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STABI LI ZED PEROXI DE COMPCSI TI ONS FI ELD OF THE
I NVENTI ON Thi s continuation-in-part application clains

woOhersweregit of United States Patent Applicati 8aTMB2005/000450

10/ 792,370, filed on March 3, 2004, the entirety of
whi ch is hereby incorporated by reference as if fully
set forth herein. This invention relates to a
stabilized, oral conposition, and nore particularly,
to such conpoSTABK.IZEH PEROXIDE COMPOSITIONdS.
BACKGROUND OF THE | NVENTI ON Hydr ogen peroxide is a
wel | known anti sept FIEMDIGR THESINVENTIONENSI Vel y

enpl oyekls koniffidBOAn-pak %ﬁlﬁ:@tlérpélaltrﬁbethé heHABRUnREd States Patent
i nfecti ous processes in human and veterinary

tzﬁp}blmtlom PNex: 4 p4792;Br76, ﬁlgémn Mairchi3e 2084,dhe enfitety oﬂ?whlcha‘s hereby

ormafter tabe it can be derived

8%"? gg by rg, ‘?r%flc&?isrﬂ) %ﬁ‘ﬂ?ﬁ%ﬁﬂghe@& m salts or
addl t i Viis ¢OERAN eslatel 11a BYBIliOEE Bral RoMposiion,! A6l tHeR Sarticularly,
armnsg@t hese are sodi um perborat e, sodium carbonate

persy @@npwmnﬁﬂnmwm@m@géﬁmr@ouud@a per oxi de,

pot assi um persul fate, and others. Wen added to water,

t hese conpounds gWEkKeING ,Pﬁ% I?ﬁ%‘ XI de and

t he correspondi rl%ycarryl ng sa?t ou ﬁ extensively

enpl oydgdrbgen peraideny awellplardve aﬁtlsiep&c b\dﬁ(;h hay Heagextensively

per xi de. has proved. eci al | Iefor treat]
ettt bionpr e Fetuant ehepoupaCr oy Bpth human

%ﬂ%@éﬂﬁ]ﬁﬁﬁto@fca%}éﬁ@? Thesa?géﬁt dﬁﬁtb% Ql@éd & qu%ﬂ 5@ L& suitable

requirements” (by a mechani sm wh i s not ear |
LthFéIIOQI @otiyan lpﬁadQI‘lVytd i@natmsélqhmmumﬂs whish kfomashlts or additive
OSI ive and

i bacter.i. effects agajn

RGAC R b e BrERten T fleATRiaR, hers aft Sadufitperborate,
%dmmycalflﬁ)’ﬂaﬁi ipefox@de, YRARINS Wybﬁ@@h&teaﬂﬁeﬁﬁfe}dﬂde potassium
because of its cleaning and henostatic effe

g 6 oletie TBeRxaaas 0 yier csmereTR UG hydwlyze into
flgrdr&%ﬁtp%fdx%e Adny 551?ésp61§]({1§§ Edno}’qf?g gpd for tissue

Although extensively employed for treating all parts of the body, hydrogen

peroxide has proved especially valuable for treating the mucous membranes of the
oral cavity. Partly as a consequence of oxygen tissue metabolic and reparative
requitements (by a mechanism which is not clearly understood), partly as a
consequence of its broad antibacterial effects against gram positive and gram negative
cocci, bacillus and spirochetal forms as well as many varieties of yeasts and fungi,
and partly because of its cleaning and hemostatic effects, hydrogen peroxide is
extensively recommended and used for bacterial and viral infections and for tissue
inflammations of non-microorganic origin.

The principal limitations of commonly used peroxide aqueous solutions,
however, are their poor shelf stability caused by the decomposition of hydrogen
peroxide into gaseous oxygen and water at room temperature, and the transitory

contact of the active oxygenating agent with the affected tissue. In addition, when
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stability caused by the deconposition of hydrogen
peroxi de into gaseous oxygen and water at room
tenperature, and the transitory contact of the active

OXUEE BhbOGHSReRE Mﬂ%dtd}%daﬁ{v%%ﬁgmp%fssnggh g?afg gen peroxide, it is

addi ti on, whensuch conpositions ar

ceapundty piephrehthdrasiduct anmsitida, baforei incarponating tibinto the desired
prepare. .the adduct conposition before incorporating it

i FPBPPHEBesi r ed conmposition. Attenpting to address

this |igddmptintnto hitRedsheNtiRitaHA,, thd enRhOBEBE the present invention
i nvention have di scovered that oral conpositions

i Aeye giseanaredthet ora gempesiionineerpersting klegsiroj water soluble gums

A o P BB 8 RS OB i

pr esentAddovdinglyomn aspetoop tirvprasent Hpvedried i9t@rovide improved oral
conposi tions. Another aspect of the present 1nvention
i SOPWOFEEYS-de oral conpositions providing i nproved

per oxi de, habbldety of Shi! hreAe d%&%%Paﬁ PEC brdde 31 compositions
present invention is to provide oral conpositions
c pugvidmignoppadveld e@sdxidenstabifityer - sol ubl e guns and a

i de..conpound havi ng,.i nproved peroxide stapility. .
R e VIR N AR A ——
t Qoﬁibﬁ‘éin?e al TRsPRR Valdr-sbBBI Jihist &R RO g&%ﬁms tdthPéid having

especial 'y filnms. These and other objects and features
ofimpraved peroxidesiability. be made apparent fromthe

fol |l ow description thereof. SUWARY.OF. THE .. .

| NVENTIGH sy Bt ot G RE8 B P Fe RO f 19,pgpvide improved oral
C a¢aile $ihiteMiRg compdeitibls, @ERlciatigm@si ti ons conpri sing at

| east two water soluble guns and a E)ler,oxi de conpound

wher ei nthepe and other objects and features of the invention will be made apparent

from the following description thereof.
SUMMARY OF THE INVENTION

The present invention relates to oral compositions or solid oral compositions
comprising at least two water soluble gums and a peroxide compound wherein the
composition, when dried, contains less than about 10% of an hydroalcoholic
component. The active, oxygen- generating peroxide component in the composition

is stabilized in the oral composition.

DETAILED DESCRIPTION OF THE PRESENT INVENTION

The oral compositions of the present invention can comprise, consist of, or
consist essentially of the essential elements and limitations of the invention described
herein, as well any of the additional or optional ingredients, components, or

limitations described herein.
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conmposition, when dried, contains |ess than about 10%
of an hydroal coholic conponent. The active, oxygen-

waQgemsriaei7ag per oxi de conponent in the conposit POWIBE05/000450

stabilized in the oral conposition. DETAI LED

DESCRI PTI ON OF THE PRESENT | NVENTI ON The or al

conpositions of the present invention can conprise, .

consi gl Rfcenfiges, OpuisSindefsion b bhsed Afpoh e @stab Mleight of the oral
elements and limtatjons of the invention descrjbed
hesmepasitionsof/ile Ipregept imventina pripyite idaying, wyess gthepwise specified. All

i I il i sCrihed.:
A5 SER S SETROAN'S 1l LA QUSASERGH [0 vl and
ufhereféreedd pétahclvde ghtiesforbyeroduats thanmapbé inoluded it dwmmercially
present invention prior o drying, unless otherw se

§?§’@@?‘PIFé‘éﬁte%1Fa ulesh Oﬁb@%ﬁ?@e&éﬁqdhey pertain to |isted

i ngr edipg0g “s%f@@ﬁ@@ff@ﬁiv%hﬁncﬂﬁﬁ" Y€ udddViftheid Mbans an amount of a
therefore, do not include carriers or by-products that
naomeinid o lcoohgdsiitinn sochnasr actiopichlyoresyatienedaitize seffierehtitossignificantly
unl.ess ot herw se specified. The term"safe and . . .

SPHIBGH 7, BOSHKG RonehS 195 cEFamBle: 1 P AREBUsPIng oiimigrobigl and/or
CAPRLRI b et O TRAKI A GRdPEhdbnAT Rel RRLAR! dif¢losSh&8In, but low
active sufficient to significantly induce a 1posl tive _
beneugh tto aveid serawpside efeatnaieh tovpiavide mrpasenablerienelilioaisk ratio,

and{ or, anal gesi ¢ _benefit . incl udi i.ndependently the

SRER e SrE T sGud kb iR M BoR Lo vl o

ser i oUshétei® ‘@ihes¥e, asius€d herkif, e 6 rdatéLA 90 BaRbesition that is
benefit to risk ratio, wthin the scope of sound

j gt stiekingéo theisit efitopiaal applicationeonadiministiafinasangdncludes, but
"8 RGO RPN R oG FRARN ks wpon
aqpllicatidn efMpressude)rmidisténabliei adhesived (adielasde she frodencs ofivater) and

ek T LR M BRSO RAS

adhesi ygs {RANSIGRighn shbiarRELSARC Qs HARLET he@d dARCNMfectious
or sticky type adhesives (adheres upon i nmmedi ate

correegamismy and therlikece) . The term "forei gn substances”
as us egpﬁgrrla iyl;] HE Gy cgrlrlécgsitiéngfo%%el f)jrlégent invention are clear. The term

"clear" as defined herein ranges from transparent to translucent as observed with the
naked eye.
The film compositions of the present invention, including the essential and

optional components thereof, are described in detail hereinafter.

