 26 2.8
4 Hour Soaking Time 4.5 4.8 4.5
Fusarium solani

1 Hour Soaking Time 2.3 3.1 4.5
4 Hour Soaking Time >4.9 >4.9 >4.9

Log Reduction: > = 100 percent kill

24



4 Hour Soaking Tinme >4.7 >4.7 >4.7 Candi da al bicans 1
Hour Soaking Tine 3.0 2.2 3.1 4 Hour Soaking Tinme >5.0
wa 280505811Fusari um sol ani 1 Hour Soaki ng Ti me >2C9UsS#4009/038813

>4.9 4 Hour Soakina Time >4.9 >4.9 >4.9 Log Reducti on:
> = 100 percent kill TABLE 4 - Continued i TEST Sanpl e
3 Sanple 5 Sanple 6 Stand-Al one Biocidal (100 %
organi c soil) Log Reduction Pseudomas aerugi nosa 1
Hour Soaking Tinme 2.2 ZABLE 8-&Ladrtimuedoaki ng Tinme 2.9
3.2 3.2 Staphyl ococcus aureus 1 Hour Soaking Tine >4.8
>418sT4. 8 4 Hour Soaki ng TSampled3 8 Sanfples. 8 Sianpletd a
mar cescens

Stand-Alone Biocidal

(No organic soil for Only 3 minutes) Log Reduction

Pseudomas aeruginosa

45 Second Soaking Time 3.1 3.2 3.3
90 Second Soaking Time 3.2 3.6 4.0
135 Second Soaking Time 3.5 3.5 4.0
180 Second Soaking Time 2.9 3.1 3.2
Staphylococcus aureus

45 Second Soaking Time 4.7 >4.9 >4.9
90 Second Soaking Time 4.6 4.9 >4.9
135 Second Soaking Time 4.9 3.2 >4.9
180 Second Soaking Time 4.9 4.9 >4.9
Serratia marcescens

45 Second Soaking Time 1.0 1.6 1.5
90 Second Soaking Time 1.1 21 1.8
135 Second Soaking Time 1.9 22 2.3
180 Second Soaking Time >4.2 3.7 >4.2
Candida albicans

45 Second Soaking Time 1.8 21 2.3
90 Second Soaking Time 21 2.8 2.8
135 Second Soaking Time 2.6 3.0 3.2
180 Second Soaking Time 2.7 3.3 3.2
Fusarium solani

45 Second Soaking Time 1.5 1.8 1.4
90 Second Soaking Time 2.2 1.7 1.1
135 Second Soaking Time 2.8 1.3 24
180 Second Soaking Time 2.8 1.8 1.7

Log Reduction: > = 100 percent Kill
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1 Hour Soaking Time >4.3 2.6 2.4 4 Hour Soaking Tinme
>4.3 >4.3 >4.3 Candi da al bicans 1 Hour Soaking Tine

W0 2005D56412. 8 4 Hour Soaking Tine 4.5 4.8 4.5 FREAUSLNUH/038813
sol ani 1 Hour Soaking Time 2.3 3.1 4.5 4 Hour Soaki ng
Time >4.9 >4.9 >4.9 Log Reduction: > = 0 percent
kill TABLE 4 - Continued TEST Sanple 3 Sanple 5 Sanple
6 EXanPLAl5oneNBiRuL ddo RiNee® Regimen With ahd Withoyt & Shaking
m nutes) Log Reduction Pseudomas aerugi nosa 45 Second
Sesrkh Tastihg Wi eMiroorpahisres 308 Two
3. Soaking Tine 3.5 3.5 4.0 180 Second

S‘tﬂﬁb%t’ér&ﬁgavﬁ_e’ﬁsés%s@nétrm&mﬁenclus aureus 45
0akKl ng >4.9 >4.9

[0030] A four—hour no rub and no rinse (NR/NR) regimen using 10 ml of

test sample solution 1 with and without a 10 second shaking step (ss) was
conducted on Focus™ Monthly (CIBA Vision, Basel, Switzerland) Group IV
lenses (Lens Sample A), and Surevue™ (Johnson & Johnson, New Brunswick,
New Jersey) Group IV lenses (Lens Sample B) and tested using Pseudomas
aeruginosa ATCC 9027, Staphylococcus aureus ATCC 6538, Serratia
marcescens ATCC13880, and Fusarium solani ATCC 36031. The test results

for the regimens are set forth below in Table 5.
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90 Second Soaking Tinme 4.6 4.9 >4.9 135 Second Soaki ng

Time 4.9 3.2 >4.9 180 Second Soaking Tine 4.9 4.9 >4.9
weenwsasia7 mar cescens 45 Second Soaking Tine 1. 8CT/US24/H638813

90 Second Soaking Tinme 1.1 2.1 1.8 135 Second Soaki ng

Time 1.9 2.2 2.3 180 Second Soaking Tinme >4.2 3.7 >4.2

Candi da al bi cans 45 Second Soaking Tine 1.8 2.1 2.3 90

Second Soaking Time 2.1 2.8 2.8 135 Second Soaki ng

Time 2.6 3.0 3.2 180 SecondT8&lEHg Tine 2.7 3.3 3.2

Fusari um sol ani 45 Second Soaking Tinme 1.5 1.8 1.4 90

Second Soaki ng ResuitsZofNd RnbiNd Rigse Begimeh Bbttki ng

Time 2.8 1.3 2. AntiBWitEeab8HaldagkStep Tesstinglsing. 8 1. 7

Log Reduct1omi TestSdaplepsolution kWithEXHAbBE Boaking TimeRub

- No Rinse" Reginen Wth and Wthout A Shaking

NR/NR Regimen Lens Sample Microorganism CFU

Without Shaking A Pseudomas aeruginosa ATCC 9027 0,0,0
Staphylococcus aureus ATCC 6538 0,1,0
Serratia marcescens ATCC 13880 0,0,0

Fusarium solani ATCC 36031 8,5,6
With 10 Second Shake A Pseudomas aeruginosa ATCC 9027 0,0,0
Before Soak Staphylococcus aureus ATCC 6538 0,0,0
Serratia marcescens ATCC 13880  0,0,1
Fusarium solani ATCC 36031 7,5,1
Without Shaking B Pseudomas aeruginosa ATCC 9027 0,0,1

