ORAL AND PERSONAL CARE COMPOSI TI ONS AND METHODS
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to conpositions conprising a filmentrained in a
carrier. Such conpositions include, for exanple,
dentifrices. [0002] Conpositions for enhancing health,
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compoditidtis Calith ¥ard £8hpbitiditeand HASWARS conlgddftidhs, Mes ey, milliéhs of people.
aest heti c appeal of all such conpositions is

These ¢JHRYsHBAS are2BECRP AR Sy o ﬁ@B&se@f fn€bigORr enhancing personal
consuner acceptance and usage. Aesthetic effects have

health, R?gqghe, and appearance, as well as for preventing or treating a variety of diseases and other
conditions in humans and in animals.

[0003] The formulation of such compositions presents a number of challenges. They
must be pharmaceutically and/or cosmetically acceptable for their intended use. Compositions that
contain therapeutic active materials preferably deliver the active at effective levels, avoiding undue
chemical degradation. Similarly, compositions containing cosmetically functional materials must
deliver the material to, e.g., the oral cavity, skin or hair at effective levels under the conditions that
they are typically used by the consumer.

[0004] Moreover, the aesthetic appeal of all such compositions is important, and can
have significant effects on consumer acceptance and usage. Aesthetic effects have been
acknowledged to play an important role in consumer acceptance of many products. Although such
products have met with consumer approval, the art seeks to further improve the aesthetic effects as

well as the cosmetic and therapeutic benefits of these products. Indeed, many such compositions
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embodiments, the composition can be suitable for use as an oral care composition, a hair care
composition, or a skin care composition. In various embodiments the film comprises a functional
material. In various embodiments, such functional materials include therapeutic active materials,
flavorants, cosmetic materials, fragrances, and formulation colorants.

[0007] The present invention also provides methods for administering a functional
material to a human or animal subject in need thereof, comprising topically applying to said subject
a composition comprising a film entrained in a carrier, wherein said film comprises said functional
material. In various methods, such methods further comprise disrupting the film after the topical
application.

[0008] Compositions and methods of this invention afford benefits over compositions
and methods among those known in the art. Such benefits include one or more of increased

consumer acceptability, enhanced aesthetics, improved stability for active or other functional
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limiting guidelines must be considered in reading and interpreting the description of this invention
set forth herein.

[0010] The headings (such as “Introduction” and “Summary,”) and sub-headings (such
as “Film” and “Carrier”) used herein are intended only for general organization of topics within the
disclosure of the invention, and are not intended to limit the disclosure of the invention or any
aspect thereof. In particular, subject matter disclosed in the “Introduction” may include aspects of
technology within the scope of the invention, and may not constitute a recitation of prior art.
Subject matter disclosed in the “Summary” is not an exhaustive or complete disclosure of the entire
scope of the invention or any embodiments thereof.

[0011]  The citation of references herein does not constitute an admission that those

references are prior art or have any relevance to the patentability of the invention disclosed herein.
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recitation of one or more preferred embodiments does not imply that other embodiments are not
useful, and is not intended to exclude other embodiments from the scope of the invention. As used
herein, the word “include,” and its variants, is intended to be non-limiting, such that recitation of
items in a list is not to the exclusion of other like items that may also be useful in the materials,
compositions, devices, and methods of this invention.

[0014]  The present invention provides oral or personal care compositions, comprising a
film entrained in a carrier, wherein said film comprises a functional material. As referred to herein,
an “oral or personal care composition” is any composition that is suitable for administration or
application to a human or animal subject for enhancing the health, hygiene or appearance of the

subject, including the prevention or treatment of any physiologic condition or disorder, and
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the invention that afford certain benefits, under
certain circunstances. However, other enbodi nents may
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circunstances. Furthernore, the recitation of one or
nore preferred enbodi nents does not inply that other
enbodi nents are not useful, and is not intended to
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appearddoeypo sittactivesessmbsignt hose provi ded herei n i ncl ude oral
care conpositions, skin care conpositions, hair care
conposi tion, topical pharnmaceutical conpositions, and
ocul ar conpositions. By "oral care conmposition” as
Film: used herein is neant a conposition for which the
i ntended use can include oral care, oral hygiene, or
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than the thickness of the structure in a third dimension (e.g., the z-direction). Lamellar structures
among those useful herein include those that are substantially planar, layered, or lamelliform. In
one embodiment, the lamellar structure is substantially planar, having a size in both the x- and y-
dimensions that is substantially greater than the z- direction. In other embodiments, the lamellar
structure is non-planar. In one embodiment, a film of this intention comprises a substantially
continuous surface that can appear as a substantially flat surface, although in some embodiments the
film is deformed. In such embodiments, the film can have any of a number of shapes, including
having a smooth curved surface.

[0016] Films among those useful herein may be rigid or plastic, comprising any of a

variety of materials, including materials selected from the group consisting of film forming
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appearance, or attractiveness of skin. Film [001 5]
Enbodi nents of this invention conprise a film As
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having a snooth curved surface. [0016] Filns anobng
hydrophilio pelyosesf arld hydraphobiopylybers. i yi atrtain quitwdiments, the polymer is a water
conprising any of a variety of materials, including

solublerpmiygméralis sead embedinfents)rthichwlygneruip acwast sdlublg mkakablenpolymer that
form ngmaterials, clays, waxes, and m xtures thereof.

dissolvésdiging 88badh aENor exdigplé,i dufing esaliiraedsngd Thd dsdoDitiin@n occur as a
polymer. Filmform ng pol yners anong those usef ul
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being dispersible, i.e., the polymer breaks down into small fragments, for example, as a result of
shearing. In some embodiments, a polymer is insoluble but swellable. In configurations in which a
polymer does not break down during use, the polymer can be a water-repellant polymer or an
aqueous-stable hydrophilic polymer such as certain types of cellulose, for example paper. In some
embodiments, a film fragment can comprise a mixture of film forming materials.

[0018] Water soluble polymers among those useful herein include cellulose ethers,
methacrylates, polyvinylpyrollidone, and mixtures thereof. In one embodiment, the polymer is a
cellulose ether, including those selected from the group consisting of hydroxyalkyl cellulose
polymers such as hydroxypropyl methyl cellulose (HPMC), hydroxypropyl cellulose, hyrdoxyethyl
cellulose, methyl cellulose, carboxymethyl cellulose, and mixtures thereof. Other polymers among
those useful herein include polyvinylpyrrolidone, cross-linked polyvinyl pyrrolidone,

polyvinylpyrrolidone-vinyl acetate copolymer, polyvinylalcohol, polyacrylic acid, poly acrylate
6



[0017] hi sone enbodinents, a filmconprises at |east
one filmformng material. In certain enbodi nents, a
wd 200F0F8065m ng material is a polymer. Pol ynmers RCIG$2004/042442
herei n i nclude hydrophilic polyners and hydrophobic
pol yners. In certain enbodinents, the polyner is a
wat er sol ubl e polyner i sone enbodi nents, the pol yner
is a water soluble, breakable polynmer that dissolves
during use, such as, for exanple, during
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pyrrolidone,
as cellulose acetate, cellulose nitrate, ethylene-vinyl acetate copolymers, vinyl acetate

homopolymer, ethyl cellulose, butyl cellulose, isopropyl cellulose, shellac, silicone polymer (e.g.
dimethylsilicone), PMMA (poly methyl methacrylate), cellulose acetate phthalate and natural or
synthetic rubber; polymers insoluble in organic solvents, such as cellulose, polyethylene,
polypropylene, polyesters, polyurethane and nylon.

[0020]  Films of this invention, in some embodiments, comprise inorganic materials.
Such materials including those selected from the group consisting of mica, mica coated with
titanium dioxide, clay, mother-of-pearl, and combinations thereof. In some embodiments, the film
forming material comprises graphite. In some embodiments, a film forming material comprises a

hydrophobic organic non-polymeric material such as a wax, for example bees wax, or a paraffin.
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matrix in amounts ranging from about 10 to about 80% by weight and preferably about 30 to about
60% by weight.