Essential Ingredients

Water soluble Gums

The compositions of the present invention preferably contain a water-soluble,
synthetic or natural gum. Gums suitable for use herein include, but are not limited to
algin, alginic acid, alginate salts, camitine, carrageenan, karaya gum, dextrin (starch
gum), guar gum, gellan gum, irish moss, veegum (regular), tara gum, okra gum, gum
arabic, acacia gum, amylopectin, pectina or pecitin, ghatti gum, natto gum, tragacanth

gum, xanthan gum, sclerotium gum, kelp, locust bean gum, psyllium seed, tamarind
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m croorgani sns and the |like. Optionally, the film
conpositions of the present invention are clear. The

woenisovzd7ear " as defi ned herein ranges from tr 2aspBr0es000450

to translucent as observed with the naked eye. The
filmconpositions of the present invention, including

the essential and optional conponents thereof, are

daat) deqtlai gumlethitdsahie esteafhemof (Bschens ihgtdroxypropsii ehitssan and
Wat er sol ubl e GQuns The conpositions of the present
|hﬁﬂéﬁ¥¥%ﬁpﬁﬂr@ﬁ@r sabts pherentt (speh as ana@@?lu@&lg}eﬂté amylopectin, calcium

B colsm AR e ey (YD Stph Al 98 SR EEL thereot

ahdditiahal @b o, salmbﬂdeﬁvaeiyemeﬂeagemnmwfbuk@nﬁvs pgtgm 6,551,604 to
rin uar el l an | m iris
ﬁﬁ%@ @ééﬁb}ﬁ# % %}Pamo arated b, YURRCTEHRE 1 G GRUTRRYm

ar abi cyy 368%h fnWUBimaTY! AReGhP 'SORISfet LR Qh ﬂﬁ@fﬁﬂ&é Xanthan gum
ghatti gum natto gum tragacanth gunT xanthan gum

sEhppléd b GEmKekas), pﬁhlb@gmlsIL)bémusgdman F@}’m | (seppliséebol; Degussa

ERRE S st iasBy PO rleaf R RO, BYOERR Biopotymer,
ORi@ldelphad, lpsx)tdagqlgﬁlfres(tgé&bf as ammoni um aI gi nat e,

anmyl opectin, cal ciumal ginate, cal ci um carrageenan,
guar hyVhesxipgemeyated inipriheioyal compositionsioédhe peaserfinvention, the

B T

h@ftmnally,nﬁompmoat od %yo eehieres Q)@tlbllihéilyt SroaNhboue0y1.% ké about 1%,
certain, enhodi rents, the water sol uble gum can

i Fde LR nﬁﬁ»t g gahent Q% iR rhopt GPoxdlcFeighhi ehgbe wet film
I&)md gist bean gum (supplied by Degussa Texturant

System AtI anta, GA), carrageenan (supplied by FMC

B arpridy @empd@inils adel phi a, PA) or mixtures thereof.

V\henln or, orated nto_the oral sitions of the
pr osenA IS PERPPBIED iR FOmIPOSEPREY t%@ PRSSPRE IBY"églé?Htls aperoxide

corPRRa! I Shitdble YbrokidMRMndS iRAiIAd DubBOHbt k%ed to, hydrogen

peroxide, calcium peroxide, urea peroxide, carbamide peroxide, and mixtures thereof.

In certain embodiments, the peroxide is hydrogen peroxide.

The effectiveness of peroxide materials can, optionally, be enhanced by means
of a catalyst, i.e. a two-component peroxide- catalyst system. Useful peroxide
catalysts or catalytic agents can be found in US 6, 440,396 to McLaughlin, Gerald,
herein incorporated by reference in its entirety.

When incorporated into the oral compositions of the present invention, the
peroxide is present at a concentration of from about 0.1% to about 20%, optionally
from about 0.5% to about 15% optionally, from about 1% to about 12%, and,
optionally, from about 5% to about 10%, by weight, of the wet film composition.

In certain embodiments, the ratio of the water-soluble gum to the peroxide
component is at least about 1:25, optionally, from about 1:25 to about 1:5, optionally,

from about 1:20 to about 1:7 and, optionally, from about 1:16 to about 1:10.

Hydroalcoholic component.
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optionally, fromabout 0.1%to about 5% optionally,
fromabout 0.1%to about 1% and, optionally, from

wahoostootr78% t 0 about 2% by wei ght, of the wet PETIB2005/000450

conposi tion. Peroxide Conmpounds Al so incorporated into
the conpositions of the presend invention is a
peroxi de conpound. Suitabl e peroxide conpounds

i ncl UdEhe yatidi Srah Oforhpo¥itiodd 6O ,thé VEERAUE NnP&IiON] dhen dried, are
cal ci um_per oxi de, urea peroxi de, carbam de perOX|de

swbstantialll dzeq rfr bydroaloghelis teompoasnis i rfit 4se dy fpgrein the term
| h f
gg&gﬁa % ﬁg e%géﬁ@ﬁ%gﬁﬁ 4 1{2,‘1? orﬁli‘ﬁu?e{) tr‘?éié t*a’l gfg gg%%§émbod1ments

roefathe poéseat tweatiors tthe corﬁpoﬂtmnsmfcthamm’semﬁ 1npelrtimni abatain less than

bR not JRT onbiRatie |RS e 6'h (@361 Gl4D, Bdeorignally, less than

W%%Hﬂiﬂduﬂs%%fﬁh dx%&fc@h&ld dehat ed by reference
inits entiréty. en Incorporated into the ora

conp03|t|ons of the present invention, the peroxide is
onal Ioregiemfscentrati on of from about 0.1% to about
20% optl onal | y from about 0.5%to about 15%

optio 2% .

opt 1 onarges HETRERAL: osbibblly TR e B8 sl be igporporated
tihe ﬂ\letorill dol’ﬁpb@m@ﬁ§ of thefpredefit iRehtdd) ExdIgsled®Nthe cofidiBons these
ratio of the water-soluble gumto the peroxide

ASHYBhERY address inclade, babaip nof: lzsfe%rﬁ PBMAT mpre pf, gippearance and
S ok R, S RS 9 S, i o,

Tadax rémmab,abmtyo ptaventiorp ané rﬂ-eaﬁhmts dhflameat ahd/or bleeding gums,
jti f .the present_invention, when dried, are

t
A RIPES, 1FSions. BiCeRy PRAPYLRISETSC Coldy AoBtefRodh ahggesses, tooth
ldﬁﬁ%rt?.{n? pRint RSoth %Eﬁ@ltﬁlﬁﬁ{eog'llts 354 élﬁturé'f%ﬁag%ogak%[h Qrfengthemng

al coh m xt ures t hereof Inc rtain e I ments
fandrhe glimémationiofweguth orlodoe resoltingsfrarh dins canditione above and other

pr. nventi o ont ess .10% ( out

05" 5 el Bl o, ARfisiall! 3 Mot the present
antvérmival dry uséf&Bﬁ)rttfbaﬁ!ng and/or preventing wounds, lesions, ulcers, cold sores
and the like of the lips and skin generally.

Suitable topical actives for use in and around the oral cavity include any
substance that is generally considered as safe for use in the oral cavity and that
provides a change to the overall health of the oral cavity. The level of topical oral
care active in the present invention may generally be from about 0.01% to about 40%
or, optionally, from about 0.1% to 20% by weight of the wet film.

The topical oral care actives of the present invention may include many of the
actives previously disclosed in the art. The following is a non all- inclusive list of
oral care actives that may be used in the present invention.

Essential oils may be included in or associated with the films the present
invention. Essential oils suitable for use herein are described in detail in US patents
6,596,298 to Leung et al., previously incorporated by reference in its entirety.

Additional teeth whitening actives may be included in the oral compositions of

the present invention. The additional actives suitable for whitening are selected from
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3% (or about 3% of an hydroal coholic conponent.
Optional Ingredients Various other actives, especially

wonels/oz78 actives, can al so be incorporated i RCD/IB1V85/000450

oral conpositions of the present invention. Exanples
of the conditions these actives may address incl ude,
but are not limted to one or nore of, appearance and

$hé gdupr @nsiBtiRRIeSmebRl chRkifes, Poibkds) gercaﬂbanzli’tes peroxyacids, and
bl each| ng, stai n renoval , Ia ue renoval, tartar

meirgwes theesef «uitsbla matal 6 oty inelode salstum chlorifgrbarium chlorite,
Qi REALAY Uit “&ﬁ&%@' s\%ﬁ{ﬁﬁ{j nbE! GRE: qo‘fésgﬁlh? chlorite.

apmthous U cers, SOT es,’ too SCGSSGS

&Dﬁdo@hlogwmmﬁ b]'ﬂlonhé) dtdm@eemay hlswlieyin(:c&pgratddanto the compositions of
tenperature chag%gs) teeth stren t henj ng and the
dhe Prepet pisTarad slsute sesodium Ayoriicom t he

condi t Aﬁ’c{‘ MOX&R% ds@hD %]'éfe?@ liﬁﬁﬁd?u ﬂbsﬁﬁ 8. C rﬂ%s@flates include

proliferation itrona the sent

|pychﬂnbsldmtesr e pelgphdsphates,t rpallyphgsphnnidteﬂ pmdv ennxtng:s thereof.
si ons, ulcer 8 ﬁold sores.and the
I

|
RS opelRy LR o St UG PR Vo 4enit; pipes products.

de 3B8fs A Qd tthahe 8dth C¥iveYbMCh GPlate salts. Th
subs@%ﬁ%@ thatS [ Eﬁwgnera consi dered as }i;fgﬁn P aeusges ©

inyramhesphatd selaw jusgtubril thé: alfqunbvompssfaomslwmlyeiet thetdialkali metal

ot bl e il Rt Mo Hpost e liSenl apichgy thercof

guisedil )dﬂb}&ixfoga{n aophosphitYo(Na, FPoOt), 4&:%@1@(5dlum pyrophosphate
optionally, fromabout 0.1%to 20% by wei ght of the
@@41?297}@11%@&@&%?8@&@ BygphesphateyKuP s ingtheir h@hmre@éms well as

i Y
J5UBR G PSt BARLICE DA B LG R ko s
ipyndp]nssplmtds; sbdiafm mpalyphaspﬁlaw; tllthSpHdnlates Jeayh Ee ethagell-hydroxy-
f. t inpventio Essent S may be
'13 @Pﬂ@é&{q%zteegr aﬂg@evﬂpﬂiptwerh tfi@lqspil%t% he 3flesdiear  alkyl
E I In are
(EMRRbhGhtes: ARERcafboxOfi Jeidtd AUt B UEE SRS 1 o
et al .Agqtsethiabuslybeiusedimpplret effotin coafbération avitinthi pyrophosphate

esgltt Iil‘IiC?IFKyC' materials such as synthetic anionic polymers including polyacrylates and

D:

copolymers of maleic anhydride or acid and methyl vinyl ether (e.g. Gantrez, as
described, for example, in U.S. Patent 4,627, 977, to Gaffar et al. herein incorporated
by reference in its entirety, as well as e.g. polyamino propane sulfonic acid (AMPS),
zinc citrate trihydrate, polyphosphates (e.g. tripolyphosphate; hexametaphosphate),
diphosphonates (e.g. EHDP, AMP), polypeptides (such as polyaspartic and
polyglutamic acids), and mixtures thereof.