Staphylococcus aureus ATCC 6538 0,0,1
Serratia marcescens ATCC 13880  0,0,22

Fusarium solani ATCC 36031 1,4,0
With 10 Second Shake B Pseudomas aeruginosa ATCC 9027 0,0,0
Before Soak Staphylococcus aureus ATCC 6538 0,0,2
Serratia marcescens ATCC 13880 0,0,0
Fusarium solani ATCC 36031 1,0,1

<10 CFU = test passage
>10 CFU = test failure
CFU = colony forming units
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Step Testing Wth Four of FDA/I SO Chal | enge

M croorganisns On Two Different Group IV Lenses Usi ng
woesds/oSefiat i on 1: [0030] A four-hour no rub an#Cmws2004/038813

rinse (NR/NR) reginmen using nl of test sanple solution

1 with and without a second shaking step (ss) was

conducted on Focus(tm Monthly (Cl BA Vision, Basel,

Swi tzerI and) Group IV I enses (Lens Sarrpl e A) and

P ILE ReibrreN ¢hR 1Bl eskivg € Sa_mgj&Solutlons

Jersey) Goup IV | enses (Lens San'pl e B) and tested
us [0081Ps eud Afmirhenug nisandTChSOANR/NS) apdineoestgus ml of
aureus ATCC 6538, Serratia marcescens ATCC13880, and
Fusakiplerssiatiomi wihGD5 36654 shBRigtstes (sspwab tondunted be Focus™
regimens are set forth belowin Table 5. TABLE 5

Re pdnitsy gﬁIBNNlE%h Blasdi Dwiezdniagd N&rouplItVherfyed. Whishenses were
Shaking Step Testing Using nl Test Sanple Solution 1

W iyt tiOHG Canaiahidansen et N Fte oreerastre sdltsJarearegimen are
M croorgani sm CFU Wt hout Shaki ng A Pseudonas

aeLEOhLRADRIMIRGHR28. 0, 0, 0 St aphyl ococcus aureus ATCC
6538 0,1,0 Serratia marcescens ATCC 3880 0,0,0
Fusarium sol ani ATCC 36031 8,5,6 Wth Second Shake A
Pseudomas aer ugi nosa ATCC 9027 0,0,0

TABLE 6
Results of No Rub-No Rinse Regimen With

A Shaking Step Using
8 ml Sample Solution With 4 Hour Soaking Time

NR/NR Regimen CFU

Solution 4 0. 4,0

<10 CFU = test passage
> 10 CFU = test failure
CFU = colony forming unit
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Bef ore Soak Staphyl ococcus aureus ATCC 6538 0,0,0

Serratia marcescens ATCC 3880 0,0, 1 Fusarium sol ani
wWOREB/036031 7,5, 1 Wthout Shaking B Pseudomas PCT/US2004/038813

aer ugi nosa ATCC 9027 0, 0,1 Staphyl ococcus aureus ATCC

6538 0,0,1 Serratia marcescens ATCC 3880 0,0, 22

Fusarium sol ani ATCC 36031 ,4,0 Wth 10 Second Shake B

PSEXAMPALE Zier‘dly Rob a NG R Redin@enOl eding @f S ammercial

St aphyl ococcus aureus ATCC 6538 0,0,2 Serratia

megektioans ATCC 3880 0, 0,0 Fusarium sol ani ATCC 36031

1,0,1 <10 CFU = test passage >10 CFU = test failure

CF[Uosz]:ol 0N foQr-Rbirchdiibt=BANRISE (BIR/NRNeegRuen usiNg 10 ml of

Ri nse" Regi nen Testing O Sanple Solutions: [0031] A
f ogempbRIs MomstirePias Re RubrSsut(dNRANRD, Inees, ClifarsianbotdE2970,
m of Sanple Solution 4 with a 5 second shaki ng step

(Séipﬁ%%n%m@wltﬁ% WsdrRft $bkhg Mupt (85 ywésEaAiutesi amFocus ™
Basel, Switzerland) Goup IV lenses. The | enses were

t eﬁlbﬁﬂ%lW?ZﬁlBg\ \GeiBA| Biaseh| RieRAENd) Gielip 0¢ Fhsed Niterdsesdmple A),
~result or the reginmen are set forth belowin Table

6. Surevue™ (Johnson & Johnson, New Brunswick, New Jersey) Group 1V lenses

(Lens Sample B) and PureVision™ (Bausch & Lomb Inc., Rochester, New York)

Group lll lenses (Lens Sample C). The lenses were tested using Candida

albicans ATCC10231. The test results for the regimens are set forth below in

Table 7.
TABLE 7
Results of No Rub-No Rinse Regimen With
A Shaking Step Using
10 ml Commercial Solution With 4 Hour Soaking Time

NR/NR Regimen Lens Sample CFU

With 10 Second Shake A TNTC, TNTC, TNTC
With 10 Second Shake B TNTC, TNTC, TNTC
With 10 Second Shake  C TNTC, TNTC, TNTC

TNTC = Too numerous to count
<10 CFU = test passage

> 10 CFU = test failure

CFU = colony forming unit
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TABLE 6 Results of No Rub-No Rinse Reginen Wth A
Shaking Step Using 8 m Sanple Solution Wth 4 Hour
weaaeadsioagiTi me NR/ NR Regi men CFU Sol ution 4 0, 2CTM@S2D0/038813
CFU = test passage > 10 CFU = test failure CFU =
colony formng unitEXAMPLE 7 - "No Rub - No Rinse"
Regi msn Testl ng O‘ A Corrmsr CI al Sol ut| on: [0032] A
E A a i1 A =

of Conpl et e Mi sture PI us(tn)l\lo Rub Sol utlon (AI\/D

| r gohetionCal i forni a) Lot E2970, Expiration 05/05, with

a second shaking step (ss) was conducted on Focus(tm-
Moroo3By ( Cl Bésivireiuonoe ridasred no Base @R/NER) dggitreouysindvi0 ml of
| enses (Lens Sanple A), Surevue(tn)(Johnson & Johnson,

Ne@prrues Expless Neaiden s aborataries ind. \Fdreaet, Teeasy, Lots 44102F,
Sanpl e B) and PureVision(tm (Bausch & Lonb Inc.,

RogH®BIFe 1348biMy aYiar 36526F otbih Wiith d thseontilshakinGatgy @sAnd
The | enses were tested using Candi da al bi cans