[0022] In various embodiments, the compositions of the present invention comprise a
plurality of lamellar fragments entrained in a carrier. In one embodiment, the composition
comprises a film, wherein the film comprises lamellar fragments of the film material. In one
embodiment, the composition comprises a carrier having distributed therein a plurality of lamellar
fragments, wherein said fragments comprise a matrix and a functional material. In one such
embodiment, the matrix comprises a film. Such fragments may be of any of a variety of shapes or

forms, including semi-solid or solid discrete portions, fragments, particles, flakes, or combinations
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index, raflentive B1dew), abeumbiBOnFdseef.at 200C . HPMC i s avail abl e
commercially, for exanple, fromthe Dow Chem cal
6023y Inweious kenbodimkatsgdls agméens ehligbit gealejvable contrast with the
i ncludi ng, for exanple, Methocel E5LV, Methocel E50,

carrier. alihke pdrtdivubid cdfitiakd calvibe Rexisety domtrhd?, sush as Uit af catimst, kavvile contrast,
viscosity HPMC havi ng 29. 1% et hoxyl groups and 9%

taste cdﬁl&gd't O Y2006y chti@stp I Wbk icbniduldtiond, toptiSal @oMdRdst BarPBe color contrast,
-white free-flowing dry powder. As a 2 wt.%

or a de?e‘i’éﬂéE PR AL WAhEK RFSeMRAS4 A6k WinlBnR cgﬁf?ﬁlrﬁ%‘é‘ Jo‘l’(;?%ontrast can be
visconeter i t has a v iscosity of 5 nPa-s at

1mparte%1c§lp Illé Br fHofe 85‘1’8%1&%% ¢ ént-];H'ase %ﬂér?ﬁy@r%%erﬂg tolf“fllle composition. In

ose IS |ncor por ate

U bou oAbyt 80%
various e ogr e nésr % r%s 8 Ve ox% é)rov l'{g)ns \&g‘mgﬁ%mg a%lurahty of film

fragments in a carrier, wherein said fragments are visibly discernable. As referred to herein,
“visibly discernable” refers to one or more characteristics of a fragment which cause the fragment to
have a different physical appearance, preferably to the naked eye, relative to the carrier in which the
fragment is entrained. Such characteristics include color, opacity, refractive index, reflective index,
size, shape, and combinations thereof. |

[0024] In various embodiments, the fragments have a non-random shape. In one
embodiment, a “non-random” shape is a shape which results from a manufacturing process of
shaping, cutting, or other forming process by which a specific shape is imparted to a fragment. In
such embodiments, a non-random shape is distinguished from such shapes that result from simple
precipitation or grinding of a material. In one embodiment, a “non-random” shape is “repeating,”

wherein the composition comprises a plurality of fragments have substantially the same shape.
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[0022] In various enbodi nents, the conpositions of the
present invention conprise a plurality of |anellar
wo eagnes2s entrained in a carri er hi one enmboRPCTERL004/042442

the conposition conprises a film wherein the film
conprises lanellar fragnents of the filmmterial. In

one enbodi nent, the conposition conprises a carrier
having distributed therein a plurality of |anellar
fragnents, wherein said fragnents conprise a matrix

Such rpBAling shaRGhd\ONARE aARLE] Vadety dMToRNE afdfBly BE RIS ed S8 variety of

matrix conprises a film Such fragnents may be of any

aesthet%iorzfg]\(cl?tg)ingllt %itfia. S Iﬂﬂagﬁ‘f’aiﬁ) remfb&?im%nts! ife! 4dbdgr §%; ’ﬁ'Qél‘i‘lglt canbe a

screte portions, fragnents, particle
f or,.C I nati onst her . vari .
recogniggt Sane tin TR Wit 1l rhpf cp® SHrpprye ¢ gorgpndom shape
ragnents and, a second plurality of . fragnment wherein
Such shigg¥ratide SRAIGERTGFOG: SHiPkh ek 5 Gobebs AR sTingtl Shpb such as
: or appearance fromthe second pluraljty of fragments.
triangleg, quipHlaferals GHER 1 B SEBHD aeFatmet &r{%b P REFEORR HoxggORS, oval, and
i any aspect of the conposition of the fragnent (e.g., _
circles. 4 {tf pag epbodimpent, H6FRRaEAE shapgiis psauae. Repeatingshapes include, in other
material, different fornulation colorant), different
embodigsptsaskapes thae ats. reprebentasive o | figurest axanimete arghanameteabjects, such as
i ndex, reflective index), or conbinations thereof.
stars, hg@B28Ims, flowans) toees, shafpodtksyarietser of he alphatgieninbesxdifals, people, and
percei vabl e contrast with the carrier. The perceivable

faces. dANtafiasd eBdiMents e Woyhpositié @6inprised Ghsiagle aPpdatiag shape. In other
contrast, tact ile contrast , taste contrast, or

emboditlehRC tHRT onfiREitibAR SbmPrises AP uRARS bIOME R dn® BavidPh bRAdlity of repeating
contrast can be color contrast, or a difference in

shapes.” §f &rRGnhbERIhdM Qe OSmpdRitloRs bf ¥ prdfinvdrion QR %eya %Hrglity of first

configurations, color contrast ‘can be | nparte !
o B 2P Sy BT 5RO BBt v
second Ié%)\égtlg{i iﬁ}-]?a%e,pvsrrl%\r/eiirq fi% flcrgtqgé)e%letdisﬁeppse is gi%gcain?h&% he elccl)'lr{da rle}i)éa)(ed shape.

[0025] In various embodiments, the size of the fragments is not critical, and may be
determined pursuant to any of a variety of criteria, including manufacturing convenience, affect on
visual appearance, surface area, affect on texture in the composition, and combinations thereof. In
some embodiments, the film fragments can be up to about 1 inch (25.4 mm) in length in the longest
dimension. As referred to herein, “long dimension” is the dimension ofa fragmentin length or
width (i.e., in the x-and y-dimensions, as the fragment is, or is deformed to be, in a planar shape) in
a dimension substantially perpendicular to the “thickness” or shortest dimension of the fragment
(i.e., the z-dimension). It is understood that in various embodiments comprising a plurality of

fragments, the fragments may be present in a range of sizes due to a variety of factors, including

random variation in size, manufacturing tolerances, and intentional sizing or mixing of the
10



fragnments in a carrier, wherein said fragnents are

visibly discernable. As referred to herein, "visibly
waele@sesazedl e” refers to one or nore charact eriBtT/0S2004/042442

a fragnment which cause the fragnent to have a

di fferent physical appearance, preferably to the naked

eye, relative to the carrier in which the fragnent is

entrai ned. Such characteristics include color,

opacity, refractive index, reflective index, size,

fragmert #REught R i rﬁ?’{ ol ks ¢ R@ Ee%}fred b PARAH, sizBs NAOUR average size of

enbodlnents agnents have a non-random shape.

ﬁagnmggﬁlfg@gféﬁﬁaﬁ §?g randonT shape i s a shape which

resu uring process of shaplng, _
Jiog! dhf%g%ﬁ%’%ﬁb{ d t?qgghééﬁsrﬁ? fb% émzazpe“tg'a%am 15 mm
in long digiensioas Errmy?qu%EEwé?ﬁg{eéfs{ot?%tqng%ams&%%?ﬁ% RERRgs Gpmg2 mm to

mat eri al hi one enbodi nent, a "non-randoni shape is

about 10y repe oot Qiiea i@ abrut Hbomms dram ghow Gk pyms &5 akput 5 mm, or from
plurality of fragnents have substantially the same

about IshmpetoSibent 2.8 pamat ilmgpmsherpeodimgnthathe lang digfension af thetfiagments is at
of fornms, and may be selected based on a variety of

least abaetsi mat, iand can Beufinrh iabone |6 nomito dleut 13 nimh. Io eertaam pmbodiments, a plurality
enbodi ments, the shape of a filmfragnment can b e a

of filmr Ge@geitz abd gratapahiabear 600 miGoiod mMenidged dimemion. In certain
fragment can conprise a nonrandom shape. Such shapes

embodlh{éﬁlsu depldalTB] 6f GRRMRigiiehits S RLSater SHED aBSut PO miDiPkeraindihe longest
Ilptlcal shapes, such as triangles, quadrilaterals

dimensfogUch as a square, a rectangle, a rhonbus), pentagons,
hexagons, oval, and circles hi one enbodi nent, the

r[ﬁﬁﬁm' Nt BHER ?nrpé)?]i{rﬁen?q%&%m Eiﬁe[)?ﬁgﬁx@& ol feds 'rﬂ{i&&d@f’-pearl the

er e shapes re repr Sent
ur es or | hani,mat.e o LﬁCtS

ffagme%tf a1 B0 bl RuR06 pirgnt BT WERBRSAL fipPoiol 5% embodiment,

er of an al phabet nbers, animals, pe and.
wherein 81e fragment compAses mki)ca film gagments coated wfth a thln %Jyer of tltanlum dioxide,

the film fragments are greater than 110 microns in their longest dimension.

[0028] In various embodiments, the fragments of the present invention have a thickness
of from about 1 mil (thousandth of an inch, 25.4 microns) to about 3 mils (76.2 microns). In
various embodiments, the fragments have a thickness of from about 0.1 mils (2.54 microns) up to
about 10 mils (254 microns), of from about 0.5 mils (12.7 microns) up to about 5 mils (127
microns), or from about 1.4 mils (35.6 microns) to about 2.0 mils (50.8 microns).