One of more fluoride ion sources incorporated into the film compositions as
anticaries agents. Fluoride ions are included in many oral care compositions for this
purpose, and similarly may be incorporated in the invention in the same way.
Detailed examples of such fluoride jon sources can be found in US patent 6,121,315
to Nair et al., herein incorporated by reference in its entirety.

Antimicrobial agents can also be present in the film compositions of the

present invention as oral agents or topical skin and/or systemic actives. Such agents
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Addi tional teeth whitening actives may be included in
the oral conpositions of the present invention. The

wadadistooza1al actives suitable for whiteni ng ar e P6EEIBWIE0450

fromthe group consisting of netal chlorites,
perforates, percarbonates, perpxyacids, and m xtures
thereof. Suitable netal chlorites include calcium
qﬂéyo lihdl8de, PRkt WP Gl Ofidniied 1B.B1EMbEITR §hUQTiEHIEs0ophértokiy)Mphenol,
I"orite, sodiumchl-orite and pot assi um chl orite.

}m@onlb refersech il a%ﬁl%@%n@@@@%@@%&%iﬁse@ hggetidine, sanguinarine,
neonpo e t Si pL
be\%%?ll{é%% %ﬂf)’?ig e?sl‘r;lzc g’r |di)1n s so [ u%ech ﬁﬂ'%ldmm chloride
AP} agttalecyd d pRtidinieaf uhloﬁeé e{TPd)n cNueteadepyiobpletiye spyridinium
Phosphat es _i ncl ude pyrophosphates, pol yphosphates,

salapsico s@mﬁ)es ogieaidinst dekaoninely eBFtaPW]r’ oAb s o e Piperidino

A9 | r

Yo AR o0 Bk RAL v ihOkalfifhe nCHRDE, ofdhalogy derivatives

chad iselés éﬁtheralmnreomhmmpmm agaits and fhivetuyey tloppénds phat e

salts useful. in the t conpositions .include the .

i al kROt 285y Gpho SBRabe APt has| EARMDIFS, of suitable

RYEQRARSPIMRAE SAtihde, M HHeX ok CRmiRET &0 beﬁo%@ﬁil'eurﬁetoxycame

di hydrogew pyrophosphate (Na H2P207), tétrasodi um

Fiyphﬁphmgpm hugvadiEn® loRcainen cdlbman@rjmda@éulqnde dyclomne 11doca1ne
hate K4P207()8 d:%he| r unh drated as wel

H’§ f oP s 8Fe BY ?’é’:‘l} d PTERPPE P%ulpﬁ%paﬁ??ég‘ﬁh aP’é’?leme

l}ﬁ@;bdiﬂle ROPAFEATAE dhisHdeMpBtideBH ) Aétefain® AR} ddsBhloride and

tripol yphosg ate; di phosphonat es, such as

ankxapes therepdr oxy- 1, 1- di phosphonat e;

| - azacy t [, l=dip 0 r \Y

di phos pﬁ%ﬁglfa? apﬁ%ln eagtrlgécsarg%g% :%&!ind lgs anéﬁg%d 66&3% §2§ herein

Zheurperated dlyaefodgedrtin iﬁrs]leﬁtireﬂyayhbe ﬁsed in pl aceI og or

i n conbi natjon th the pospat i ncl ude

mat er i & u@ﬁlaﬁ”scagwt PP@F rial Jpah e B8l @A@éé stoj ther geRl ngpre film

a
g:gl glﬁ]%h rret-[fﬁésyéﬂl\%l;e?]lgg%é{ %@rge??lg %Lffﬁé&%rﬁﬁ %@%@fddg tl¥erin, sorbitol,

dedwtihes, glfor]l andathel lée. i The ol h.édtlmate Alnd 27y @ﬂﬂpmsted:he active
Aol T e D50 R S Bl B camp
aGtally st \WrSbr pﬁté}ﬁla%r% r@t moldify her Rl Gise RRUYR NAIRNGL 68 the active

(e.d. tripolyphosphate; hexametaphosphate),
substance.

The film compositions of the invention may, optionally, comprise additional
substances such as flavors, colors etc. which may for example be deposited onto the
surface of the film or impregnated into the bulk of the film.

For example a gel containing additional substances or actives may be
deposited directly as a layer on a surface of a film layer. Alternatively additional
substances or actives may be absorbed into the above-described film layer, or
impregnated into the bulk of the film material, or deposited between layers of a
multiple layered film.

A pH adjusting agent may also be added to optimise the storage stability of the
gel and to make the substance safe for the oral tissues. These pH adjusting agents, or

buffers, can be any material which is suitable to adjust the pH of the oral care
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di phosphonates (e.g. EHDP, AMP), polypeptides (such as
pol yaspartic and pol yglutam c acids), and m xtures

woOhers@et278 One of nore fluoride ion sources i NCBCPABADEEH0450

into the filmconpositions as anticaries agents.
Fl uoride ions are included ingrany oral care
conmpositions for this purpose, and simlarly may be

| SABRARR! du@dble E‘ndt&?alé REBd Qdind bidafoonaf¥eso¥m phosphate, sodium
Det ai | ed exanpl es of such fluoride ion sources can be

fhydrkides wsmpaiventhydroxide,3sadivm Kanpatet tigthandlamisien citric acid,

rated, by..reference in it.s enti
AVERIGRRIRL RS, o e o SoprBeils hib¥t The pH ptging agents
RERdEdtih Qofficidnt 4M6urs §6 @Bto hdjvstithé PH cﬁ&h@ﬁtﬂist@@@ Bt Somposition
or topical skin and/or %st em c actives.

Suc
deerfugably veivel egetbobid-Ssfoeabest 11, preteeadly fom about 5.5 to about 8.5,

S0 sl G RSP TSPl SO e sty

hesseht o aicamean gfi fvoar abmt (hersab kkbouturdt bhd pireferably from about I
sal i n dom ro I pyridi um

4’% (8 C(%g% b P 615? %}F#raﬁwi’ Chl ori de (TPC);
N-t et rnadeeyd o‘f" Qﬁt’lh PY Ll @hb’éﬁr&@g %b&fb&@@&@e or additional

oct eni di ne; n?ol no oct api nol, and oth
pictees whancthe eunfa.eas of 6 ma@ua}s aue kp@wa,t foo nsample printing, e.g. silo

S0 SR PP P, e, BV G 288 nocae
tspelya, - dé;)ﬁ(‘ﬁlﬁgtehﬁt MetRaRN bf MRrétns@nd SubshaReP @itdt @6 bulk of film
her ei n. | es of suitable anesthetic agents

iTAdEGle areo@lﬁo kpewin dor ¢xa111p1@oadnm2<1nlgeth9 @@hﬁtme into the strip material

C | ng cain al ne
R —
neidtly anasdthe pitBRAtHE X Qﬁ@fﬁg@lhﬂéd i@td)mhm@ﬁi}j NeAlternatively, one
proparacaln proplpocalne Propofol propoxycai ne

ramelantighe fim paieid e dereloamemaiseial. mertiguitbican epengesl] foam
S £ A RO e SRR B

rth¢ substanee into t}teselémd)ﬁthetfyamAn additional carrier
mat er Iﬂqe 46y che tl?e mverﬁgodr? (rjnatyqbet nqgrk%a %&l/lthcc{;llgeem;c llnlorné visible symbol,

e.g. text matter, a trade mark, a company logo, an area of color, or an alignment

feature such as a visible line or notch etc. to assist the user in applying the device to
the teeth in a proper alignment. Such an alignment feature may for example comprise
a symbol to show the user which way up the device should be whilst applying the
device to the teeth, or which of a pair of the devices is intended for the upper teeth
and which for the lower teeth. This way the device may be made more visually
attractive and/or easier to use. Such symbol(s) may be applied by conventional
printing or embossing processes, e.g. silk screen printing, inkjet printing etc. to the
surface of the plastically deformable material opposite to the surface on which is
attached the layer of an absorbent material.