AT@@A&&%lshakT@estéﬁwasrcaﬁ@udtéd b® Fotlie V¥ NegHtRp IS IBX Visks, Basel,
forth below in Table 7.
Switzerland) Group IV Ienses (Lens Sample A) and Surevue™ (Johnson &
Johnson, New Brunswick, New Jersey) Group |V lenses (Lens Sample B). The

lenses were tested using Candida albicans ATCC10231. The test results for the

regimens are set forth below in Table 8.
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TABLE 7 Results of No Rub-No Rinse Reginen Wth A
Shaking Step Using m Commercial Solution Wth 4 Hour
weaaalsioagiiTi me NR/ NR Regi men Lens Sanpl e CFU W paT/Sscmmd3ss13
Shake A TNTC, TNTC, TNTC Wth 10 Second Shake B TNTC,
TNTC, TNTC Wth Second Shake C TNTC, TNTC, TNTC TNTC =
Too nunmerous to count <10 CFU = test passage > 10 CFU
= test failure CFU = col ony form ng unit EXAMPLE 8 -
"No Rub - No Rinse" Regi nrenTAB&LEI& ig OF A Commerci al
Sol ution: [0033] A six-hour no rub and no rinse
(NR/'NR) regi neRessiltsgpfiNo Riib®pd RirfsecRedginemediitht m)
(Al con Labor at or i @ésmd WithouFarShaking SBifeplsh) , Lots
44102F, 3630 ml CédnddrciaSdlitid?Bfith GHbOr Gotking Tithe
second shaking step (ss) and w thout a shaking step
WaNRIRRAREGif@nON FocupehsBihiple | hot(Nd.BA Vi GFW, Basel ,

SwitzerTand) Goup IV I enses (Lens Sanple A) and

SupgHed Seddniodimaen &aJohnson, Nea1BpENnsw gk >10eW100
Jersey) Goup IV lenses (Lens Sanple B). The

With 10 Second Shake B >100, >100, >100
Without Shake A >100, >100, >100
Without Shake B >100, >100, >100
With 10 Second Shake A 36311F >100, >100, >100
With 10 Second Shake B 37, 19, 34
Without Shake A >100, >100, >100
Without Shake B 58, 58, >100
With 10 Second Shake A 34864F >100, >100, >100
With 10 Second Shake B >100, >100, >100
Without Shake A >100, >100, >100
Without Shake B >100, >100, >100
With 10 Second Shake A 35526F >100, >100, >100
With 10 Second Shake B 23, 22, >100
Without Shake A >100, >100, >100
Without Shake B >100, >100, >100

TNTC = Too numerous to count
<10 CFU = test passage

> 10 CFU = test failure

CFU = colony forming units
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| enses were tested using Candi da al bi cans ATCC10231 .
The test results for the reginens are set forth bel ow
wOnoosakka7. TABLE 8 Results of No Rub-No Ri nse Regiuseiw4/038813

Wth And Wthout A Shaking Step Using m Commerci al
Solution Wth 6 Hour Soaking Tinme NR/ NR Reai nen Lens
Sanple Lot No. CFU Wth 10 Second Shake A 44102F >1
OOEXAMHLE 9 L0NJd/Rub 1o RinsutiR&dliaden Fest f mer6ial
W thout Shake A >1 00, >100, >100 Wt hout Shake B
>1§Qlutibh@0 >100 Wth 10 Second Shake A 3631 >100,

0O Wth Second Shake B 37, 19, 34 Wt hout

Sh >100\ forlB8ur riolB NGt dtiiseINFS RBrégimen 8ising 1@0mI of
F}msﬁcond Shake A 34864F >100, >100, El%%thhl %O

Se%@l%@aé@b@“"%@l@@ Qiision Qantal HeoWiibobt Zﬁmkﬁntﬁ\?ﬂo &8tond
>100, >100 Wt hout Shake B >100, >100, >100 Wth

Segiibhghieh ts) wirAbuctéd @R Fork&D. MaABR (CIBA Vision, Basel,

Switzerfand) Group 1V lenses (Lens Sample A) and Surevue™ (Johnson &
Johnson, New Brunswick, New Jersey) Group IV lenses (Lens Sample B). The
lenses were tested using Candida albicans ATCC10231. The test results for the

regimens are set forth below in Table 9.

TABLE 9

Results of No Rub-No Rinse Regimen With
A Shaking Step Using
10 ml Commercial Solution With 4 Hour Soaking Time

NR/NR Regimen Lens Sample CFU
With 10 Second Shake A >100, >100, >100
With 10 Second Shake B >100, >100, >100

TNTC = Too numerous to count
<10 CFU = test passage

> 10 CFU = test failure

CFU = colony forming units
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Wth Second Shake B 23, 22, >100 Wthout Shake A >100,

>100, >100 Wt hout Shake B >100, >100, >100 TNTC = Too
wouoesrsud7t o count <10 CFU = test passage > 10PCFWS2004/038813

test failure CFU = colony form ng uni tsEXAMPLE 9 - "No

Rub - No Rinse" Reginmen Testing O A Commerci al

Solution: [0034] A four-hour no rub and no rinse

( NEKARPLE 40 retNa)Bubg Nb RifiseSoRegiaren Pésting Of A(Chmmercial

Vision, Atlanta, Georgia), Lot 22561 , with a 10

sesoehdiahaki ng step (ss) was conducted on

Focus(tm Monthly (CIBA Vision, Basel, Switzerl and)

G o35l V | ensasir-hbeanso fsangridendVinsgn@R/NR) regimen using 10 ml of

Sur evue(tm (Johnson & Johnson, New Brunswi ck, New

Jetsaplet&Cumfot Pl Hs@aod Lense, SxnpdreialR)Lot Th76, enithess 10 second
were tested using Candi da al bi cans ATCC1 0231. The

t eshakigs Ylebs E)Q/Vast dmdueet BRImocas ® menthiyoidiBAbasiony Basel,
Table 9. TABLE 9 Results of No Rub-No Rinse Regi nen

W éWitéeM!G‘r@u@?_t\ﬁrén&@é N@ngisaapeR) ahdl Supelus™qronisbh &
4 Hour Soaking Tine

Johnson, New Brunswick, New Jersey) Group IV lenses (Lens Sample B). The

lenses were tested using Candida albicans ATCC10231. The test results for the

regimens are set forth below in Table 10.