[0029] In some embodiments, the compositions of the present invention comprise
fragments having an aspect ratio of at least about 5:1. As referred to herein, "aspect ratio" of a
fragment is the ratio of the diameter of the smallest imaginary sphere that can enclose the object to

the diameter of the largest imaginary sphere that can be completely inside the object and tangent to
11



faces hi various enbodi nents, the conposition
conprises a single repeating shape hi other
weadedssrent s, the conposition conprises a pl uredT/U§2004/042442
fragments having a plurality of repeating shapes hi
one enbodi ment, the conpositions of the present
invention conprise a plurality of first filmfragnents
having a first repeated shape and a plurality of
second filmfragments having a second repeated shape,

the surfdBoBiiE dHj&tf FbSexahBRE ﬁk%@%&h 88 df% sphért & BNt infah6iet &&mple, the
second repeated shape. [0025] hi various enbodi nents,

[ o) PN : ' L eq; :
aspect Bl oF o B1fer (P £ ZORTROLS0S SyPlonk shd 15 lnph 3655 B0 Aiameter i
. i nclydi.n nuf act urin veni - Vi.sua .
slightty G35 87, 1 e BRHleP Skl 8 (FATAEREF e B b BBt 1 mit 254
. onmposi tion, onmbj .nati gns er i__sone .
ricrong] 0 BNRER © IncFHES # PR PoSasoAed | S0 A ] Bgggn et ratio of
inch (25.4 mm in length in the | ongest dinension. As
about 1¢}'br red to herein, "long dimension” i s the di nension
of afragment i n length or width (i.e., in the .
{083Q] y- i pasngs icovbedimentst e £orapepeipns|af, ther presgnt éFvSAtiEY comprise
to be, in a planar shape) in a dinension substantially
fragmeige hpanglarcaspeat rat affaleasthboki@ds 'In yarigls mbedimedisptba Siagments have
of the fragnment (i.e., the z-dinension). It is
an aspettindes of ad abats: 1 to abauti IOL0H0Aronh aent 19: Comboutsl,00H: 5 or from about
plurality of fragments, the fragnents may be present

20:1 to kBowd 10@MIS ffm Shot€35:deeaiont 3s5:vari ety of factors,
i ncludi ng random variation in size, manufacturing

t[ObSI PN CRSvariBidethbB¥BALAQ R B Edrstises a WrtiuMioRicolorant, that imparts
thefragnments through sieving or simlar neans. As

a color ?cr? fiRrdifd tﬁe.ocolﬂ'grroﬁ.kign, o IpRS aI:I'l%faﬁBust é}?ﬁd?l?méﬁfg rtﬂEgFlSS Eré?m?r&s contrast

agnents in given plurality of fragnents.
with thf 3hirRH S TROGHIE M4, b g LIRS RVEDE QAR Wieoftrdits with the
carrier g%@@h;ﬁqr{n&?ﬁioh Oc%igoréjrltsfr%%%hé’ t o%fe 1}591‘%1 fhE:rae m1anr(]:}usdeinson-toxic water
soluble dyes or pigment, such as, for example, metallic oxide "lakes." In certain embodiments, the
colorant is approved for incorporation into a food or drug by a regulatory agency, such as FD&C or
D&C pigments and dyes approved by the FDA for use in the United States. Colorants among those
useful herein include FD&C Red No. 3 (sodium salt of tetraiodofluorescein), Food Red 17,
disodium salt of 6-hydroxy-5-{(2-methoxy-5-methyl-4-sulphophenyl)azo}-2-naphthalenesulfonic
acid, Food Yellow 13, sodium salt of a mixture of the mono and disulphonic acids of quinophtalone
or 2-(2-quinolyl) indanedione, FD&C Yellow No. S (sodium salt of 4-p-sulfophenylazo-1-p-
sulfophenyl-5-hydroxypyrazole-3 carboxylic acid), FD&C Yellow No. 6 (sodium salt of p-
sulfophenylazo-B-naphtol-6-monosulfonate), FD&C Green No. 3 (disodium salt of 4-{[4-(N-ethyl-

p-sulfobenzylamino)-phenyl]-(4-hydroxy-2-sulfoniumphenyl)-methylene} -[ 1-(N-ethyl-N-p-
12



about 10 nm from about 0.5 mmto about 10 nm from
about 0.9 mmto about 5 mm or fromabout 1.5 mmto
wW@abmans265 mm | n sone enbodi nents, the | ong dPEETIS10041042442

of the fragnments is at |east about 3 mm and can be
fromabout 6 mmto about 13 nm In certain

enbodi nents, a plurality of filmfragnents are greater

t han about 600 microns in the |ongest dinmension. In
certain enbodi ments, a plurality of filmfragnments are

sulfobeEiﬁﬁAQrS @ﬁ%e@ﬂ%ﬁm%e]ﬂ Fb&OEBRIe NB. 4 NQidoBRGLSAIt of dibenzyldiethyl-
di'mensi on. [0027 I n one enbodi nent, wherein the

dlannnétﬁglge%ﬁgrﬁgrtbﬁﬁ uibiic @hzﬁﬂlg@rflte)o%écc BtltﬂéaNfor @ H&ﬂhﬁsaﬁf& disulfonic

out rons in their

acid of 1nd;%&ishg Ofhd nnxtt?r?se h%'r‘gg?gﬂ E{us p%%[‘t?d&g tl{;' %né %ﬁgﬁﬂfent the colorant

eS m Ca ragments C
ani u rrents arlﬁ great er

de

comprieh S0 LD g AR nmenf SRR B pri e
vari ous enbqdi nents fra nts of the en

phthaloeyapaiet B765P: %ﬂ%ﬂr’@hw&n 8Kicky Binf ABBER mEOIbIe dye lake. In some
(thousandth of an inch, 25.4 n1crons t o about

embodipegtspdye laleasringlude galajumn iop akmansp s3liveaitaa FR&e dys Wt@&c Green
have a thickness of fromabout 0.1 mls (2.54 mcrons)

#1 lakeyFD&CaBluat#21 ke D& Red #30claln oy , FORKG foeBowultS ke In certain
mls (12.7 mcrons) up to about 5 mls (127 microns),

embodiatenfsy ® 'wadyaotuble diyayisheh 43 Fol6exumplefH&E Blab# it is2codtained within a
mls (50.8 mcrons). [0029] In sone enbodi nents, the

water-ifIgdspdlyasuc as, fe epimple pblyethylend sueh as diapfouse in polyethylene beads
fragnents having an aspect ratio of at |east about

(e.g. h@lcﬂobhféSSﬂe@frﬁfeﬁ@éj sbRl BE MicfopowdEBERE.) ahi @rtaf erfibodiments, the film
fragnent is the ratio of the dianeter of the smallest

comprisdBIINAEXh SRIT6LE REPE3 G A BAEEPERbIRMeR) £hiteQolorant is used, for

example titanium dioxide (TiO,), titanium dioxide coated mica (e.g., Timiron), a mineral, or a clay.
In certain embodiments, the colorant is a non-bleeding dye. In various embodiments, the film
comprises a colorant at a level of from about from 0.5% to about 20% by weight of the film, or
from about 1% to about 15% by weight of the film, or from about 3% to about 12% by weight of
the film. In one embodiment, the compositions of the present invention comprise a first plurality of
film fragments comprising a first color, and a second plurality of film fragments comprising a
second color. Preferably, the second color is different than the first color.

[0032] In some embodiments, color space coordinates of phases of a composition, such
as, for example, a film and a carrier (e.g., toothpaste), can be determined separately. In certain
embodiments, the coordinates for a product film/carrier pairing can be quite far apart (such as
disclosed in Example 12, infra), and can contribute to a compositions aesthetic appeal, for example

by contributing to a striking nature of a composition's aesthetic appeal. In certain alternative
13



the dianmeter of the largest imaginary sphere that can
be conpletely inside the object and tangent tothe
wa mwosasess of t he obj ect. For exanple, the aspeRtT/IS1000042442

of a sphere is 1:1; in another exanple, the aspect

ratio of a cylinder that is 2 inches (50.8 mm | ong

and 1/4 inch (6.35 nm in dianeter is slightly over

8:1; in yet another exanple, a filmfragnent of the
present invention that is 1 m!l| (25.4 mcrons) in

emboditieh@KiNe $Sordihaich €d} a(p2diftt fIM/cartied mgbanaﬁdm&pmahaﬂy large yet still
(2 5.4 mm) w de has an aspect ratio of about 1414:

have a hORZM1e ReIRAR BFRIRO AhRALIR enftBBintAMP AR L LOBS sdterh r@:@tabhshed by the
present invention conprise fragnents having an aspect

Commlﬁﬁ&{ &t%atﬁ;nafe $la19agg Yg[SEé)QS qlsedhfo. e\éﬁl'b éolﬁ"grﬁgo UFF%E Sfor example,

ragnent s ave ect ratio O

alo ut
MeclalarBSiradker i biosty 2 B 18- Books PR sE B9 mp.157-184)
t.o apout 35:1.__[0031] hi ar|ou ments, the film
In addlE%‘hﬁF‘? guantity ABY ran alsp OF BPBIvEM n%lh%fgie Gty diergnaesy AE* can be
to the film the conposition, or both. In various
deteﬂnleﬁd)wmm@lmf@lowmeequatlmfragmant s contrast with the
carrier, and are white, black, or of any color that is
vi si bl e agai nst or contrasts mrth the carrier
background. Formul ati on col orants anong those usef ul

herein include n@A=t QXAL* qhgy)’ $waqu”ﬂyes or

pi gnent, such as, for exanple, netallic oxide "l akes."
In certain enbodlnents the colorant is approved for
incorporation into a food or drug by a regulatory

S A 55 RS PEATES E0 S4A HPR e

anong t hose useful herein include FD&C Red No. 3

the colqrsspafe sopidinatesor™ amshtyaj 1B senain Gpriiqueations. oplss yaine neasurements can be
di sodi um sal t of

made wgingy @ rebsomamdigr witht dax yeoBeqtien hip| the-Isialbh splee roppidinetg node using
- napht hal enesul f oni ¢

standard procedures.