If such a visible symbol is applied to this surface, a cover layer can,
optionally, be applied over the symbol, for example to protect it. This cover layer

may be transparent or translucent to allow visible symbols to be seen through this
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conposition. These materials are generally hunmectants
and include glycerin, sorbitol, polyethylene glycol

wanastaz278i ke. The oral healthcare film may CcORPTIB®O5/000450

the active substance itself, together with one or nore

active substance enhancers, fer exanple catal ysts

and/ or potentiators to nodify the rel ease and/ or

alﬁilérw $06hof coNR 1afdri 48, M&izﬂl@c @e appBed itd fe film by pressing, e.g.
onposi tions of the i nvent i on tiopal

d@ngu the maderial pﬁﬂ?&lcowﬂgygmn@gn@gt\ﬁl gﬂlefﬁla‘«or s, colors

etc. i C I t . .
oL el et B 1P S AEBE AR i convention
tfilen friakitg téhinolesREBLEN & ﬂfa|t dixelvised it UG patiehits 6306)298 to Leung et
subst ances or actives be dep03|ted directly a s a .
|alyand &A% tor Xe &t ak., b&t iafriviiey ere hespindpepippiptad by reference in
ﬁgﬁlr% substances or actives may be absorbed into
-described filmlayer, or inpregnated into
t he buA&dménalllyethél film teytes iofilthe presdeiposich@oh loeh iemanufactured

it ot el Cedhsion eaiontos Sogpe rkadseRe LS patti 6,375,963 BI
?@E’ké b0l higiBRbodd by RiEehiEn IS LNIER, Saf e

he oral tissues. These pH adjusting agent’s, or
buffers can be any material which is suitable to
aresubst.ance. Sui t abl e

ﬁ SER (2RI VR SHESS < i um

phos phﬁie%re&ﬁﬂin%ﬁtﬁﬁdaﬁ’ﬁeﬂ@sed Q&H&é‘téﬂéﬁti&»ﬁdff%t&ﬁdes and additional
sodj um stannate, triethanolamne, citric acid,

HyBicalc BT Gystemisc Refives gdiTemnized rfax dopigaldactiyiii prtaidequate systemic

;u%&fﬁm ?Hg fRE ?fypgss ﬁb&g??&%g&g‘se ﬁ%ﬂgﬁdag% %gﬁ%cularly useful for

cirent anobunts~SoO as

swibisdnaipC ot srfiepn s iGenermallyo tie aelixtaiija lof the bal@mdb, gmth or without
about 45to about 11@€eferabl from about 5.
Asidittongl astives, inviobies tomreat ot applying isinyensive I eniabige a safe and

n
g B O R s o PR B g
finormatnos describecDBSYS paiehout, 8540 TS, 8, 1 6504514 andi 419,905,

car st.a Met hods_of de iting acti
B8 oL nRe Refsibnnci et B Telfianed Gndf entiety. The frequency of
apphcatlon and the period of use will vary widely depending upon the level of

treatment required or desired, e.g., the degree of teeth whitening and/or degree of

topical wound healing/disinfection desired.

Examples
The film compositions illustrated in following examples illustrate specific

embodiments of the film compositions of the present invention, but are not intended
to be limiting thereof. Other modifications can be undertaken by the skilled artisan
without departing from the spirit and scope of this invention.

All exemplified film compositions can be prepared by conventional
formulation and mixing techniques. Component amounts are listed as weight percents

and exclude minor materials such as diluents, filler, and so forth. The listed
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actives upon the surfaces of fi Immaterials are
known, for exanple printing, e.g. silo screen

weRdswIgs passi ng between i npregnated rol | er sSpPCU®BiIONEP00450

a punp and nozzle, spraying, dipping etc. Methods of

I mpregnating substances into {ghe bulk of film

materials are al so known, for exanple adm xing the
SoRgilanes, théréfotd)cobipris HBtIRkddAlcoMmPOndnte Andl Oy Rndrhaterials
strip, or exposure of the strip to the substance under
cesiatedwih wiehotonenertst he substance to b e

inpregnated into the strip. Alternatively, one exanple

of the filmmterial my be a foam materi al,

particularly an open-cell|l Eeaspraterial, and the

substance. may. b e inpregnated into the strip materi al

by i ntYhediolpivipginansupaplenie birayen freth whitenigg filmeof the present

f.pedRionhe devi ce%{mesi‘]%?ﬁ%{yenti on may be marked with

one or nore visible sy e.g. text matter, a trade
mark, a co HNGXIF:MENT an—areaof —cotor—or—an Alﬁo T

al i gnnent fleature such as a visible line or r}fv)vte{: e[{Tg
h [

to assi st thesuser imppl yiag—the—device—t¢ L..fﬁﬁ%‘—g‘?—
in a proper Wrﬁ Such an alignnent feature o WwW
for exanpl e LOSGNT RRAN (RINI) GLARTFEOW t he user 0i0B4sY% w/w
way up the WW% st—apphyHng theoqﬂxdo/ce/

to the teet|h i of a pair of the devi| ces %140% wiw

i nt ended forruLh&LappPer teeth and which for §he khaoveos ww

teeth. Thi g-way—the—dexiece-ray—be-ade—norerv-syally
attractive 593’/’“8?@&?%%% use. Such synbol (s)lZﬁQQﬂ/b&/W
appl i ed by [suoreniosmial printing or enmbossiNg  0.7000% wiw

processes, silk screen.-printing  inkiet printing

etc. to t he POTARSSEMPHQSREANEMONQEASICH of rabP&700% wiw
materi al oOPPORIFEDIWATER §9p/EACEe on whicth '$ a‘72§9jki)‘&|3/6jw/w
e

the layer qf _an absorbent materjal If suchla visi

synmbol i s appPPROCEN PEROXIBERF%4ce, a cover |ayep 78009 wiw

optional | y, " Fp@ ggpl I edover the symbot, forexagRk&het Wi
protect it. _This cover |ayer ay be transpatent or
t r ans! ucent POLYRORBATRE 8 Mi/EP'synbol s to be $een0.3550% w/w

H inlhn AN A lL.avier oAan hint 1+ AnAl | v
be appl i ed | EONTRIFER m by pressing. e g ol1i niooiba
mat eri al off GIKCERINGISH SPRETAL.N contact w t h|the1bobow w/w

Backing Layer
PHARMACEUTICAL GLAZE, 4-LB CUT NF™ 55.0000% w/w
SILICA" (fumed untreated) 4.0000% w/w
ALCOHOL USP/EP 40.0000% w/w
GLYCERYL STEARATE SE™ 1.0000% w/w

" Supplied under the name Keltrol T by CP Kelco, Chicago, IL

2 Sold under the name Viscogum BCR 20/80 by Degussa Texturant
Systems, Atlanta, GA

> Supplied under the name Viscarin SD339 by FMC Biopolymer,
Philadelphia, PA.

* P1-20 grade supplied by Hayashibara.

> Polyvinylpyrrolidone, USP  X-90, International Specialties
Products(ISP), Wayne, NJ.

§ ALB CG 35% hydrogen peroxide solution, Atofina, Philadelphia, Pa.
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The filmlayers of the present application are
manuf act ur ed usi ng conventional film making

woeoalsrnorogi es such as that disclosed in US pat aT8B2005/000450

6,596,298 to Leung et al. and 6,419,903 to Xu et al.,

both of which are herein incofporated by reference in

their entirety. Additionally the filmlayers of the

present i nVengiphliedanuiiRy M gadsir @dmesi BpldR@s®MBLY  McNeil
extrusi on teqpLAMNRSHSHEN e@,sBIt]ﬁg;,erﬁprl bed in US

patent 6, 3%5y963 lfgta%q) offob

| ncor por at anfi‘%hf&e telﬁg £%nd :ﬁiges sﬁ%} éde&r}ﬁe E}ér‘ug%q:ﬁlos 300 by

for Delivering
present | nvg@ﬁ grbg{'rgr@a%‘
per oxi des hellac sunplisd by Mg
i's requi requSﬂPﬁlé‘bP’é@ ng : ;
absor pti on.” Theprlied rascMapersend B@Y@Iﬂd@h efplatssatit oils (disposable
i nvention ar egrpde) byydwnza Ing., Bsigflawnf §J. whi t eni ng t oot h
surfaces. Generally, the delivery of the peroxide,

with dn Wi suitable heakier i (baakler a&), i weter, surweloses poapsiuml iphosphate

Bty B el G s DrodRg act  ves

to a tIﬁcMe Batd B&kEr @Roked B)Bxdrthah SNNBcustaseah ihgf caft
US patents 5, 894, 517, séLBF’Zss SN T aﬁg ageenan,

euilebngod, Poefed@ne H-90mteshixed ahadey mix woish ﬁl@rrame lisyhomogenous.

ere ntiret quepc
et BRE R b R A PReen SR Sy iy siring. e
depbitidngivmens tnﬁiﬁed el thefouink @ed ARdthtede dP6 figslc@hbined mixture,
desired, e.g t he dg{gree of teeth whitening and/or

dBghpdogen mfas@méws afdehelonbavithgrigingi nf ection desired.
Exanplyes I Sl r .

f ol rgv&ﬁn%,ggé%‘gﬂﬂ %%E%Tﬁl%{(r a?g %lr%eﬂcl: %cséﬁzgoé’?tﬁe%) gl(}’fcenn and
tAmmdS| 30|®1 m:@nmxmll untid dissdied el yrifs@ntT hem/ceméntmf bdalter C are then
are to be |i t her eof.

ot 5@? dtrélxaﬂ ﬁ filﬁéa%xwe {sraideen ﬁ%% hgmpgengys. The
WH RQHEn ABRAEd 1oMbohf £57ukilE 19PN sbdiuANHap6LRE. of this

i'nventi on.
In still another separate beaker (beaker D), the pharmaceutical glaze, Cabosil,

alcohol and glyceryl sterate is mixed until uniform and homogenous.

The contents of beaker D is then cast at desired thickness on a non-stick at
room temperature to form the inventive film or first layer of the bi-layer, teeth
whitening film.

The contents of beaker A is then cast at desired thickness over the above-
described first layer at room temperature to form the second layer of the bi-layer,

teeth whitening film.