TABLE 10

Results of No Rub-No Rinse Regimen With
A Shaking Step Using
10 ml Commercial Solution With 4 Hour Soaking Time

NR/NR Regimen Lens Sample CFU
With 10 Second Shake A >100, >100, >100
With 10 Second Shake B >100, >100, >100

TNTC = Too numerous to count
<10 CFU = test passage

> 10 CFU = test failure

CFU = colony forming units
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NR/ NR Reqi nen Lens Sanple CFU Wth 10 Second Shake A

>100, >100, >100 Wth Second Shake B >100, >100, >100
wWONRIG/0s44i00 nunerous to count <10 CFU = test pRETAFL00%/038813

10 CFU = test failure CFU = col ony form ng

uni t SEXAMPLE 10 - "No Rub - No Rinse" Reginen Testing

O A Commercial Solution: [0035] A four-hour no rub

and no rinse (NR/'NR) reginen using m of Conplete

CoBXAMPLE 1t (tSthndANthe Biadidal. TeStinigf andhi'No Rubot No7Rinse”

with a second shaking step (ss) was conducted on

Foreginhen With AlShakind38tey Festing dfaGeinmcbuial SelutiordWith Four

Goup IV I enses (Lens Sanple A and

SUuFpANS Ot ChilerysNIitr Sorteinising witke@GrdirpNs hbtses: New

Jersey) Goup IV lenses (Lens Sanple B). The | enses

wefop3tESt ed Alpungoiansliutaanal M e NIRTRIR]) 6tithen using 10 ml of

test results for the reginmens are set forth below in

Tagkieaddh URRBIdal RRisRe@dnkron] Rdae Redly) Nt B32s anifRegil 0Bcond
Wth A Shaking Step Using ml Commercial Solution Wth

4 E4ing SRk (84 whsBnducted on Surevue™ (Johnson & Johnson, New

Brunswick, New Jersey) Group 1V lenses and tested against Pseudomas
aeruginosa ATCC 9027, Staphylococcus aureus ATCC 6538, Serratia
marcescens ATCC13880, Candida albicans ATCC 10231 and Fusarium solani
ATCC 36031. The test results for the regimens are set forth below in Table 11.
A Stand-Alone Biocidal study using 10 percent organic soil was also
conducted whereby the samples were tested against Pseudomas aeruginosa
ATCC 9027, Staphylococcus aureus ATCC 6538, Candida albicans ATCC
10231 and Fusarium solani ATCC 36031. The results of the Stand-Alone

Biocidal study are also set forth below in Table 11.
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NR/ NR Regi nen Lens Sanple CFU Wth Second Shake A >
00, > 00, > 0 Wth Second Shake B > 00,> 00, > 0 TNTC
wo 2imwsaamer ous to count <10 CFU = test passageCEUs2004/038813
CFU = test failure CFU = col ony form ng unit SEXAMPLE -
St and- Al one Bi ocidal Testing and "No Rub - No Ri nse"
Regi mren Wth A Shaking Step Testing of Commerci al
Solution Wth Four FDA/I SO Chal |l enge M croorgani sns
with Goup V Lenses: [0036]TABIEBY1-hour no rub and no
rinse (NR/'NR) reginmen using ml of Schal con Universal
Plus(tm (Schal cdfficRoyref Vatialiy Test 8oludidp8,inwi t h a
second shaki ngo RubpNé Rinse\RegihesrdwithexdShaking Step
Sur evue(t m (Johnsoand. Staidatone Biwwidil lestingk, New
Jersey) Goup IV |l enses and tested agai nst Pseudonas
aerggrnosa ATCC 9027, Staphyl ococcugFaureus ATCC 6538,
Serrati a marcescens ATCC13880, Candi da al bi cans ATCC
10RRINRMEJMERT | um sol ani ATCC 36031 . The test
r egWrtsoak@b hime §£gi nens are set forth below in Table
. A Stand- Al one Biocidal study using percent organic

soipsei@smad SSusRREY atret hier eby t hesgaomlep, wWes®

t estof REBEAR alPegAPERSsHAG! UGi NoSasAFEG 9B2%100

St RIS RRESS A AT 1AB8% 6538, Candpgla-@lobbgems ATCC
Candida albicans ATCC 10231 >100, >100, >100
Fusarium solani ATCC 36031 >100, >100, >100

<10 CFU = test passage
>10 CFU = test failure
CFU = colony forming units

Stand-Alone Biocidal
(10 % organic soil) Log Reduction

Pseudomas aeruginosa

1 Hour Soaking Time 1.3
4 Hour Soaking Time 1.6
Staphylococcus aureus

1 Hour Soaking Time 2.2
4 Hour Soaking Time 2.4
Candida albicans

1 Hour Soaking Time 0.1
4 Hour Soaking Time 0.3
Fusarium solani

1 Hour Soaking Time 1.0
4 Hour Soaking Time 0.1

Log Reduction: > = 100 percent kill
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10231 and Fusarium sol ani ATCC 36031. The results of

the Stand- Al one Biocidal study are also set forth
woebwwsin7Tabl e . TABLE 11 Efficacy of Vari ous PestUS2004/038813

Solutions in No Rub/No Rinse Reginmen with a Shaking

Step and Stand- Al one Bioci dal Testing TEST CFU /

Regi men 4 H soak/ 10 m /10 ss Pseudonas aerugi nosa

ATCC 9027 > 00, > 00, > 0O Staphyl ococcus aureus ATCC

65BRAMALE 12-Band-Alofe Biatidal TestinesarehSNA ROB1-3 8ie(Rinse”

00, > 00, -> 0 Candi da al bi cans ATCC 0231 > 00, > 00, >

0 Regmén WitoA BhakiiCSteib0BRevolllhg StePOlesting ofiCoEFigreial

test passage >10 CFU = test failure CFU = col ony

f ogBiulNVithFivé ah HDA/ISTEC BaleriqteMidrdOrdantsrna with Seoup I, 11l

Log Reducti on Pseudomas aer ugi nosa

and IV Lenses:

[0037] A four-hour no rub and no rinse (NR/NR) regimen using 10 mi of
Cyclean™ (Sauflon, Twickenhan, England), lot 54560, expiration 2005/04, with a
10 second shaking step (ss) or 10 second revolving lens case step (rs) was
conducted on Focus™ Night and Day (CIBA Vision, Basel, Switzerland) Group |
lenses, PureVision™ (Bausch & Lomb Inc., Rochester, New York) Group il
lenses, Focus™ Monthly (CIBA Vision, Basel, Switzerland) Group IV lenses, and
Surevue™ (Johnson & Johnson, New Brunswick, New Jersey) Group IV lenses,
and tested against Candida albicans ATCC 10231. The test results for the
regimens are set forth below in Table 12. A Stand-Alone Biocidal study using 10
percent organic soil was also conducted whereby the samples were tested
against Pseudomas aeruginosa ATCC 9027, Staphylococcus aureus ATCC
6538, Serratia marcescens ATCC13880, Candida albicans ATCC 10231 and
Fusarium solani ATCC 36031. The results of the Stand-Alone Biocidal study are

also set forth below in Table 12.
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1 Hour Soaking Time .3 4 Hour Soaking Tinme .6
St aphyl ococcus aureus 1 Hour Soaking Time 2.2 4 Hour
weaaealsioagiTi me 2. 4 Candi da al bi cans 1 Hour SoakPa@/US2ove/038813

0.1 4 Hour Soaking Tine 0.3 Fusarium solani 1 Hour
Soaking Tinme 1.0 4 Hour Soaking Tine 0.1 Log
Reduction: > = 100 percent kill EXAMPLE 12 -
St and- Al one Bi ocidal Testing and "No Rub - No Ri nse"
Regi men Wth A Shaking St epABLERRvol ving Step Testing
of Commercial Solution Wth Five of FDA/I SO Chal | enge
M cr oor gani sns WEFficadaycaf(Varidis Beat Solutiensiss: [ 0037] A
f our - hour no MNbRabMNcRinserRegi(dR with arReyateingusi ng ni
of Cycl ean(tm ( SautheCaséwscha&htaking Stegl andl) , | ot
54560, expiration 28fwdoAloneiBibcilat Festinlg shaki ng step
(ss) or second revolving |l ens case step (rs) was
corgigirt ed on Focus(tm Ni ght and DayCEW BA Vi sion,
Basel, Sw tzerland) G oup

NR/NR Regimen with Focus Monthly

4 Hr soak/10 ml/10 sr TNTC

NR/NR Regimen with PureVision
4 Hr soak/10 ml/10 sr TNTC

NR/NR Regimen with Focus Monthly
4 Hr soak/10 ml/10 ss TNTC

NR/NR Regimen with Surevue
4 Hr soak/10 mi/10 ss TNTC

NR/NR Regimen with PureVision
4 Hr soak/10 ml/10 ss TNTC

NR/NR Regimen with Focus Night & Day
4 Hr soak/10 ml/10 ss TNTC

ss = seconds of shaking

sr = seconds of revolving

<10 CFU = test passage

>10 CFU = test failure

CFU = colony forming units
TNTC = too numerous to count
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| enses, PureVision(tm (Bausch & Lonb Inc., Rochester,
New York) Goup Ill Ienses, Focus(tm Mnthly (ClBA
woi2eisma441Basel , Switzerland) Group |V | enses, BAWUS2004/038813
Sur evue(tm (Johnson & Johnson, New Brunswi ck, New
Jersey) Goup IV lenses, and tested agai nst Candi da
al bi cans ATCC 0231. The test results for the regi nens
are set forth belowin Table 12. A Stand- Al one
Bi oci dal study ugiABLE®2 c€ontinugdni ¢ soil was al so
conduct ed whereby the sanples were tested agai nst
Pseudonas aer ugi nosa ATCC 9027, Staphyl ococcus aureus
AT$i6n§236he Sletidal with sosesealns ATCC 3880, Candi da
al (b o BEgIcEeif231 and Fusahum sol anbg REQGC@RFO3L . The
results of the Stand-Al one Biocidal study are al so set
f opddydoplRWMeriigidedd e 12. TABLE 12 Efficacy of Various
TepHogPHAkiANFimd No Rub/No Rinse Reggnen with a
Rey pbyt 88akifh Sintetse vs. a Shaking Stgp and St and- Al one
Bi oci dai Testing TEST CFU / Reginmen with Focus Monthly

4 TNTC NR/ NR Regi i th
PU\?% hg@ggif%; ﬁﬁ%%ai? 10 nml /10 sr Tﬁl%;;m "

4 Hour Soaking Time >4.7
Serratia marcescens

1 Hour Soaking Time 4.4
4 Hour Soaking Time 4.7
Candida albicans

1 Hour Soaking Time 0.3
4 Hour Soaking Time 0.5
Fusarium solani

1 Hour Soaking Time 0.6
4 Hour Soaking Time 0.6

Log Reduction: > = 100 percent Kill
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NR/ NR Regi mren wi th Focus Monthly 4 Hr soak/10 m /10 ss
TNTC NR/ NR Regi nren with Surevue 4 H soak/10 m /10 ss

WO RTG/ERINR Regi nen with PureVision 4 H soak/ eCmuS1008/838813
TNTC NR/'NR Regi nen with Focus Night & Day 4 Hr soak/1
m /1 ss TNTC ss = seconds of shaking sr = seconds of
revol ving <10 CFU = test passage >10 CFU = test
f ai | ur e VB thereds engwii endrieseribed therdiNEGnpositonsfontans ware
to count TABLE 12 - Continued Stand-Al one Biocidal with
4 Solutiofds and(rhéthtde vhmeakiag a0d lusinigdhe Batiedh Bavo rub and no rinse
Pseudonmas aerugi nosa 1 Hour Soaking Tine 4.8 4 Hour
Soakgin@nTit vell Be nfhinifest to those skilled in the art that various modifications

may be made without departing from the spirit and scope of the underlying
inventive concept. The present invention is likewise not intended to be limited to
particular ophthalmic solutions or methods described herein except insofar as

indicated by the scope of the appended claims.
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St aphyl ococcus aureus 1 Hour Soaking Tinme 4.7 4 Hour
Soaking Tine >4.7 Serratia marcescens 1 Hour Soaki ng
wOi205/084474 Hour Soaking Tinme 4.7 Candi da al bi eamaS1004/038813
Hour Soaking Time 0.3 4 Hour Soaking Time 0.5 Fusarium
solani 1 Hour Soaking Tinme 0.6 4 Hour Soaking Tine 0.6
Log Reduction: > = 100 percent killWiile there is
shoVe claimd: descri bed herein conpositions for |lens care
sol utions, and nethods of making and using the same in
a no rub and no rinse reginen, it will be manifest to
those skilled in the art that various nodifications
may be nmde Mcohmekitidepamprisiggf romthe spirit and
scope of the underlying inventive concept. The present

invention is |ikeywsiemeaf ohebendes pbigolkefietinied ehchzve
particul ar ophthal m c solutions or nethods descri bed

herein except insofar @sompeite esmdritylst 220 ap 880 MadHAIkg;
appended clains. W claim
one or more hydroxyalkylamines;
one or more polymeric surfactants having a HLB of 20 or
greater; and

one or more disinfecting agents effective to achieve a no-rub

and no-rinse regimen for contact lens disinfection.