[0034] The film of the present invention, in various embodiments, disintegrates during
use o f the c omposition. In other e mbodiments, the film d oes not disintegrate during use of the
composition. In some embodiments, the film releases a material, such as a functional material, into
the carrier. As referred to herein, “disintegrate” refers to physical disruption of the film or fragment
material, so as to produce a film or film fragments of reduced size compared to the original film.
Such disruption may be through mechanical, chemical, or physical-chemical means. The
disintegration can result, for example, from shearing, grinding, or exposure to elevated temperatures

during use. In various dentifrice embodiments of the present invention, such disintegration results

from brushing of the composition on the teeth of the subject using the composition. In one
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acid, Food Yellow 13, sodiumsalt of a m xture of the

nmono and di sul phoni ¢ aci ds of qui nophtal one or
w@2qo24osp26ol yl ) i ndanedi one, FD&C Yel | ow No. 5PEHUSI0041042442

salt of 4-p-sul fophenylazo-I-psul fophenyl -

5- hydr oxypyr azol e-3 carboxylic acid), FD&C Yel |l ow No.

6 (sodiumsalt of psulfophenyl azo-

B- napht ol - 6- nonosul fonate), FD&C G een No. 3 (disodi um

salt of 4-{[4-(N-ethylp-

embodifiéhf, ARE T AFhREIaRNBNN 10w fedeaBy Ar RMtiotaP atepral WEPReAM described
) - met hyl ene}-[ 1-(N-et hyl - N- psul f obenzyl ) - D 3, 5-cycl ohe

i 9 SET FEES, e SR 38l s e
: i i , i umsal :
s 5 A PR i SRRl oty o

11.dvarious proportions. In one enbodi nent, the col orant

CoOrOId Ob#Pri ses a water insol ubl e i norganic pigment, such as
t j um di oxi de, chrom um oxi de green ht hal ocyani ne
gfpbéﬁ ul™ VEIRYS i sTRbogiRats. 1tRs FP’@I’BS%I% ,Of é‘?e RrefEnt é%/“’entlon passes a

. insoluble dye | ake. Pn sone enbodi nents, dye | akes L

disintegrafiqnuige. cla| & pighardle BYisinperations Rest.sonsf gram qf BReonaRasition (gemprising a
as FD&C Green #1 | ake, FD&C Bl ue #2 | ake, D& C Red #30

sample |of igm dragfRaIS i##plyedd anwon Bf b 2kiach (59.&mm) anagnetiosati hap nike stir bar is
a water sol uble dye, such as, for exanple, FD&C Bl ue

placed #iq a itransparentivassdd, snch hs @ 560 wébeaker cawdinink 800 allyofevates wt BO° C. The
as, for exanple polyethylene such as that found in

water cp@pyshditeaticbdeéathsn iered for Vhimasd 41956p86. ThrbeadSs thenkhlyzed for
by M cropowders, Inc.). In certain enbodi nents, the

the predehtddORERN 258 BnbrokHe fitrH FRAgRentD&ERRARly#30an doiptRE b@diRing the water
enbodi nents, a white colorant is u séed, for exanple

througﬂ( !é 'ir%@h iR % R¥ §6n Gk _ql)origfﬂ;al gdr?ligaLHR&glils?& Getne %ﬁl%aﬁg. Gihis test will

., limron), a mner ay. n certaln

show i38) BREARM Rot RS, T he. 111 m conpr i s6s & col or ant.
) npri ses a col orant at

%b?ﬁﬁl f fw{er%p oad?rgé'lr}t, tfhre q'mmodfst%% tp?esgn q}lj\t/englgg/%gy a \fﬁgsgmﬁon Value
operable to effect release of said functional material during use of said composition. As referred to
herein, the Dissolution Value is measured in a test where a one-inch round circle of film is placed in
a container of water, without stirring, at about 30°C. The Dissolution Value is then determined as
the time lapsed until the film has disintegrated so that no piece of the film remains having a size
greater than 0.25 (0.63 cm)inches in any dimension. In certain dentifrice embodiments, a plurality
of fragments, disintegrate or dissolve under conditions of normal use within about two minutes. In
various embodiments, the Disintegration Value is from about 2 seconds to about 200 seconds, from
about 5 seconds to about 120 seconds, or from about 50 seconds to about 100 seconds. In some

embodiments, the film comprises materials selected from the group consisting of water insoluble

polymers, non-polymer film forming materials, and mixtures thereof to form stable film fragments,
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fromabout 1% to about 15% by wei ght of the film or
fromabout 3%to about 12% by weight of the film Pn
woe@sesdzexii nent, the conpositions of the presePtT/US2004/042442

i nvention conprise a first plurality of filmfragnents
conprising a first color, and a second plurality of
filmfragnments conprising a second color. Preferably,

the second color is different than the first color.

[0032] hi sonme enbodi nents, col or space coordi nates of

i.e., filnR fragBeNtOThaPd & ASTRAIL AR un8GBrAs inttRled ¥Rl Vriods dniHodlments, the
and"a c airier ( e.g., toothpaste), can be determ ned

films c?ﬁﬁ@%aatﬁg%g%{ 8 (8 & ﬂagﬁﬂ& VR S first i@@%ﬁ{lﬁéﬂ‘e@%@? and a second

or a pr carrier pairing can

it Q5P HFD 50, ASE A BRI B g g

. | e ontributing to a striking nature of a
Smdfﬁ%iﬁ%@@??&%ﬁﬁéugesthetic appeal hi certain
al ternativeenbodi nrents, the coordinates for a product
flpbﬁ? kar Fhehlny gf Fhermeseawnb@tlﬁatopwﬂflwemﬂﬁ%s maf{?@aés {hat affect the
~still have a noticeable aesthetic effect. In certain
physicabat Barcensl sharadigristicef the fils Suph additional sehstanggs qapde, for example,
Commi ssion Internationale d Eclairage (CIE) is used to
emulsifeess, plabticirers; dillers, omtextars. m¢dibers. Fidlerseyaomgtiegse Npafhldieream thelude inert
D., Macworld Photoshop(r) 4 Bible, |IDG Books
starch paAtiid@vand ecllilose. Te8ire moppifitfsAndluddcdld Wwateadwelidbde phydieally modified
quantity DE* can also be indicative of noticeable
and pre?ala@ﬁizsd bthRhey) & fcrdabe the atiffhes @€ belyMerie dilns i sigh hthose comprising
ol l owi ng equation. DE* = { (DL* f (Da*)2 + (Db* f }m
hydroxy4PEB 3hethyI RERuIBAe: inStht heedtahib 0BRGN bthrch ipBdHUORS the @AMfhlar starch is
Da* and 'Db* are the differences in the col or space

prefera%lg l%&lieﬁ"if i) pr@s*en@engf Water atHd, SﬁLJélgirllg ég%déa{;n%&z&énij BSa temperature not

or val ue neasurenments can

higher {HAY ?m%gér’r}%%g&g §§i§%rﬁza‘%8h &Sk Rlre! Tt Btained stiren GG dried.

coor

[0038] Pregelatinized corn starch useful herein is available commercially. A preferred
starch is available under the trade designation Cerestar Polar Tex-Instant 12640 from the Cerestar
Company. This Cerestar starch is a pregelatinized, stabilized and crosslinked waxy maize starch.
It is readily dispersible and swellable in cold water. In its dry form, it is a white free flowing
powder with an average flake size no greater than 180 micrometers and 85% of the flakes are
smaller than 75 micrometers. It has a bulk density of 44lbs/ft>. The Cerestar starch has excellent
cold storage and freeze-thaw stability. It has a rapid hydration rate and can reach extremely high
viscosity without cooking. It has a smooth and creamy texture similar to cook-up starches. It also
has excellent paste clarity and a bland flavor. In one embodiment, the pregelatinized starch is

present in the film matrix in an amount ranging from about 5 to about 50% by weight and
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standard procedures. [0034] The film of the present
i nvention, in various enbodi nents, disintegrates
waleosnosg2ese o f t he ¢ onmposition. In o ther PCT/US2004/042442

enbodi nents, the filmdoes not disintegrate during use

of the conposition hi some enbodi nents, the film

rel eases a material, such as a functional material,

into the carrier. As referred to herein,

"disintegrate” refers to physical disruption of the
preferabli laBnR10ft6 GBETR A5 % BRLRSiLIR! The ByddxyalkyP NG té staich R (by weight)

filmfragnents of reduced size conpared to the
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] disintegrates so as to release a functional material )
either of hethfsides 1oép pabyaner 1ayed Huseinspme embedimentsnp pEicABfpsmalking a multi-

filmfragnment can disintegrate into small pieces that
layeredfflm qaptcomipgisgaforming; astiwst lassiof 2 film, senheasenpdinerdayes, theteoating the

filmfragments disintegrate to collectively forma
first layeoivithia decond gesubs¢@O@Thyer nf o evatiog snacemia ) domreample shéltac.

conposition of the present invention passes a

disintegration test. In a preferable D sintegration

Test, one gram of a conposition conprising a sanple of

Functibhdl Mdidra@tments i s placed on top of a 2 inch (50.8 mm
magnetic star bar. The stir bar is placed into a

g@gﬁgf aggﬂ‘ari\5§§§tﬁlgodirﬁ%g tlﬁﬁlﬁls%?glergres%ﬁﬁ!ﬁ dntiofl @E@btgé.te{b?functional

water at 30 C e water ‘conprising t
materia .a%\slrg’fe;rgcf R) l’?etréi{l,réie dfuf'ug[o]ngl ML T gqna&a?igl lrlzRf'iﬂg g Hgsired utility in the
water IS en anal yze or

oral or personal care composition. In various embodiments, such utilities are therapeutic, cosmetic,
aesthetic, decorative, sensory or combinations thereof. In some embodiments, film flakes
comprised by a composition can comprise a plurality of functional materials. Such functional
materials can be incorporated within the film or comprise a coating on the surface of the film. In
one embodiment, the compositions of the present invention comprise a plurality of first film
fragments having a first functional material, and a plurality of second film fragments having a
second functional material, wherein the second functional material differs from the first functional
material.