Where the film of the present invention is in the form of a multi-layer or bi-
layer film, the thickness of this first or backing layer cann optionally range from about
1 micron to about 20 microns, optionally from about 3 microns to about 15 microns,
optionally from about 5 microns to about 12 microns. The thicknesses of any

additional layers can equal the range of thickness of the first or backing layer or range



Al'l exenplified filmconpositions can be prepared by
conventional fornulation and m xi ng techni ques.
waan@EFeuz218 anounts are |isted as wei ght per cenPeTABZ05/000450
exclude mnor materials such as diluents, filler, and

so forth. The listedfornul atipgns, therefore, conprise

the listed conponents and any minor nmaterials

FBSA Gbates) Mitdons us Bbsie M3oneRtshs, &yeomalle flond ebout 45 microns to
following i s an exanple of a b|-Iayer teeth

vabpwelrﬁodglemnsmwomaﬂﬁ oprabeBhT0 migyensttp hout AR umicyens.
Layer Supplied under the nane Keltrol T b y CP Kelco,
Chicago, IL 2 Sold under the H@Fﬁ\/ scogum BCR 20/80 b
y Degussa Texturant Systens, nta, GA 3 Supplied
under TheefollamingVis an@xamplSlﬁf&anlayeer’Eth Bvldfmaiygnfitm of the present
Phl | adel phia, PA. 4 PPII--2200 ggrraaddee

Bplliied b y Hayashi bara. Pol yvinyl pyrrolidone,
USP K-90, International Specialties Products(lSP),
Wayne, NJ. ALB CG 35948eshsdetyeper oxi de sol ution,
Atofina, Philadelphia, Pa.7 Supplied under the trade
name Spl enddNGREMENINGNei | Phar maceut i cal s, NAWOUNT
Brunswi ck, |[NJ._8 Tween 80, supplied by Quesi (welghtpexeant)
Est at es, 11]XAI§TMN1GIN of nono- and di - ol ejat €8.02308% w/w

suppli ed UIGE @;Mza Terican %
I ngr edi ent S %nsas ME'f A%S”Eﬁ'el | ac suppl Ooé6lb6/ whw
Mant r ose Hcé@élRmEENz%NTI eboro, Ma. 11 Suppl i ed0.2388% wiw

the trade quwggg@_oby Cabot——Fuscota,—1%
Suppl i ed ag no-_an glycerides of fats jand g?‘ll%é%vv/w

(di sposabl ¢ JIGRI)OSE Lonza Inc., Fair Lawn, NJ0.7000% w/w

POTASSIUM PHOSPHATE MONOBASIC NF 0.0700% wiw
PURIFIED WATER, USP/EP 72.4948% wiw
HYDROGEN PEROXIDE 35%° 5.7100% wiw
FLAVOR 2.5890% wiw
POLYSORBATE 80 NF/EP’ 0.3550% w/w
EMULSIFIER® 0.3550% w/w

GLYCERIN USP SPECIAL 1.0000% w/w
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In a suitabl e beaker (beaker A), water, sucral ose,
pot assi um phosphat e nonobasi ¢ are added wi th m xi ng

wanoiskosr21e m xture i s honogenous. | n a separ at eCioaBioes/ 000450

(beaker B), xanthan gum | ocust bean gum carrageenan,
pul I ul an and Povi done K-90 arng m xed as a dry m X

until the m xture is honogenous. The contents of

beaker B are mi xed into beaker A with rapid mxing or
stirring. Bikigonhyéied m xture is mxed until the guns
are hydr at j ' h\J/r‘lrrn‘n:\n0
peroxi de || PEARMACEVEHAIAFALEAERGUTNE o |sep2ar0e%e w/w

beaker (beEICAD(funldd enkEAYPT . POT ySorbate (80, 4.0000% w/w
gl ycerin and Atnmos 300 _are nixed until dissolved and

uni form THECHHeHSBESf beaker C are then [pout0®0Op’atve’w
beaker A cn@i Ei@PL WA%&TEGSCF" xture Ts—unijfor rPOE)UGi%) W/wW
T fhen adju '

honogenousd e pHIsS justed to about 5.5 using
1.0 N sodi uSnpplidd ondeléhe hamstKdliroliR by K3 KelepaChitazo, IL
beaker (béeak8upplled uhderpiths nemeutVisedgugl BER Ta80sby , Degussa
al cohol andTelti@er Systh$ratignth,SGAI xed unt! | uniform

and honmogengusplied hghdeP th&Nhsm&fvREakE SD330Sh{ FICCBRpolymer,
at desired tpyiigklieRis ©A a non-stick at room

t enper at ur4e 138(15?& Faldhee ntirgee flog) orIn{eHa‘?i'i)nlﬂaygg?cialties

of the bi.-IeH dctd ILLeq ngfi.m’The contents

beaker A > af-desired. t h er_the

abovedescry %e‘?ﬁ o e el viibe: 1%? Phfgagis re
g

the second | 3yRReds Wel pi thegylpde | gapp by  McNeil
film Were Rh%«@n?quﬁ?aéﬁ‘:Nﬁ‘é k. Nhvention is in

the form of TerepripQ.isupriiedr by Qusst, Hpéimann)Estatesn Bl

t hi ckness “ofnixthiesoffent- agrd diselkatagsupmpjied uoder name Atmos 300 by
optional | y Aswmgear ngradadmots Kdnsas ClitynMoo about 20

m crons, OpShelhalshyplfed & RhaubsSHaeser 00S AtfetaloNa 15

mi crons, OPtSuppRtd ¥ndef €8 ah@HharRe TaBsPATS by CaBBOThschf, I11.

m crons. Thegghilick "h%%@ﬁ?oofanarl}ﬁg@;g;‘éﬁﬁésoaﬁ ats ANE rolﬁ;l_sc(gﬁposable

equal the ragggﬁ?g 1o LHNESFaiPLatieN] | FSt or backin

| ayer or rangeffom about 30 mcrons to about 150

mcrafss QRbhRNBLdY: (ORGP AY! inel §lePiiSset Dotassium phosphate
monobasic are added with mixing un til the mixture is homogenous.

In a separate beaker (beaker B), xanthan gum, locust bean gum, carrageenan
and Povidone K-90 are mixed as a dry mix until the mixture is homogenous. The
contents of beaker B are mixed into beaker A with rapid mixing or stirring. The
combined mixture is mixed until the gums are hydrated. To the combined muixture,
the hydrogen peroxide is added slowly with mixing.

In a separate beaker (beaker C), the flavor, polysorbate 80, glycerin and
Atmos 300 are mixed until dissolved and uniform. The contents of beaker C are then
poured into beaker A and mixed until the mixture is uniform and homogenous. The
pH is then adjusted to about 5.5 using 1.0 N sodium hydroxide.

In still another separate beaker (beaker D), the pharmaceutical glaze, Cabosil,

alcohol and glyceryl sterate is mixed until uniform and homogenous.
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about 130 m crons, optionally fromabout 70 mcrons to
about 120 mcrons. Exanple Il The follow ng is an

wexersphz278f a bi-1ayer, teeth whitening fil m oPCThB2005/000450

present invention. Adhesive LayerBacki ng Layer

Suppl i ed under the nane Keltrgf T by CP Kel co,

Chicago, IL 2 Supplied under the nane Vi scogum BCR

20/ 80 e EXfHHES of hBaldeH TR thol Therd deﬁ«tddaqmoame@%rﬁa non-stick at

Suppl i ed under the nane Viscarin SD339 FMC

Biogmoteyamatumhtq fate e invemtive ﬁlmmryﬁmh;m@y rafothe deirlayer, teeth
K-90.. I nternati onal Specialties Products(lSP),

V@ ?%Fgﬁﬁg 5 ALB CG 35% hydr ogen peroxide sol ution

At ofi na, Phil adel phia, Pa. 6 Supplied under the trade

name S Ienda(r) by McNei | Pharmaceuti cal s,

Br unswi k& comgnts f hralss Ads tlgq;ppgqst ateéesyesi t@g}ggqss over the above-
?g Sk eat e§§s pglaf é%p]r& d‘ﬁ &hheg}n%he %sﬁg%%c%rﬂl 1a}XnEOf the bi-layer,

| teetherdiitening, filkansas City, Md. 9 Shell ac suppl ied by
Mant r ose Haeser Co., Attleboro, Ma. 10 Supplied under

the trade name Cabosil (r) ‘f;% Cqbgt[ Tuscola, HL 1 1
Suppl i ed as Mono- and Di gIs*®EM'8Es of fats and oils

(di spoplabloBodiRoR)ankatePZ 6f 4 Bi-ta§er, tebfhi Whikéidl fil of tHe present
&nStitioabl € beaker (beakzer A), water, sucral ose,

pot assi um phosphat e nonobasic are added with nixi ng

until the mxture is honpbgenous.

Adhesive Layer
INGREDIENT AMOUNT
(weight percent)
XANTHAN GUM' 0.0674% w/w
LOCUST BEAN GUM, CLARIFIED’ 0.0848% wiw
PULLULAN’ 4.1740% wiw
POVIDONE, USP K-90* 12.4000% w/w
SUCRALOSE’ 0.7000% w/w
POTASSIUM PHOSPHATE MONOBASIC NF 0.0700% wiw
PURIFIED WATER, USP/EP 72.4948% w/w
HYDROGEN PEROXIDE 35%° 5.7100% wiw
FLAVOR 2.5890% wiw
POLYSORBATE 80 NF/EP’ 0.3550% w/w
EMULSIFIER® 0.3550% wi/w
GLYCERIN USP SPECIAL 1.0000% w/w
Backing Layer
PHARMACEUTICAL GLAZE, 4-LB CUT NF° 55.0000% w/w
SILICA'®(fumed untreated) 4.0000% w/w
ALCOHOL USP/EP 40.0000% w/w
GLYCERYL STEARATE SE" 1.0000% w/w

* Supplied under the name Keltrol T by CP Kelco, Chicago, IL
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In a separate beaker (beaker B), xanthan gum | ocust
bean gum carrageenan and Povi done K-90 are m xed as a

wdnryosrvxe7snti | the m xture i s honbgenous. The POTMIBIWDF000450

of beaker B are mixed into beaker A with rapid m xing
or stirring. The conbined mx{ure is mxed until the
guns are hydrated. To the conbined m xture, the

hydrogen per @ﬁpﬁ'l‘?ed %n@&d% %lcn%\é'{ Y/l%&éhl{n BCRI20/80 By Degussa

separate beakg! avor pol ysor bat e

80, glyceripy ht X?_f unt| | dissol ved

and uni for S the _—

i nto beake O}Q'V I%p ; ﬁ’nt eI{'n9t ﬁ?l‘li[‘)a? %pemalnes

and honpge ust ed to about 5.
using 1. 8 ﬁ szgealé)erq S EPifionrdiolen. Bhifideiphia, Pa.