2. The composition of claim 1 wherein said one or more polyols
includes glycerin present in an amount of approximately 0.5 weight

percent or greater.

3. The composition of claim 1 wherein said one or more
hydroxyalkylamines are present in a total concentration of about

0.5 to 2.0 weight percent.
4, The composition of claim 1 wherein said one or more

hydroxyalkylamines are present in a total concentration of about

1.0 weight percent.
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. A conposition conprising: a volunme of one or nore

pol yols effective to achieve a conposition osnolarity
woh0®32684410 380 m snf kg; one or nore hydroxyal kpCamiSzmg/p3ssi3

one or nore polyneric surfactants having a HLB of 20

or greater; and one or nore disinfecting agents

effective to achieve a no-rub and no-rinse reginen for

cont act 5l ensTlk sbmpesitiarosf.claim Mivbermsimpaid iohe on meire pblyimeric

1 wherein said one or nore polyols includes glycerin

present in asurégoantd inofudaeuroxicraatTetrpnid. 5 wei ght

percent or greater. 3. The conposition of claiml

wherei n said one or nore hydroxyal kyl am nes are

present in a total concentration of about 0.5 to 2.0

wei ght pger ceTihe cdmpddigorcempmi 1 vasreii sgitl @hgot mwre peiymeric
said one or nore hydroxyal kyl am nes are present in a

total concenguirfdctaiis Picluab®utironie FIB it TdRINGE08.5. The
conposition of claim1l wherein said one or nore

pol ymeric surfactants include Pluronic or Tetronic. 6.
The conposition of claim1l wherein said one or nore

pol ynmerizC  The composition of claim 1 wherein said one or more disinfecting

agents include PHMB or Alexidine.

8. The composition of claim 1 wherein said one or more disinfecting

agents are present in a total concentration of about 3 ppm to 6

ppm.

9. The composition of claim 1 wherein said one or more disinfecting
agents are present in a concentration of about 0.5 ppm PHMB and

about 3.0 ppm Alexidine.

10.  The composition of claim 1 wherein said one or more disinfecting
agents are present in a concentration of about 0.7 ppm PHMB and

about 4.0 ppm Alexidine.

11. The composition of claim 1 wherein said one or more disinfecting
agents is PHMB in a concentration of about 0.5 ppm to about 1.1
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surfactants include Pluronic F38 and Tetronic 908. 7.

The conposition of claim1l wherein said one or nore
wdizeisrseatri ng agents i nclude PHVB or Al exi di nePC8USTi0e/038813

conposition of claim1l wherein said one or nore

di sinfecting agents are present in a total

concentration of about 3 ppmto 6 ppm 9. The

conposition of claim1l wherein said one or nore

di sinfecting agents are present in a concentration of

about 042 pphetivihasitibnadi@idim3l @heein Aliésneionmord Bisinfecting

The conposition of claim1l wherein said one or nore

di si nf ect i ngageeisAlMidingires edhcdniradios ohaisunit 4al pEm t@bbout
about 0.7 ppm PHVB and about 4.0 ppm Al exidine. . The
conposi tion @b pphai m 1 wherein said one or nore

di sinfecting agents is PHVB in a concentration of

about 0.5 ppmto about 1.1 ppm 12. The conposition of
claim1 wherein said one or nore disinfecting agents

i s Al exitgi neThdicanFMENSIAinCNwAREreRPOMY cOmBofiBeh has a pH
about GHg pgm %3 The corrp(;su\lNonr of cl gl m9c1> V\,herelﬁp

sai d composi if altdfgfofatiit Biotod gange of about 6.0
14. A no-rub and no-rinse contact lens cleaning and disinfecting
solution comprising: |
a volume of one or more polyols effective to
achieve a composition osmolarity of 220 to 380
mOsm/kg;
one or more hydroxyalkylamines;
one or more polymeric surfactants having a HLB of 20 or
greater; and
one or more disinfecting agents effective to achieve a no-rub

and no-rinse regimen for contact lens disinfection.
15.  The solution of claim 14 wherein said one or more polyols includes

glycerin present in an amount of approximately 0.5 weight percent

or greater.
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14. A no-rub and no-rinse contact |ens cleaning and

di sinfecting solution conprising: a volune of one or
waonnws/peliyol s ef fective to achi eve a conpositi 8aT/US2004/038813

osnolarity of 220 to 380 msnf kg; one or nore

hydr oxyal kyl am nes; one or nore polyneric surfactants

having a HLB of 20 or greater; and one or nore

di si nf etd.i ndrregehitionesf caihiMeviieeiacidcoee ar morer ub and

no-rinse reginmen for contact |ens disinfection. 15.

The sol uti ormydfoxybiRilamldesdreneedens i gltodaieoncentrztion of about
pol yol s includes glycerin present in an anount of

appr oxi mat elg/5 ¢ 2. 0WRdighttpepgdrtent or greater.16. The
sol ution of claim 14 wherein said one or nore

hydr oxyal kyl am nes are present in a total
concentration of about 0.5 to 2.0 weight percent. 17.

The sol g i onty sdhlhidinBf Ehimhier ehdremadatt OMEoOmorer €
hydr oxyal kyl am nes are present in a total

concentrat i o 4RbxyaR0linds Ml #8derP B & &thl-cohBentrdi@n of about
solution of claim1l4 wherein said one or nore

polymeric 4 g weight percent.

18.  The solution of claim 14 wherein said one or more polymeric

surfactants include Pluronic or Tetronic.