[0041] In various embodiments, the functional material is a flavorant. In certain oral

care embodiments, a flavorant is rapidly released as the fragments disintegrate during use of the

product, delivering a breath freshening flavor or desired mouthfeel or sweetness into the oral cavity.
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t he presence of broken and unbroken film fragnents.
The anal ysis can conprise straining the water through
wa@2omshs2that is | ess than half an original | onBCT/US2004/042442

di mension of the filmshape. This test will showif

any pieces did not break up. [0036] In one enbodi nent,
the filmof the present invention has a Di ssolution

Val ue operable to effect release of said functiona

mat eri al during use of said conmposition. As referred

Flavordn@® i thosd MRfUPhsEm biclude s?/ﬁhétﬁ: flsvor®as F adildviridg bestatics, oleo
where a one-inch round circle of filmis placed in a
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the m r emal ns VIngaSIZe gr édt
25 %% he n.an nsion. erta
bay oﬂ,d e %)r : Ceedare Eaﬁ: ls?f' nutge Iol}llr% sag ag%l o]glr 44 rlr% rgtag’monds Flavorants

di si,nt egrate or ssol ve un er co d|t of n r
can beyugedimgrdy oty o " GG o ool ot o reints such. as

t he Di S|nﬁegrat|on Val ue i s fron1a out 2 seconds to

pepperigiihy ertiisH! SRRBld SInnapgH destatives. SBe o¥aious oryhdivorspg In certain
seconds, or from about 50 seconds to about 100

embodigmeatsnthe filprcompmseschtyoringenfood addisive, sugh abess dessribed in Chemicals
materials selected fromthe group consisting of water

Used ini Fand| Rrp¢essing Ipybligation hH- pothy Matiofal Agadepnyndfrfigiences, pages 63-258. In
materials, and m xtures thereof to formstable film

variousf engtgpaamndrss, itheefilm torhpnideraafiaverdns at hatvedof fimh about 1% to about 30% by
di si ntegrate under normal intended use. In various

weight efiihe dil fpst ffom bt BYd toabeRIBYd t8ewgtilofifial filkhy of first
filmfragments having a first D sintegration Val ue,

q0042] SehPRfhePiBodlrhdnts, ¥e MIBFASE cdrhpriBed b GRS, B@r\éét@&rs among
a D S|ntegrat|on Value'that is significantly different

those u%)éf?ﬁ?'ﬁﬁqﬁ thefuldb ﬁ!amgl §1'1cf‘§ﬁ'lg1reﬁ$ E\%Ete\ﬁ% sY6n o{xé)%adnﬁgrﬁ, fhk kWbetener is a
present |nvent|on optionally conprises
water sgm)%rslv\% t%mrhh %&enq L&Cgs 8nosacchar1de, a disaccharide or a polysaccharide. For
example, water soluble sweetening agents include xylose, ribose, glucose (dextrose), mannose,
glatose, fructose (levulose), sucrose (sugar), maltose, a soluble saccharin salt, i.e., a sodium or a
calcium saccharin salt, a cyclamate salt, dipeptide based sweeteners, such an L-aspartic acid derived
sweetener such as L-aspartyl-L-phenylalaine methyl ester (aspartame). In various embodiments, the
film comprises a sweetener at a level of from about 0.01% to about 10% by weight of the film.
[0043] In various embodiments, the film comprises a therapeutic active. As referred to
herein, a therapeutic active is a material that is useful for the prevention or treatment of a
physiological disorder or condition. Such disorders or conditions include those of the oral cavity

(including the teeth and gingiva), skin, hair, and eyes. The specific therapeutic active is preferably

determined according to the desired utility of the composition. Such actives include the following.
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physi cal or functional characteristics of the film

Such additional substances can be, for exanple,
wepusesfeer s, plasticizers, fillers, or texturBCT/US2004/042442

nodifiers. Fillers anong those useful herein include

inert starch particles and cellul ose. Texture

nodi fiers include cold water swel |l able, physically

nodi fi ed and pregel ateni zed starches, to increase the

stiffness of polyneric filnms, such as those conprising

hw dr oxamainkylobiaBidepls, §h bstrioksar)icetyNgyridiep aklatid € domiphen bromide,

such starch products, the granular starch is

pr ef ergbledhafPRHE6hiliR shike zRE €8RP&EEdS] sall@fi®irin@Mhorides, alexidine,

optionally, "an organi c solvent at a tenperature not

hi gher ] i . Ll j

t enpor’sihfine BT ek A0S, H5R) oA shIRals gicahptol and

Pregehgéﬁnhﬁgg]%ﬂa& starch useful herein is available

connerC|gF1y. A p?eferred starch is avail abl e under

the trade desgi.gnati on Cerestar Polar Tex-Ilnstant 12640

Hom (B SHeET ST eI Sriteoseh Abasiin. apdifopiERy buprofen,

pregel atini zed, staFiIize an?,crosslinked waxy maize

st ar cHketoppofens diflumial, fenqprofraycaioyira, nappxedpmehp sodiym,

cold water. Inits dry form it is a white free

f 1 owi nedosesilpstn, wid the dike.aver age fl ake size no greater

than 180 microneters and 85% of the flakes are smaller

tGan &Btirfissivesssuer as.benzonhtate, caryuipkenledisyilatg, nodnthol,

441bs/ft3. The Cerestar starch has excellent cold

st or aglexandethopbachyidrdbrosidajahldphydiand] hipdrecldoridep at the like,

hydrati on rate and can reach extrenely high viscosity

VDt holdecdrgedtintg) .sudt asipasudaesheanidhyansthiviida Phehpyherife,

simlar to cook-up starches. It also has excellent

past e ghk@fpropardliehife, Ps@Rbehed¥ Y sulthid, Saghenkodi ment ,

the pregelatinized starchis present in the film

trix. i:f: . ' £ r .0 : 0
B, AT G e 2y

wei ght r | . i

el gt lamebiile MiRBe, MRl Rl Al e

prete rd?ale}{h%gryﬁtne %’dlméh?or?fpe?gitphén:yilpyraline hydrochloride, azatadine meleate,
diphenhydramine citrate, doxylamine succinate, promethazine hydrochloride,

pyrilamine maleate, tripelennamine citrate, triprolidine hydrochloride, acrivastine,

loratadine, brompheniramine, dexbrompheniramine, and the like,

F. expectorants, such as guaifenesin, ipecac, potassium iodide, terpin hydrate, and the
like,

G. anti-diarrheals, such a loperamide, and the like,

H. H, -ant;agonists, such as famotidine, ranitidine, and the like; and

I. proton pump inhibitors, such as omeprazole, lansoprazole, and the like,
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[0039] In one enbodinent, the filmconprises nore than
one | ayer. For exanple, a filmcan conprise a first

WO 2008058265pr i sing a pol ynmer, one or nore addi t PONEE2004/042442
| ayers that provide a coating. The coating can be, for
exanpl e, a shellac coating. A coating can conprise a
| ayer on either or both sides of a polyner |ayer.
Thus, in sonme enbodi ments, a process for naking a
mul tilayered filmcan conprise formng a first |ayer
gf a f%e'n@?al R DA e NPEHIRE ank 2 ¥R astaﬁ?fhti‘é QRbh&S, Yaftfturates and
first Tayer wth a second or subsequent |ayer of a
coatiﬁ%lﬂgterial, for exanple shellac. Functiona
Material: [0040] In various enbodinents, the filns of

the present inventi rnise a,functional terial.

A° S ERRalnBRda S RIS R a4 PR Flogl ¥, Hp Rhine

mat eri al havin desired gtiljty in the oral or

per soMfiroEEneP Eﬁ“ta?‘gﬁp hel¥&r i ous embodi ment s,

such utilities are therapeutic, cosnetic, aesthetic .
decor &russdhat selectiyely mpdify Sy Factiomhaich gephegyhydaptowy, phenobarbital,
enbodi ments, filmflakes conprised by a conposition

can c@rprdans, earbAmazeping, pthepuximivet methauximideepheapuximglige h
functional materials can be incorporated within the

fil m cnmetbagions diazepponbenrgdiarepirtes, phendcamedey phankiarifie,l m

In one enbodi nent, the conpositions of the present

I Nventatazotanife,isakhiamp)| tworaldef andake fike; st fil m fragnents
having a first functional material, and a plurality of

MC 0n@nﬁﬂ)drﬁh§dt@@tﬂ&@l%§ suth s RYodopa SRt ding Wity late,

material, wherein the second functional materi al

o f f emarchbti@amdifRick kiichtas mbpsHihg RédoinT8@bhdlphohd @detdpoh

vari ous enbodinents, the functional material i's a
flavo roﬁpxtnorphgnéf ?Jv{)ﬁihgn&,réldeine, hydrocodone, xycodone, nalorphine, naloxone,

naltrexone and the like,

0. analgesic-antipyretics such as salycilates, phenylbutazone, indomethacin, phenacetin
and the like,
P. psychopharmacological drugs such as chlorpromazine, methotrimeprazine,

haloperidol, clozapine, reserpine, imipramine, tranylcypromine, phenelzine, lithium
and the like.