separate beSHR ephé‘ﬁ@&ce@@i@éﬂ®gl d»e, McNeil

Cabosi |, al cﬂmma%ﬂﬂﬂcglﬁﬂ@VMWephﬂéM s mixed until

uni f or m and honbgenous. The contents of beaker D is

then cast ATweass0,sdppliedbyrasst, o fmanmEstateskIlat r oom

t enper at urEmixtufelsThéite and\iEoleales u[pbme@ indér'imd AMESs 300 by
of the bi -|%0aﬁg%gulmgtm§ The contents of
beaker A ISeidias f g ﬁﬁfoﬁc?ﬂate r“(‘fé‘eﬁﬁléﬁ\ﬁ% N
abovedescrno lleh tﬁ E‘E arr[eoé sq a%%? "Itugcolg Sifk

t he secondn

fil I"e F] ?gfsfﬁr 1¥§e i f@ngf ls (disposable
b: -Imaygi(anpe%?‘s) ?( fHaf %‘?“ % pr esent

i nvention ive L plied under t he nane

Kel tr aTB‘?é%E ?28?1@5, &%ﬁfeeaég Wl SHSFALPSSe RAteRsun Hhosphate
1H66BbaMc 2eL5HIRH BER RBiRDui) ﬂ%ﬁﬁ&éfe s SohiyeR H&h@st ens,

Atl anta, GA. 3 PI-20 grade supplied by Hayashi Tbar a.

Pol yvhnr@/sqpyxa:t@bmrchéveakﬁFka@m arl rguey,lacisoban gum, pullulan and
Sone(fone K- b& are mixed as a dry mix until the nnixture is homogenous. The contents
of beaker B are mixed into beaker A with rapid mixing or stirring. The combined
mixture is mixed until the gums are hydrated. To the combined mixture, the hydrogen
peroxide is added slowly with mixing.

In a separate beaker (beaker C), the flavor, polysorbate 80, glycerin and
Atmos 300 are mixed until dissolved and unifornn. The contents of beaker C are then
poured into beaker A and mixed until the mixtuxe is uniform and homogenous. The
pH is then adjusted to about 5.5 using 1.0 N sodivam hydroxide.

In still another separate beaker (beaker D), the pharmaceutical glaze, Cabosil,
alcohol and glyceryl sterate is mixed until uniforrm and homogenous.

The contents of beaker D is then cast at desired thickness on a non-stick at
room temperature to form the inventive film or first layer of the bi-layer, teeth
whitening film.

The contents of beaker A is then cast at desired thickness over the above-
described first layer at room temperature to form the second layer of the bi-layer,

teeth whitening film.
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Products(I SP), Wayne, NJ. 5 ALB CG 35% hydrogen
peroxi de sol ution, Atofina, Philadel phia, Pa.

wo3uppoeesl under the trade name Splenda(r), b PCEaEBENF/000450

Phar maceutical s, New Brunswi ck, NJ. 7 Tween 80,

suppl i ed by Quest, Hoffrmann fstates, 111. 8 m xture of
nmono- and di -ol eates supplied under nanme Atnos 300 b vy
Anerican I ngredients, Kansas City, M. 9 Shellac
supplied by Mantrose Haeser Co., Attleboro, M.

10Suppl i ed under the trade nane Cabosil (r) b y Cabot,
Tuscol a, 111. p Suppli ed Exenmd bV and Di gl yceri des of

fats ' [ e A Cet FRlT

2, PRIl SRS 182t g e s
isugtishose, pot assi um phosphat e nonobasi ¢ are added

Wth mxing until the m xture is honbgenous. hi a

separat e beak&ive(lospker B), Xxanthan gum |ocust bean
gum pul | yban_and povidone K-90 are mixed as a dry mX

until the |ANGREMENTs honogenous. The cont dnt SAMOUNT
beaker B are nixed into beaker A with rapid Gieighigexsent)
stirring. |FTRETESbi ned mixture i s mixed until 149664% wiw
guns are Ny RhgiEoAgIE0> e conmbimed nixt ure; “0?1848%w/w
hydrogen peroxide 1s added slowly with mxijng. ITn a

separ at e hEFEREULANBaker C), the flavor, pollysorhlade’ w/w

At s e—nixed—until |di ssol ved

80, dl yceriirc‘) and—At 300 are /e

and uni f o FOFHENEQHPRKeD of beaker C are tlhen 2A909% /W

I nt o beake¢sukraadeExed untiT the mxture 1S Uy Fo06w/w
I;

and honoge i His then adiusted tolabout 5
using 1.0 NOQ@&SWE%S&W@MPHQﬁﬁfﬂCHﬁot her 0.0700% w/w
separ at e HPYRGFIEDOWANER, G¥p/EP N€ phar maceut] cai7294'9@g1|%,w/w

Cabosil, alcohol and glvyceryl sterate is nilxed unti

uni f or m andDHRRGENSFROXIDE 35%° 5.7100% wiw
FLAVOR 2.5890% w/w
POLYSORBATE 80 NF/EP’ 0.3550% w/w
EMULSIFIER® 0.3550% w/w
GLYCERIN USP SPECIAL 1.0000% w/w

Backing Layer

PHARMACEUTICAL GLAZE, 4-LB CUT NF 55.0000% w/w
SILICA "“(fumed untreated) 4.0000% wiw
ALCOHOL USP/EP 40.0000% w/w
GLYCERYL STEARATE SE"! 1.0000% w/w

" Supplied under the name GenuPe ctin by CP Kelco, Chicago, IL.

2 Supplied under the name Bright Gum Arabic Spray Dry FCC/NF
Powder by TIC Gums, Belcamp, MD.

3 PI-20 grade supplied by Hayashibara.

4Polyvinylpyrrolidone, USP XK-90, International Specialties
Products(ISP), Wayne, NJ.

> ALB CG 35% hydrogen peroxide solution, Atofina, Philadelphia, Pa.

SSupplied under the trade name Splenda®, by McNeil

Pharmaceuticals, New Brunswick, NJ.

" Tween 80, supplied by Quest, Ho-ffmann Estates, Il1.

8 mixture of mono- and di-oleates supplied under name Atmos 300 by
American Ingredients, Kansas City, Mo.
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The contents of beaker D is then cast at desired
t hi ckness on a non-stick at roomtenperature to form

woheosimresative filmo r first [ayer of the bi-PayaB2005/000450

teeth whitening film The contents of beaker A is then
cast a.t desired thickness over the abovedescri bed
first layer at roomtenperature to formthe second
| ayer of tHesHilad sypplied beBidhtioked HesvePgof iAltRbGA M. € |
The fol | owi!Ag, e@ﬁn&’éf@lﬁ@ﬂr&leq{anﬁ @Aboki"l’@‘?iy@abb?%gbola 1.
whi teni ng fil 5o &ld b %hﬁgﬁof Al %%gvc% (éilsposable
Layer Suppl | %&@2 grLo a8, RGL!I N
Chi cago, [M"ed undert hane Bri ght Gum
Arab| Spr wd T C
CIgI Q Zg}fta%é‘ggé@% pwi% %%r b&f |_|\21¥1’%1 e s%c%,‘l”gé po GfassmrtTlP 'phosphate

Hﬂd)l)@bhﬁ)t laeyddded wﬂmriﬁmﬂgsmim&qumb & sthd genais.
Speci alties Products(IlSP) 5 ALB CG 35%

hydr od8na pepairied Beakst dbp@wr li\{ oftateh, é:tm. [Side Prighica pubiglan and
gﬁ%&lnb ‘Rd%' 5‘.1%%1){%{3& 5 g@jﬁu}p il t%%&%%féé%rﬁg%e&%g\bf ﬂe contents

armaceutical's runsvvl .
suf fhebkerdB hiye lei 1,ntdrlbééﬂ<lmmnmﬂ$1t rapidsmixidgd or Stimkingt UMe &mbined

nono- and, di es supplied under. nane Atnos 300 b
AREFUTE 15 ixed P@Hf s i e Gﬁkj t VO thersombiped mixfure, the Hydrogen

er Co., Attleboro, M.
?égﬁ%%ﬁggdéﬁn%%?}{‘ﬁgﬁﬁggg nanme Cabosil(r) b y Cabot,

Tuscollg, a k¢parate lieaBetpﬁiaabd €3 tonflavoandolPsarbste BG, c@gcerm and
’O._é foaf_ Q??rr]g o Id unﬁi dis o Sa Iar(l:"d riﬁ)%ef?. ”Hwy colﬁ?err]l%saofl brégke’r C are then

poured into beaker A and mixed until the mixture is uniform and homogenous. The

pH is then adjusted to about 5.5 using 1.0 N sodium hydroxide.

In still another separate beaker (beaker D), the pharmaceutical glaze, Cabosil,
alcohol and glyceryl sterate is mixed until uniform and homogenous.

The contents of beaker D is then cast at desired thickness on a non-stick at
room temperature to form the inventive film or first layer of the bi-layer, teeth
whitening film.