19.  The solution of claim 14 wherein said one or more polymeric

surfactants include Pluronic F38 and Tetronic 908.

20. The solution of claim 14 wherein said one or more disinfecting

agents include PHMB or Alexidine.

21.  The solution of claim 14. wherein said one or more disinfecting

agents are present in a total concentration of about 3 ppm to 6

ppm.

-

22.  The solution of claim 14 wherein said one or more disinfecting
agents are present in a concentration of about 0.5 ppm PHMB and
about 3.0 ppm Alexidine.
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surfactants include Pluronic or Tetronic. 19. The
sol ution of claim14 wherein said one or nore

weoabosrossdic surfactants include Pluronic F38 an#CT/US2004/038813
Tetronic 908. 20. The solution of claimwherein said
one or nore disinfecting agents include PHVB or
Al exidine. 2 . The solution of claimwherein said one
or nore disinfecting agents are present in a total
concentration of about ppmto 6 ppm 22. The sol ution
of cl ai 28wheTlee solstivrdofastaimot4 whemirdsaid phe ot muge agiiéding
are present in a concentration of about 0.5 ppm PHVB

and about 3. 8gentsrakl mrsehinga23ncdietionlofibbsut 00F ppina®MB and
wherein said one or nore disinfecting agents are

present in aasand@ppratiiondieé. about 0.7 ppm PHVB and
about 4.0 ppm Al exidine. 24. The solution of claim

wherein said one or nore disinfecting agents is PHVB
in a concentration of about 0.5 ppmto about .1 ppm

25. The 230! uthésol@fiortbdidimlty WRER $hid 8he oP IO kisRE&ing
di sinfecting agents is Alexidine in a concentration of

about 4.0 ppsadries RFMNBER @ JBRBRNiration of about 0.5 ppm to about 1.1

ppm.

25.  The solution of claim 14 wherein said one or more disinfecting
agents is Alexidine in a concentration of about 4.0 ppm to about

6.0 ppm.

26.  The solution of claim 14 wherein said composition has a pH within

a range of about 6.0 {o 8.0.

27. A method of making the composition of claim 1 comprising:

combining a volume of one or more polyols effective
to achieve a composition osmolarity of 220 to 380
mOsm/kg;

one or more hydroxyalkylamines;

one or more polymeric surfactants having a HLB of 20 or
greater; and

one or more disinfecting agents effective to achieve a no-rub
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26. The solution of claimwherein said conposition has

a pHwthin a range of about 6.0 to 8.0. 27. A nethod
woRooswkiag t he conposition of claim 1l conpri si RQT/US2004/038813

conmbi ning a vol une of one or nore polyols effective to

achi eve a conposition osnolarity of 220 to 380 m

sn kg; one or nore hydroxyal kyl am nes; one or nore

pol ymeri c surfactants dravnsgnse HgBnei fa2@ontacgleaadsinfection.

and one or nore disinfecting agents effective to

achi eve a no-ruband no-rinse reginmen for contact |ens

di sinfection. 28. A nethod of making the sol ution of

cl ai m 2280npAinsdthed ot@akihgitgsdutid ¢fokivf2 esrepmingror e
pol yol s effective to achieve a conposition osnolarity

of 220 to 380 m sgvhkgning A&/ oRIM&TBY hdWItherelIYors anddne;
one or nore polyneric surfactants having a HLB of 20

or greater; and one oriorahRvEadodtgEkioR BsA@RIHP of 220 to 380
effective to achieve a no-rub and no-rinse reginen for

contact | ens disinf ectni,(%}n/kg;

one or more hydroxyalkylamines;

one or more polymeric surfactants having a HLB of 20 or
greater; and

one or more disinfecting agents effective to achieve a no-rub

and no-rinse regimen for contact lens disinfection.

29.  The method of claim 27 or 28 wherein said one or more polyols
includes glycerin is present in an amount of approximately 0.5

weight percent or greater.

30. The method of claim 27 or 28 wherein said one or more
hydroxyalkylamines are present in a total concentration of about

0.5 to 2.0 weight percent.
31.  The method of claim 27 or 28 wherein said one or more
hydroxyalkylamines are present in a total concentration of about

1.0 weight percent.
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29. The nethod of claim 27 or 28 wherein said one or

nore pol yols includes glycerin is present in an anount
woho@pssaxi mately 0.5 wei ght percent or great ePCT282004/038813

The nethod of claim 27 or 28 wherein said one or nore

Hydr oxyal kyl am nes are present in a total

concentration of about 0.5 to 2.0 wei ght percent. 3

The net R8d of he mgithadaf daim2Y euié wherekegaid on@oomom)pelymenc

hydr oxyal kyl am nes are present in a total

concent r at i osurtEctaiti®include Rimrogistor Jetroriat . 32. The

nmet hod of claim 27 or 28 wherein said one or nore

pol ynmeric surfactants include Pluronic or Tetronic.

33. The nethod of claim 27 or 28 wherein said one or

nmor e poBgner Tie metticacdfadin 27w 280ehdtelnrsaid oné-3Bmarsipolymeric

Tetronic 908. 34. The nethod of claim27 or 28 wherein

sai d one or smfztahtsinefueetrnoni2deIstshd TationiteoddIVB or
Al exi di ne. 35. The nethod of claim27 or 28 wherein
said one or nore disinfecting agents are present in a
total concentration of about 3 ppmto 6 ppm 36. The

met hod @4, cl Bhdhéthddf of &Raimt e &t 28 \BiRdreinQdRi 8fie BPH@re
di sinfecting agents are present in a concentration of

about 0.5 ppdsinfecting agents include PHMB or Alexidine.

35. The method of claim 27 or 28 wherein said one or more
disinfecting agents are present in a total concentration of about 3

ppm to 6 ppm.

36. The method of claim 27 or 28 wherein said one or more
disinfecting agents are present in a concentration of about 0.5 ppm

PHMB and about 3.0 ppm Alexidine.

37.  The method of claim 27 or 28 wherein said one or more
disinfecting agents are present in a concentration of about 0.7 ppm

PHMB and about 4.0 ppm Alexidine.