The amount of medicament that can be used in the films, can be dependent upon the dose
needed to provide an effective amount of the medicament. Examples of doses for specific
medicaments that can be delivered in a film comprised by a composition are reviewed in Example
23.

[0044] In various embodiments, such utilities are therapeutic, cosmetic, aesthetic,

decorative, sensory, or combinations thereof. In non-limiting examples, functional materials useful
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care enbodiments, a flavorant is rapidly released as
the fragnents disintegrate during use of the product,
wa@ledoswss26hg a breath freshening flavor or desiPErusS2004/042442
nout hf eel or sweetness into the oral cavity. Flavorants
anong those useful herein include synthetic flavor
oils or a flavoring aromatics, oleo resins and
extracts derived fromplants, |eaves, flowers, fruits
and so forth, and conbi nati ons thereof. Representative
herein fndYRS f@Udrants N GaPRcAPaREMLAT oftk,| emBisTPRBOReMts - thickening agents,
peppermnt oil, clove oil, bay oil, thyne oil, cedar
e ' ' . 00l s - s
coloranis? Rpoffle. pedie Sleafibd® Sindfle, afthis? 3o B R Hrpsitating agents
plastici%irsrfg Sa%gﬁr})se(,tr ﬁllgaﬁ?—la(%o 1¢d P?:l iivgﬁs,’ (:"s\(%lai\frf]air}‘r9l ?’s%&%(l:a:nn?]las#%lﬁ p%%ﬁox? léff‘tt?ves, anti-
. derivatives, and, variqu rujt flavors..In certain .
microbigF Bet s Rinsy e ik Reghpb R st Ao 4y SESiSp gt other protens,
. additive, such as those described jn Chegic ls Used in
abrasivesy aRf1-EHISE A8LItH dyhltﬁalggiag%ﬁtsf, (9f4°r1@711f°]o§geflﬁe neath; fisshgning agents, tartar
Acadeny of Sciences, pages 63-258. |In various, )
control @piysei e SOnirelcagents, acEedamtdl getives fanEpypRIFANT agtivas, |dgqdgrant actives,
of from about 1% to about 30% by wei ght of the film
conditigning agsnts aboigturigers t airaiobomant 664 eymbipdtipng thefeof-he il m
[0042] In sonme enbodi ments, the filmalso conprises a

40045k neh. voweet aitexinany) nferaprasie dgemt uwlsefubrhetein include anticaries
i nclude natural and synthetic sweeteners. In one

agents, GBRAALIHRRL agbhls SWRRIGAPeIgehtS, Periv@bMal a6ived) Breath freshening agents,
sweet eni ng agent such as a nonosaccharide, a

malodotl} %@ﬁﬁ&aﬁéeﬂ%, G\{/hif‘énﬁl%l ASeRtsC hatib&dfrialsO stefaPhfi-infainBlatory agents,
sol ubl e sweet eni ng agents include xyl ose, ribose,

vitamin%I g{\';ogﬁgss, éia,ﬁéigigfgi?lg)sage?%n% izgl'sataﬁﬁﬁersﬂi{aﬁf:%gcg\l%% deodorant actives,

ugar), maltose, a so

anestheﬁ@ﬁ?%H@ﬁﬁx‘?ur%?{htereok' e., a sodiumor a cal cium saccharin
salt, a cyclanate salt, dipeptide based sweeteners,

GRRED, b S i L eS Bt et SUE. 85 e, whih
is useflﬁ%‘(r)} %%Spreevne?lggril g}s?rtez?tfnegthgf an oral care disorder or condition. Oral care actives
among those useful herein include abrasives, anticaries agents, tartar control agents, antiplaque
agents, periodontal actives, breath freshening agents, malodour control agents, tooth desensitizers,
salivary stimulants, whitening agents, and combinations thereof. Active materials among those
useful herein are described in U.S. Patent 6,596,298, Leung et aL

[0047]  Tartar control agents among those useful herein include dialkali or tetraalkali
metal pyrophosphate salts such as NasP,07, K4P,07, Na;K,P,07, Na,H,P,07 and K;H,P,07; long

chain polyphosphates such as sodium hexametaphosphate; and cyclic phosphates such as sodium

trimetaphosphate. In some configurations, a polyphosphate is a beta.-phase calcium pyrophosphate,
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filmconprises a sweetener at a |l evel of from about
0.01%to about 10% by wei ght of the film [0043] In

wo asosseenbodi nents, the filmconprises a thePepesin€042442
active. As referred to herein, a therapeutic active is
a material that is useful for the prevention or
treatnment of a physi ol ogical disorder or condition.
Such di sorders or conditions include those of the ora
cavity (including the teeth and gingiva), skin, hair,

such asafist1 Y@ s UShatenp8Qui og4, White2Re Uh isémé einbYdiniefits, the film comprises an
preferably det er m ned accordlng to the desired utility

amicalc%fﬁstagau fapmealotf'a%ht 1§3‘E?%°’%%de§%"“ bk g, t he

w ng. A, antimecr such as tricl osan,

gﬁm)ﬂ py{)hgr' {émxm% géén(?s USe‘f{lﬁrﬂ&pé?S rllnck?&&%rgu% Hf’eléﬂ)titg{i@%é/ents. Such

san u nar
sulfur-pgif;é}?{ al(jjlgge tsaﬁvﬁ% Imcl g%oin Iél%lhnzies a C%QP@SI Sglrglt gﬂ(a sa% Such salts
1ncludea?ﬂr1]}tplg Olﬁﬁu{:(g}%and :zgq?cy lcfar:;%g gn% glglg nhghzcé)%étggtjﬁq Hanous embodiments the film
.acet am nophen, i buprofen, ketoprof di fl uni sa
comprigeg SWSHGTRAPIEZANE PERts #Haplevst of frompbent ¢ Al &ohoyhs 0% by weight of film,
i ndonet hacin, and the like, C anti-tussives, such as
from abigu2%6 heelee 2. Stebyaweightert fduli enybantel 0%risrabhad 20% by weight of film.
dext r oret hor phan hydr obr oni de, chl ophedi ano
HOG49k hi Ird chetaincenabadireerits, ke, fubktictelcaages tcanipsisessusativastimulating
pseudoephedrine hydrochl oride, phenyl epheri ne,

agent (ep acauldpe 9P 806H fiFhid énclinkabicke AoREEd indJ.S UPdt A€ 4, 8D0c506 NEleinberg et
i ke, E. anti-histam nes, such as bronphenlran1ne :

al. In SoBle@RhBguremR PELNE sAMURBNIBIRAER), infladdh RddaRid Rich as citric, lactic,
naleate cl emastine funarate, dexchlorpheniramn ne

malic, SRERAL &scorbic, adipic, fumaric and tartaric acids. In various embodiments, the film

comprises a saliva stimulating agent at a level of from about 0.01 to about 12 % by weight of the

film, from about 1% to about 10% by weight of the film, or from about 2.5% to about 6% by weight

of the film. In some embodiments, a saliva stimulating agent can be used in the amelioration of dry

mouth.

[0050] In certain oral care embodiments, the film comprises other active materials, such
as antibacterial agents such as magnolia extract, triclosan, grapeseed extract, thymol, methyl
salicylate, eucalyptol, menthol, hop acids, cetyl pyridinium chloride, (including CPC/Zn and CPC +
enzymes) and usnic acid; anti-inflammatory agents such a breath freshening agents (for example
zinc gluconate, zinc citrate, zinc chlorite and alpha ionone); tooth desensitizers such as potassium
nitrate, desensitizing polymers, and desensitizing minerals; anti-inflammatory agents such as

magnolia extract, ursolic acid; aloe, and cranberry extract; vitamins such as pantheon, retinyl

palmitate, folic acid, tocopherol acetate and Vitamin A; herbs or herbal extracts such as rosemary,
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di phenhydr am ne hydrochl ori de, diphenyl pyraline
hydr ochl ori de, azatadi ne nel eate, di phenhydram ne
wa@edosasees doxyl ami ne succi nate, promnethazi ne PCT/US2004/042442

hydrochl ori de, pyrilam ne nmal eate, tripel ennam ne
citrate, triprolidine hydrochloride, acrivastine,

| or at adi ne, bronpheniram ne, dexbronpheniram ne, and

the |ike, F. expectorants, such as guaifenesin,

I pecac, potassiumiodide, terpin hydrate, and the

oregand '&ﬁmo@llla@%duﬁ%‘ AhEdiRA pheribl GG [0PREAAR] @foondiphdri€and myrrha;
-anfagonlsts such as fanoti di ne,