The contents of beaker A is then cast at desired thickness over the above-
described first layer at room temperature to form the second layer of the bi-layer,

teeth whitening film.
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15

hi a suitable beaker (beaker A), water, sucral ose,
pot assi um phosphat e nonobasi ¢ are added wi th m xi ng

wanoiskosr21e m xture i s honogenous. hi a separ at eCioaBioes/000450

(beaker B), starch gum gum arabic, pullulan and

povi done K-90 are m xed as ajgdry mx until the mxture
i s honogenous. The contents of beaker B are m xed into
beaker A with rapid mxing or stirring. The conbi ned
m xture is mxed until the guns are hydrated. To the
conmbi ned m xture, the hydrogen peroxide is added
slowly with mxing. hi a lBxmplttVe beaker (beaker O,

e B BGRB8, OB G Rt GP o oo

iheakenh. C are then poured into beaker A and m xed until
the m xture is uniformand honbgenous. The pH is then
adj ust ed tQIRQPLayer USing 1.0 N sodium hydroxide. In

still another separate beaker (heaker D), the
phar maceut| INGREIMENL  Cabosi |, al cohol and| gl p3EQYNT
sterate ig._mixed until uniform and honmogenp(eightpercent)

contents ofXAEHHAN GYMY t hen cast at desired thVgRNhewsw
on a non- St mtenperature to fornrth P

i nventive H[Wn or %@fst | aver _of the bi-| aver.tb'%ggg(’h“’/W
whi t eni ng |FULBULME cont ents of beaker A ifs theBdddsiv/w

at desiret'd" ' er—the—abovedescr+bed—itst
| ayer at room%ennEéI?% ure to formthe second Ia‘&gdro%?ww
the bi-| aySUCRAEIE whi t eni ng fil m Exanpl €] V ThE00% w/w

o H l_aviaor N
LILIL)

fol | owi ng [t RS S A eeth—whi-i-en
film of thé’bg‘rfkgsseffnlilﬁﬁ@é’ﬁﬁl‘é@&ib&f&%@l@ Layer @788‘?’“. v
under t he | PAREFIES WAGIERTUBPPCP Kel co, Chicagm.4M8% ~w/w
Arabic 1Snrav. Drv

i mmdar tha nann Dri ~h Qim
2upp L ed MR RGEENBERORIbE Sl ¥ B SR A

FLAVOR 2.5890% ~w/w
POLYSORBATE 80 NF/EP’ 0.3550% ~w/w
EMULSIFIER® 0.3550% ~w/w
GLYCERIN USP SPECIAL 1.0000% ~w/w

Backing Layer
PHARMACEUTICAL GLAZE, 4-LB CUT NF° 55.0000% ~w/w
SILICA"™ (fumed untreated) 4.0000% ~w/w
ALCOHOL USP/EP 40.0000% ~w/w
GLYCERYL STEARATE SE"! 1.0000% ~w/w

" Supplied under the name Keltrol T by CP Kelco, Chicago, IL.

2 Supplied under the name Bright Gum Arabic Spray Dry FCC/NF
Powder by TIC Gums, Belcamp, MD

3 PI-20 grade supplied by Hayashibara.

4 Supplied under the name Viscarin SD339 by FMC Biopolymer,

Philadelphia, PA.

° Supplied under the trade name Splenda®, by McNeil
Pharmaceuticals, New Brunswick, NJ.

j ALB CG 35% hydrogen peroxide solution, Atofina, Philadelphia, Pa.

. Tween 80, supplied by Quest, Hoffmann Estates, I11.
mixture of mono- and di-oleates supplied under name Atmos 300 by
American Ingredients, Kansas City, Mo.



10

15

20

25

Powder b y TIC Guns, Bel canp, MD 3 PI-20 grade
supplied b y Hayashi bara. 4 Supplied under the nane

wi2eisa02218 SD339 by FMC Bi opol yner, Phil adel phi aCT//PB2005000450

Suppl i ed under the trade nane Splenda(r), b y MNeil
Phar maceuticals, New Brunswicky NJ. 6 ALB CG 35%
hydr ogen peroxi de sol ution, Atofma, Phil adel phia, Pa.

7 Tween 80,° supmld ®fp lbe%}@ﬁﬁt‘rose'@ieg gﬁfeﬁ%%sM alll.

8 m xture ofo %& edﬁﬂ r eﬁl aﬁaﬁ?%é % Il.

At nos 300 by ns %%

Shel I ac suppl i ’% %ﬁ@ceﬂ %)0% i\tt ffr'glb% K ( isposable
Ma. 10 Suppl .%fa gglronlzpi nct?l% Cab05| I (r) by

Cabot, Tuscola, 111. 11 Supplied as Mno- and

Di gl yceri des of fats and oils (disposable grade) by

Lonza nnG. suitadld beddd, (Hodier! A),2 watkr! 3Bé81008 ab@t%ssmm phosphate
(beaker A), water, sucral ose, pot assi um phosphat e

rpaeehasicaraadded gathominieguntilthargixvreiis hothegerons.ur e i s

gum gl st SR (Rt Kb PCRR s Bl Jiluten, and

asrfagebingn Arexmidediak atdie nitk xhtilr e hixthed i GenPdsnouthahe contents of
ontents of begker B are mxed into beaker A with

%Fﬁi‘%r Bi sprigixed 18t beakgy A THE woibmisaemrxaturiag, sThe combined

%ﬁ&&e lf@fn'u#]edt bl S BBinf ore Hicﬂ%@& gy tﬂ— gﬁﬁfl&gﬁﬂl 1%16 hydrogen

m xture ydroden pero elsa
mmomgelsladdeddewwmmmxmger (beaker C) t he fIavor

ol ysar bat e 80 C n an t.nbs 300 a m xe unt|I
SI s)s/ol A SSRy@ i?ng?%{" g:évn ﬁ%"%‘ Pg éﬁl@ﬁtecg%r glycerin and
t ReRosPIV £€ nh)@éd)urﬁﬁ @'fs%l’.)lvéd aRfumiearRd i édnt%rgseom éir @ are then

i's uni formand honogenous. The pH is then ust
dswoed BiGbeskiend andomisedouitily ﬂlehymtmmdemform and homogenous The

pH is then adjusted to about 5.5 using 1.0 N sodium hydroxide.

In still another separate beaker (beaker D), the pharmaceutical glaze, Cabosil,
alcohol and glyceryl sterate is mixed until uniform and homogenous.

The contents of beaker D is then cast at desired thickness on a non-stick at
room temperature to form the inventive film or first layer of the bi-layer, teeth

whitening film.

The contents of beaker A is then cast at desired thickness over the above-
described first layer at room temperature to form the second layer of the bi-layer,

teeth whitening film.
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hi still another separate beaker (beaker D), the
phar maceuti cal gl aze, Cabosil, al cohol and glyceryl

wetersavz278s m xed until uni form and honobgenousPCThB2005/000450

contents of beaker D is then cast at desired thickness
on a non-stick at roomtenpegpture to formthe
inventive filmor first layer of the bi-layer, teeth
whitening film The contents of beaker A is then cast
at desired thickness over the abovedescribed first
| ayer at roomtenperature to formthe second | ayer of
the bi-layer, teeth whitechfampleiV m Exanple V The
foI I n
Om ?)%10371 grfﬁta&?lﬁl le (£f| ag‘bnlblax drhgeg{}fvvevh‘%grgﬁ%ﬁf o%%e }g‘esent
upp |ed under the nane Keltrol T b y CP Kel co,
Chicago, IL 2 Supplied under the nane Bright Gum
Ar abi c Sprgé Dr,é ECCII\/F Powder b y TIC Guns, Bel canp,
MD 3 Suppl € de nanme of Pure-Cote B760
suppl i ed QyNGRERNENThcessi ng Corporati on, Vs SMOENT
| A 4 Supplied_under thp nane \Viscarin qmztﬂweigb/tmmnt)
Bi opol yner ,X‘WIHéHe(I}Wl a, PA. 5 Supplied uhder0-PHE% wiw
trade nang GplEARiagicy, by MCNeil Phar meceu ica@)_§848|3>§)eww
Brunswi ck,. N1 6 ALB CG 35% hydragen perox| de
sol ution, |ATOBGE, Philadel phia, Pa. 7 Tween 8t5.344% wiw
suppl i ed BCA&&@&GEENQN‘ mann Estates; 1t 8imixy ggom/w
mono- and ldi-ol eates supplied under name Alnps 3 by
Aneri can Ir%i%‘ﬂé?ﬁﬁs Kansas City, M. 9 Shel | @2000% wiw

suppl i ed By I1HE O HGP I TEMONCE ASE R O ™86.0700% wiw

PURIFIED WATER, USP/EP 72.4948% wiw
HYDROGEN PEROXIDE 35%° 5.7100% w/w
FLAVOR 2.5890% wiw
POLYSORBATE 80 NF/EP’ 0.3550% wiw
EMULSIFIER® 0.3550% wiw
GLYCERIN USP SPECIAL 1.0000% wiw

Backing Layer
PHARMACEUTICAL GLAZE, 4-LB CUT NF’ 55.0000% w/w
SILICA"™ (fumed untreated) 4.0000% w/w
ALCOHOL USP/EP 40.0000% wiw
GLYCERYL STEARATE SE" 1.0000% w/w

Supphed under the name Keltrol T by CP Kelco, Chicago, IL
Supphed under the name Bright Gum Arabic Spray Dry FCC/NF
Powder by TIC Gums, Belcamp, MD
3 Supplied under the trade name of Pure-Cote B760, supplied by Gra.in
processmg Corporation, Muscatine, IA.
Supphed under the name Viscarin SD339 by FMC Biopolymer,
Philadelphia, PA.
° Supplied under the trade name Splenda®, by McNeil
Pharmaceuticals, New Brunswick, NJ.