38.  The method of claim 27 or 28 wherein said one or more
disinfecting agents is PHMB in a concentration of about 0.5 ppm to
about 1.1 ppm.
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PHVB and about 3.0 ppm Al exidine. 37. The nethod of
claim 27 or 28 wherein said one or nore disinfecting
wageistis44are present in a concentration of abouPCOUR2@pPO3SS13

PHVB and about 4.0 ppm Al exi dine. 38. The nethod of

claim 27 or 28 wherein said one or nore disinfecting
agents is PHVMB in a concentration of about 0.5 ppmto
about 1.1 ppm 39. The nmethod of claim27 or 28 wherein
said one or nore disinfecting agents is Alexidine in a

concent gat i oThededtRAUSF ofbid A7INZ80vtRdietsafd GnddBMnofd).
The nmethod of claim27 or 28 wherein said conposition

has a p Wit hiiginfecling 88 & iRRLtING. iR al@n8efratibn. of About 4.0 ppm
met hod of using the conposition of claim1l1 in a no-rub

and norinse {KeHdes.0GHMRr i sing: adding a solution of
said conposition to a case containing a contact |ens
prior to shaking or revolving said case containing

said solution and said contact |lens. 42. A nethod of

using thg sofuy h@ﬂqd?jfcgg-,'leﬁ‘rh@Yzor V8’ siy é‘&ﬂp&.‘?ﬁéd hea pH

regi men conprising: qutlon to a case

containing a,6aR%AGhgd 6M5d Y to 8.0.

41. A method of using the composition of claim 1 in a no-rub and no-
rinse regimen comprising:
adding a solution of said composition to a case containing a
contact lens prior to shaking or revolving said case

containing said solution and said contact lens.

42. A method of using the solution of claim 2 in a no-rub and no-rinse
regimen comprising:
adding said solution to a case containing a contact lens prior
to shaking or revolving said case containing said solution

and said contact lens.

43. A method of using the composition of claim 1 comprising:
shaking or revolving a contact lens in said composition prior
to soaking said contact lens in said composition for a period
of time sufficient to disinfect said contact lens.
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to shaking or revolving said case containing said

sol ution and said contact |lens. 43. A nethod of using
woOheosmsaposi tion of claim 1 conprising: shaki ngCDMUS2004/038813

revolving a contact lens in said conposition prior to

soaking said contact lens in said conposition for a

period of tinme sufficient to disinfect said contact

| ens. 44. A nethod of using the solution of claim?2

conpri sing: shaking or revolving a contact lens in

sai d solut i o et df asingalké BEuser of daint 2edmpegiag: n

said solution for a period of tine sufficient to

di si nfect said cogiakfilg dredsolvid§ a chRtachRhB sl seluBibibfor to
, 42, 43 or 44 wherein said one or nore polyols

i ncl udes gl yceri nsgyk@eddid Edhtadt ISHEH BhidPdolution fora}lgeriod of time
approximately 0.5 wei ght percent or greater. 46. The

method of cl ai m 4g fmdent 14 Aistedbalh@i@idt IRl d one or
nore hydroxyal kyl am nes are present in a total

concentration of about 0.5 to 2.0 wei ght percent. 47.
The nethod of claim4 , 42, 43 or 44 wherein said one

or mor e 4By dr gy ?Héfé(éc?{ﬁ éﬂ%ﬁn V\ﬁ gfﬁltoﬁgﬁﬁh‘i Nh@réj@%&i@ge or more

concentrati on of abou ercent.

met hod of ¢l Mritiuded Blycit Bresdft WA Shourt BF Hp&intely 0.5

nor e
| weight percent or greater.

46. The method of claim 41, 42, 43 or 44 wherein said one or more
hydroxyalkylamines are present in a total concentration of about 0.5 to

2.0 weight percent.
47. The method of claim 41, 42, 43 or 44 wherein said one or more
hydroxyalkylamines are present in a total concentration of about 1.0

weight percent.

48. The method of claim 41, 42, 43 or 44 wherein said one or more

polymeric surfactants include Pluronic or Tetronic.

49. The method of claim 41, 42, 43 or 44 wherein said one or more

polymeric surfactants include Pluronic F38 and Tetronic 908.
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pol ymeric surfactants include Pluronic or Tetronic.

49. The nethod of claim4 , 42, 43 or 44 wherein said
woneosms44ror e pol yneri ¢ surfactants include Pl urPomius2063838813

and Tetronic 908.50. The nethod of claim4 42, 43 or

44 wherein said one or nore disinfecting agents

i nclude PHVB or Alexidine. 5 . The nethod of claim4 ,

42, 43 8P. 44Thmediod of glaimaie4dr43mor4d diteirein seidi arg or more

agents are present in a total concentration of about 3

ppmto 6 piisinfebing agentsrimchodd RHMBIlariAtexddine.42, 43 or 44

wherein said one or nore disinfecting agents are

present in a concentration of about 0.5 ppm PHVB and

about 3.0 ppm Al exidine. 53. The nmethod of claim4 ,

42, 43 en. 44Thdeletiod cfalatimane4r431er 424 @héieitf €4id ioRd or more
agents are present in a concentration of about 0.7 ppm

PHVB and afisibfectindagiie Alespredénien addtal ddiReARAtCofbout 3 ppm

claim4 , 42, 43 or 44 wherein said one or nore

di sinfectitg® @ggnts is PHVB in a concentration of
about 0.5 ppmto about 1.1 ppm 55. The nethod of
claimd4 , 42, 43 or 44 wherein said one or nore

di sinfecting agents is Alexidine in a concentration of

bout 4 i T forfd G
3 a2, O o R i R R e VIR Galord G fere

disinfecting agents are present in a concentration of about 0.5 ppm

PHMB and about 3.0 ppm Alexidine.

53. The method of claim 41, 42, 43 or 44 wherein said one or more
disinfecting agents are present in a concentration of about 0.7 ppm

PHMB and about 4.0 ppm Alexidine.

54.  The method of claim 41, 42, 43 or 44 wherein said one or more
disinfecting agents is PHMB in a concentration of about 0.5 ppm to

about 1.1 ppm.
55. The method of claim 41, 42, 43 or 44 wherein said one or more

disinfecting agents is Alexidine in a concentration of about 4.0 ppm to

about 6.0 ppm.

49



a pwthin a range of about 6.0 to 8.0.

WO 2005/054417 PCT/US2004/038813

56. The method of claim 41, 42, 43 or 44 wherein said composition has

a pH within a range of about 6.0 to 8.0.
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