h
protem§ aﬂ&% a‘Q' ik gﬁ{sagnd azo clll qspés&aﬁe gfé):argcm%negzwes amylase,

tors, opr a

plaquedllsn?ﬂ%fglgl a%%rrﬁ?r al non ealme ch \ljr g&le}llge ﬁ%o%ﬁ%%%a% aﬁﬁc generatlon

enzyme avﬁ?ﬁewgnoé‘a%?{?iﬁﬁ & %88%& AR SFEC PeBi T St s
medlmqujzllllfntfjé{l(&)ﬁ@I !gslég}p égetgl:]u ;ﬂi”gg’gﬂ)g%’f ?I{lﬂlﬂ\éﬂe%%gl}qung probiotics; abrasives

prim done, carbamazepi ne, ethosuxi m de, nethSUX|n1de
such aspﬁlg;ﬁ@ugnth@@g high pleamng |S@\q@,, p-a:g@gsahgents such as stannous salts (e.g.,

benzodi azepi nes, phenacemi de, pheneturi de, o
stannoug c luozideanpe aménd t Aienids; lor omirebe, oxidel tspwshasek eiphibitor such  as

anti par ki nsoni sm drugs such as | evodopa, anmantadi ne
guanidiacwihyldieulfidé ecaldum anteadthcloneam ahgyedierns  swob has goolympmybptiosghonic acid;

her oi n, hydr onor phone, netopon,
preservatives such as Solbrol® (Bayer Chemicals AG);silicones; chlorophyll compounds, anti-
leukoplakia agents such as beta-carotene; anti-oxidants such as Vitamin E; and combinations
thereof. In some embodiments, the films comprise such active materials at a concentration of about
0.01 to about 30% by weight of film, from about 2% to about 25% by weight of the film, or from
about 10% to about 20% by weight of film.

[0051] In certain skin care embodiments, the functional material comprises a material
selected from the group consisting of surfactants, conditioning agents, moisturizers, enzymes and
other proteins, vitamin, and mixtures thereof.

[0052] In certain hair care embodiments, the functional material comprises a material
selected from the group consisting o f surfactants, c olorants, denaturants, film forming polymers,
conditioners, moisturizers, enzymes and other proteins, vitamins, antidandruff agents, and mixtures
thereof.

[0053] In certain antiperspirant or deodorant embodiments, the functional material

comprises a material selected from the group consisting of fragrances, alcohols, anticholinergics,

antiperspirant salts (such as aluminum and zirconium salts), moisturizers, and mixtures thereof.
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oxynor phone, | evorphanol, codei ne, hydrocodone,
xycodone, nal or phi ne, nal oxone, naltrexone and the
wo 2d0s/03865 anal gesi c-anti pyretics such as sal ycPCHUSRN4/042442
phenyl but azone, i ndonethacin, phenacetin and the |ike,
P. psychophar macol ogi cal drugs such as chl or promazi ne,
nmet hotri mepr azi ne, hal operi dol, clozapine, reserpine,
i m pram ne, tranyl cyprom ne, phenelzine, |ithium and
the like. The anobunt of nedi canment that can be used in
{[0654] | "By vlls REHIGREANEHe MR BorhPiSsed ASQniaGHRiE Efhanced active.

provi'de an effective anount of the nedi canent.

As refeﬁ’é?f@he@éig% “90 %ﬁF{hW erﬁrgﬁ&'dfajaﬁgémﬁg L GRNERhS &Q@rtial G hB€enhanced
ellTvered in atilmvconprised by a conposition are
witi 1 RS BERIPE ksl BuA oot SHAREPTR Gty of he
materiaﬂ&%?{q?qtﬁoglﬁi;qa %vj{e}%%%’g gl?artqrf?g gstb:% %%o%%toi ﬂr%gﬂggrgér. Elrllch enhanced utility
useful herein include flavorants, fragrances, essential .
may bepgyegto @%P%Pf‘?ﬁ?@ cg‘g%ﬁpgs, ?rtoﬁ}dérpgeﬁlpl}gggegggqi{vgr’y or reduced physical or
~colorants, cooling agents, sweeteners, binding agents, o
chemica) gegradationiod thesmatenal. ?ﬁ gapperabadiments dearompabiist ¢nbpnqed gnaterial is
agents, pharmaceutical actives, salivary stinmulants,
incompagtitdé withracspmponent cacompasntsartie ¢armeroll edmpapentt which is incompatible
vitam ns, herbs and herbal extracts, am no acids,
with a @iy resbe foradxhmplepsa obraporent whick séavie sheraiotlly arafbimesa precipitate with
agents, whitening agents, odor control agents, breath
a compbic@bbRhe bgriagent s, tartar control actives, plaque
control agents, periodontal actives, antiperspirant

JOb5FES . CHBPAMIIRAD! enRibhdel SR tives among those useful herein include cationic

antimicrobials, calcium salts, fluoride salts, enzymes and other proteins, and other ingredients
incompatible with anionic components, and mixtures thereof. In one dentifrice embodiment, a
compatibility enhanced active is a cationic antimicrobial, such an antimicrobial comprising a
quaternary group. Examples of such antimicrobials include cetyl pyridinium chloride (CPC),
chlorhexidine, and ethyllauroylarginine HCl. Such actives are generally incompatible with carriers
comprising the surfactant sodium lauryl sulfate (SLS, a common component of dentifrices) or
silicate abrasives. For example, in such a composition, the CPC and SLS typically form a complex
upon mixing. The formation of the complex renders both compounds ineffective for their intended
purposes in a dentifrice. However, incorporation of CPC in a film in a dentifrice composition of this
invention comprising both film and a carrier which comprises SLS will maintain both substances in
the dentifrice in an effective state. Other examples of compatibility enhanced actives useful in
dentifrice compositions of this invention include the anti-caries agent sodium fluoride (NaF), which

is a component of some dentifrices, can be incompatible with calcium, which is also comprised by
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condi tioning agents, noisturizers, hair colorants, and
conbi nations thereof. [0045] h various enbodi nents,
wo b@sapet i ¢ agents useful herein include antiBer/iusm04/042442
agents, tartar control agents, antiplaque agents,
peri odontal actives, breath freshening agents,
mal odour control agents, whitening agents,
anti bacterials, steroids, anti-inflanmtory agents,
vitam ns, proteins, conditioning agents, noisturizers,

some d&MHFHRE! Sehis@RhicRET G Rie @ Qfaﬁ%mﬁ& Jel gi?tate However, if one of these
anest hetics, and n1xtures er eof . 46] hi certain

comporfé'hﬂl (f6R ek }gfﬁ,ogécﬂﬁﬂt (fﬁ(ﬁéf 15 Efﬁbﬁ&ﬂpﬁﬂ/ SHm ﬁﬁgﬁérﬂg iff 8rCoral care

active, 'S use or the prevention o
compoano%attl&m{:"gn\}}? Usitfd c%%%l o gffgct Flgﬁ){mtgro f %%ﬂg+ 51%18& an(Et?le anti-caries
nong {Pose
abr asi ves, antlcaries agents, tartar control agents,
anti pl aque agents, periodontal actives, breath
fresheni ng agents, mal odour control agents, tooth
J0086k; t insesrtain embqdimenss. dhe Fllm SAMBTISSHH RIEHTYAY VagA mreservative can
and conbi nations thereof. Active materials anong those
be addedsiaagiounis fesinh abaus 0984 oyti % éalabiaut 6)va, % Fereterabli6ranEbogd).01 wt % to
Leung et al. [0047] Tartar c ontrol agents anong those
about 1us &b f Herfelrm N orclimdimgdixaimipkes io f preseoativali kelbide sastiah b enzoate and
pyrophosphate salts such as Na4P2q 7, K4P2Ch,
potassia2KBREZO?, Na H2P20? and K2H2P20O?; | ong chain
pol yphosphat es such as sodi um hexanet aphosphat e; and

qEobTr Phosaivak entiodaherds thO Prastitt inveioaPHesiabataedentifrice having
some configurations, a polyphosphate is a beta.-phase

entramé‘cﬁtlh@ﬂeﬂf'@lék)ég ephearp ﬁ?&at%bl@ tfilﬂ%o%ﬁ%d%%dnﬁbg%&oﬁ@hﬁﬁhe of a water
6,24 1,974, Wite, Jr. In sone enbodinents, the film

solubleclgﬂg%(éﬁlgil %Pgbﬁ% 'pg%trféﬁ gH(? ﬁﬁ%ﬂ{lgaﬁtgfchaﬁ% rehln‘P f(lj‘nbagl?)g Hgvn]'gl; entrained

therein aa%e%%ent léég%tgci frho%lr %herapeu&c, uc%%m%tlilcl fslérrls r,eCIdpdéc%tratlvg agents. In one

agent.

embodiment there is provided an aesthetically decorative dentifrice having distributed throughout
film flakes in which a decorative colorant is entrained in the film matrix, the dentifrice vehicle
being substantially clear so that the aesthetically decorative effect can be viewed by the user. In
various embodiments, therapeutic agents such as antibacterial agents and fluoride anticaries salts,
are entrained in the film flake matrix. In various embodiments, sensory agents such as breath
freshening agents, mouthfeel agents, and sweetening agents are entrained in the film flake matrix.
In one such embodiment, the flavorants are rapidly released as the flakes disintegrate during
toothbrushing, delivering a pleasing burst of sweetness or breath freshening flavor into the oral
cavity.