¢ ALB CG 35% hydrogen peroxide solution, Atofina, Philadelphia, P a.
" Tween 80, supplied by Quest, Hoffiann Estates, I11.
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10 Supplied under the trade nanme Cabosil(r) b y Cabot,
Tuscol a, 111. 11 Supplied as Mno- and Diglycerides of

wobavws/amdsoi | s (di sposabl e grade) b y Lonza | neCT/IBan3/000450

Lawn, NJ. In a suitable beaker (beaker A), water,
sucr al ose, potassi um phosphajge nonobasic are added
Wth mxing until the m xture is honbgenous. In a

separ ate beakgturé BERMERS- B, dlm&é@%upﬂwn urfdléhahéBitGos 300 by
starch, andmﬂcggg@@(ﬁeﬁg fKa LGitgvig dry mix unt|I

the m xture ghgy "s&rt‘;os RlueB6RKSfa, B

ar e gﬂorxrg;ﬂnggsé ﬁ%ﬁ% AT d{ @Jbowuffsalyqﬂ
hydr at ed. To 4 E‘g (‘Egol}da\% Pﬂﬁrj%(’e % Oﬁ Oﬂs (disposable
per oxi de i &y af HakMg. 1n a separ ate

beaker (beaker O, the fIavor pol ysorbate 80,

glycerin and Atnos 300 are m xed until dissolved and

uni f oM, TRt '?)teﬁ&trsgﬁﬁkéi’eﬁb@(vagrarsﬁc&fbgg Pgﬂéﬁs?lﬂn Piddphate
beaker A and m xed until the’m xture I's uniform an
thomigsicans addedevihHnixing miﬂ tlqunusureds homegaous.5. 5 usi ng

1.0 sodi um_h xi d | | | .anot her sepa

beak b%é’l%@n“’y%f&ef h@ AT B, a%?&P afﬁ’é%s?timh and
@hﬁg&@ﬂan APImeH NG8 aVry ﬁ{n@ 'hﬁﬁlethé snikfneeid heffogbndtiRi TRE Bdntents of
and honogenous. The contents of beaker D |s t hen cast

bepkereBi #redmiied ciktee beaken An wilbnrapid ouixiag cvroﬁn’rmg The combined

SERESERR bR VIR ARYETS 18 14 el et Sfgrogen
preaiés isAdded glbazm_y wﬁﬁ&mamgdesi red thickness over the

abovedescribed first |ayer at roomterrperature to form
the s@cérﬁﬁpﬁragﬁebeaéfﬁr (heakes O)-afper flatase pRlyapRbREENShgelycerin and

Adndd® a%ﬁl sbi¥ed dnd @iﬁf(@ﬁ?l L oo&gzl?eﬂtg b%aker C are then

corrprl Si ng east two wa
poured into beaker A and mixed until the mixture is uniform and homogenous The

pH is then adjusted to about 5.5 using 1.0 N sodium hydroxide.

In still another separate beaker (beaker D), the pharmaceutical glaze, Cabosil,
alcohol and glyceryl sterate is mixed until uniform and homogenous.

The contents of beaker D is then cast at desired thickness on a non-stick at
room temperature to form the inventive film or first layer of the bi-layer, teeth
whitening film.

The contents of beaker A is then cast at desired thickness over the above-
described first layer at room temperature to form the second layer of the bi-layer,

teeth whitening film.
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b.) at |east one peroxide conpound wherein the
conposition, when dried, contains |ess than about 10%

woho@mwetegslr oal cohol i ¢ conponent. 2. An oral CORPOAB10DHON0450

according to Caim1l, wherein the concentration of the
at | east two water sol uble pobyners is from about
0.01%to about 10% 3. An oral conposition according

t WA RIISCLAMWIEDEGRN the concentration of the at | east
one peroxide conmpound is from about 0.1%to about 20%
4. An oral conposition according to Claim1 wherein

t he ol ubl is.selected fromthe group

cgn5| s{m Oéglc?f)méﬁogltl% cglirlgflﬂfl% acid, alginate salts,

car ni t i hext leass thageserddlubde gimns; andkar aya gum, guar

gum gellan gum irish noss, veegun1(regu|ar) tara

gum o B@tbq?ﬁﬁoﬁmﬁ(ﬁﬁl%?%np%}éém a gum anyl opectin,

pectin u g t:Ro

G x Suie 6 bipo AL il e hulRke MeARREN10% of an
gum phkydrbalushdreedmpoaenr i nd gum destria gum

chitosan, esters thereof, salts thereof and m xtures
thereof. 5. An oral conposition according to Claim4

wher ei Rntdhsl Rk 1t§ﬁ|ah'58r§1 ?lﬂmeﬁmxﬁ%ﬁﬁ’an Monk:&ﬁféﬁbn of the at

bean gum carrageenan rin um ar abi ¢ and

m xt ur keestitiverveatér. somblmlmmaﬂs ls:ﬁnmmut ®h1%de ebaiti§%. o
Claim1 wherein the peroxide conmpound is selected from
the group consisting of hydrogen peroxide, calcium

pEr oxi g, oralfc%@hﬁé@ih@ﬁlad@rdlﬁg ) @Iﬁlﬁﬁel Riefoth €& codbéhtration of the at
m xtures thereof. 7. An oral nﬁwiltlon according to

Cl aim ]GaWQ@P@PWX!‘kéJOBmO@R u;érqn@, leeito praubR0¥e. 8.

An oral conposition according to aim1 further

conprising an active agent wherein the topical or

s4.st enAa aaslt congpdsitiohedoeoidag for Olairh ewhéreinpthe ansérsdolutde gum is

of additi onal whi t eni ng agents, antitartar agents,

£l uori tiggsgroup consisting of algin, alginic acid, alginate salts,
camltlne, carrageenan, dextrin, karaya gum , guar gum, gellan gum, irish moss,
veegum (regular), tara gum, okra gum, gum arabic, acacia gum, amylopectin,
pectina or pecitin, ghatti gum, natto gum, tragacanth gum, xanthan gum,
sclerotium gum, kelp, locust bean gum, psyllium seed, tamarind gum, destria

gum, chitosan, esters thereof, salts thereof and mixtures thereof..

5. An oral composition according to Claim 4 wherein the water soluble gum is
xanthan gum, locust bean gum, carrageenan, dextrin, gum arabic and mixtures
thereof.

6. An oral composition according to Claim 1 wherein the peroxide compound is
selected from the group consisting of hydrogen peroxide, calcium peroxide,

urea peroxide, carbamide peroxide, and mixtures thereof.

7. An oral composition according to Claim 6 wherein the peroxide is hydrogen

peroxide.



anti m crobial agents, anesthetic agents and m xtures
thereof. 9. A nono- or nmulti-layer film conposition

woanprowx7ag at | east one | ayer conprising: a.) Par/iBmas000450
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two water soluble gunms and b.) at | east one peroxide
conpound wherein the conpositign, when dried, contains

| ess than about 10% hydroal coholic conponents. 10. A
filmconposition according to Claim9 wherein the

wat er soluble gumis selected fromthe group

consisting of algin, alginic acid, alginate salts,
carnitine, carrageenan, dextrin, karaya gum, guar

gum gellan gum irish noss, veegum (regular), tara

gem okl odmpowitics adRoflin@®aClagn JUAkthaydmRasid M active agent
pectina or pecitin, ghatti gum natto gum tragacanth
gum  xavherein thetepicalpreyysiemisragiveis raegied fremfhe Swgconsisting of
gum p o, . . A S g . .

chi tosgﬁé,illtllgis{%pefvgﬁt nééggg?é,én%gl ts % ﬁ%fe%%e %hdﬂ%b%eur ga  Sourees,
t her eofantimictobifl dgehts) aenthetic 4deats aad aaikthiresrhéreof”] ai m 10
wherein the peroxide is xanthan gum | ocust bean gum
carrageenan, dextrin, gum arabic and m xtures thereof.

18, A A IiRERBOSIIHI 95y RCEIR @bﬂ%o&i oft! AnfPridinth &l 8t one layer
t he peroxide conpound’is selected fromthe group

consi scpmgrisihghydr ogen per oxi de, cal ci um per oxi de,

urea peroxi.de, carbam eroxi de, and m xtures

t her eof*) %Lgcéfcaskw(? Wﬁ%ﬁ%ﬂﬂe%lgigl‘?’(%ﬁn ccording to Oaim12
wher ei B_)tﬁqeggeé@(ﬂ,&@xiagc&m yxden peroxide.14. An oral
conposition conprising: a.) at |east two water soluble

gums; ahgren ) thet cpmpetitiome vhepodried compniesahtheni about 10%

the co i1 : jed, contains |ess than about
109 of ﬂgér?]x%afcoﬁ&lc I ndhds!

10. A film composition according to Claim 9 wherein the water soluble gum is
selected from the group consisting of algin, alginic acid, alginate salts,
camitine, carrageenan, dextrin, karaya gum , guar gum, gellan gum, irish moss,
veegum (regular), tara gum, okra gum, gum arabic, acacia gum, amylopectin,
pectina or pecitin, ghatti gum, natto gum, tragacanth gum, xanthan gum,
sclerotium gum, kelp, locust bean gum, psyllium seed, tamarind gum, destria

gum, chitosan, esters thereof, salts thereof and mixtures thereof..

11. A film composition according to Claim 10 wherein the peroxide is xanthan

gum, locust bean gum, carrageenan, dextrin, gum arabic and mixtures thereof.

12. A film composition according to Claim 9 wherein the peroxide compound is
selected from the group consisting of hydrogen peroxide, calcium peroxide,

urea peroxide, carbamide peroxide, and mixtures thereof.

13. A film composition according to Claim 12 wherein the peroxide is hydrogen

peroxide.



hydr oal cohol i ¢ conponent and wherein the ratio of the

wat er soluble gumto peroxide is at |east about 1:25.
wQ3005A9208al conposition according to C ai m 14pCnhB083/000450

the ratio of water soluble gumto peroxide is from

about 1:25 to about 1:5. 24

14. An oral composition comprising:

a.) at least two water soluble gums; and

5 b.) at least one peroxide compound
wherein the composition, when dried, contains less than about 10% of an
hydroalcoholic component and wherein the ratio of the water soluble gum to

peroxide is at least about 1:25.

10 15.  An oral composition according to Claim 14, wherein the ratio of water soluble

gum to peroxide is from about 1:25 to about 1:5.