[0058] In certain embodiments, the entrainment o f the therapeutic, cosmetic, sensory

and decorative agents in the film matrix suspended in the dentifrice or other composition isolates
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sul fur-precipitating agents include netal salts, such
as a copper salt or a zinc salt. Such salts include
wa@opp®ess2ed uconate, zinc citrate and zi nc gl ucoPer/Es20041042442
vari ous enbodi ments, the filmconprises sul fur
precipitating agents at a level of fromabout 0.01 to
about 30% by weight of film fromabout 2% to about
2.5% by weight of film or about 10%to about 20% by
wei ght of film [0049] hi a certain enbodinents, the
these agenBiCirdr NitbraltinBl ittt teaGRVERAIEMENtS preért Y@th%tcbﬂ‘i%ﬁﬁdnﬂﬂ) that the agents
agent (a "succulent"), Such agents include those

are malqiaﬁféhgﬁ%‘flan'n l}Use?araféaifrom R regctﬁlg Qo ?@sméﬂ BLRARLE ®tingmanufacture

hi sonme con I'gurations, a saliva stinul atirng agent can

and stofagg Lde s&sé@%ﬁtl)ﬁﬁéugg égéggkdéﬁsoxﬁ hferﬂh(ﬁ mz;tﬁg WhEn tHEEl:Iofn‘f)osnugq is used.

ccinic cor urrar C and tartaric ac

SO0 o IO P WOEn it o PR BB LS, e
methOdgg’glggg 5% %}PWPQ%P t f t ElngﬁJ}h:l}fm H{\;a%,rgg?ﬁ?rg%(%%%ﬁg%g g:gmpanents ofa

about 6% by weight of the film_In some _enbodi nents, a

film fogming,slursy, isHeh ag e disslosed g}nthgeE)@gg)éesl beleeare mixed to form a film
amelioration of dry nouth. [0050] In certain oral care

formingstawyi perapasgiont Hie siummis easpen 8 esdeasetie pubgate ged dried to form a sheet of
mat eri al s, such as antibacterial agents such as

film materggholln eneeorhvegicrhentf the sitgrate, majersa dgee suréact teansion that allows the film
thynmol, nethyl salicylate, eucalyptol, nenthol, hop

slurry ta§presd substhitiallp yihifélinily derossthe sibdeate Gurfuek UHlérably £3fdididg formation of a
and CPC + enzynes) and ushic acid; anti-inflammatory

destrucBGERR KetSdenahdfiRatad fhesbsemite gNaﬂﬂamlﬁng &@fnp@ésmh@able substrates
zinc gluconate, zinc citrate, zinc chlorite and al pha

includel g‘?ﬁ@ N@inledsQflel) TARSEMSIHY p%?}retc-hyi%'ﬁe o331 d3AL - ﬂﬁﬁt‘e?@ted paper. Following

trate, desensitizing pol'ynérs, and desensiTti zi ng

castmg,nPhQ il S theftAkibd. B&WQ M EH b8 cAHER ofiSat high temperature with the

aid ofa drying oven, a drying terminal, a vacuum drier, or any other suitable drying equipment
known in the art. In other embodiments, the film is made by extrusion of the film composition
through a die, followed by cutting to a desired thickness, and drying. In other embodiments, the
film is made by solvent casting.

[0060] In some embodiments, film fragments comprising a repeating shape, such as, for
example, a geometric or representational shape, are formed from a slurry or a dried film. In certain
configurations, forming of a shape can be by any method known to skilled artisans, such as, for
example, adding a slurry to a substrate comprising a mold. In certain embodiments, a dried film can
be cut or punched into a shaped film fragment.

[0061] The film fragments are incorporated in the base dentifrice of the present

invention at a broad range of concentrations. In various dentifrice embodiments, the carrier
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magnol i a extract, ursolic acid; aloe, and cranberry
extract; vitam ns such as pantheon, retinyl palmtate,

wo edos058263 d, t ocopherol acetate and Vitanm n A; PCBEURE00042442
herbal extracts such as rosemary, oregano, chanomll a
recutita, nmentha piperita, salvia officinalis,
or conm phora and nyrrha; proteins, such as mlk
proteins and enzynmes such as peroxi de-produci ng
enzymes, anylase, plaque- disrupting agents such as

comprift@ Pabmentd |aU£3 RRABVI AN allut 0968 LBRR 8% B ieighotithe composition, or
generation” enzynes; whitening agents such as hydrogen

from a3 @85 Resbolif G35 Rl lﬂ%fﬂfé‘éolé‘l gapdipte salts,
medi cl nal s, such spirin cetyl salicylic acid),
caf f ei ne, and benzocalne probi otics; abrasives such
as silicas (including high cleaning silica);

Calm.e]__antl-caries agents such as stannous salts (e.qg.
stannous fluoride) or amino fluoride; a nitric oxide
BB e e e gL Syt s i

| yunyl phosphoni c acid; preservatives such as

fragmerS@)llb pasTained. (Bapterrediehyreial & “anyersis any sriasial eheampesitign|in which a
conpounds, antileukopl akia agents such as

film capereaentrainstieand: is snitablofordadmisistatim o applicatfrinntoEthe drhan or animal
conbi nations thereof. In sone enbodi nents, the filns

subject ¢ 0 mronsheswalpositivn vea draingtdéred or appled c Ancrefdrredt todrergf, “ entrained”
about 0.01 to about 30% by weight of film from about

refers t@ et embz@idp o2 B¥pENsioked fGNfilnDin 4 dveridrl TAvarddusfeibdd ikt comprising a
10%t o about 20% by weight of film [0051 ] In certain

pluralit$ loF FrafREfts, SBIP Gia PRBA S m l‘yhﬁ dntainbd 89 mbEAiLS, isBbpension, dispersion or

conprises a materi al ected fromthe group

other dfs@isitioh! SHOmefsr GBQQB%E 3:'an'ﬁ3 NGy L0003 BI&ReRts, the fra ents are

nol sturi zers, nzynmes an er prot el ns, Vvi tam n,
distﬁbué@%glgét%éﬁ!lg ﬁgxﬁgéenp[d%g ?géu#lhputctﬁ{ ear%lll%[ Iil?b{hercér’h[lt?omments the fragments

are notnagt%[)lilt%cli homogenously in the carrier. In certain embodlments, the distribution of a
plurality of film fragments is substantially isotropic within the carrier.

[0063] The compositions of the present invention may be described as comprising two
phases, wherein one phase comprises a carrier and a second phase comprises a film or fragment. By
"phase" as used herein is meant a physical phase as understood in the physical and material
sciences, 1.e., a portion of a material whose properties and composition are uniform. However, a
phase as used herein can be discontinuous, i.e., a phase can comprise a plurality of separate
components. For example, a plurality of polymer film fragments of identical composition is
considered to comprise a single phase. In some embodiments, a film fragment can be entirely
embedded within the material comprising the first phase, or totally or partially exposed on the

surface of the first phase. For example, if the composition is a dentifrice comprising both a gel and
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selected fromthe group consisting o f surfactants,

colorants, denaturants, filmform ng pol yners,
wa@ondsszener s, noi sturizers, enzymes and ot herPCT/US2004/042442

proteins, vitam ns, antidandruff agents, and m xtures

thereof. [0053] In certain antiperspirant or deodorant

enbodi nents, the functional nmaterial conprises a

mat eri al selected fromthe group consisting of

fragrances, al cohols, anticholinergics, antiperspirant

film fragakhtS, 4 Al FragBerdt| b WRAIRkrdLifided by Uhe g@l' drSpartially or totally exposed
noi sturi zers, and m xtures thereof.[00 4] I'n various

on the SFRCAbIBRIRL. I &rfald é&médtg%nﬁggamoigmdsa tore than two phases.

enhanced active. As referredto el n,

Such m:t%lggm?é +&l{l¢]d§tt%ﬁg {}Eﬁlﬁ% Bifbs \jil%/%eli;xioi csérr?er;, WnGL deﬂﬁ‘éht (i,o(r)llt]ributes a phase

eria as ‘enhanced U ty in’a composi
to the \r’cmgﬁirgf(?%i{;cﬁ, th 1%1 ?1& tGI{III %1') i fl[i]g’l g’¥acon£t(s) ﬂ%%tn tgFﬁ%g}ng% %Ieéerig. Other multi-phase
conposition wherejn the material js a component .of t
composiitp P LS AE JREHCE AT FTLS ) T o DA iy oh Trgmens,

_variety of factors, including enhanced delivery or
whereiry thg glugditish gk iregmenty hayp dificang CorBpRs#pRei on of t he
material. In some enbodi ments, the conpatibility
dAB64k e dinnearteiri ambpdimieniso Ap@Ningkidion compaisiggngdaeshttwor phases can
conmponents of the carrier. A conponent which is
comprisenar@ngrambiel @mponbnts widnh; indiile gmnhn beessaipforahasph@yrea r stability of a
conponent which reacts chemcally or forns a

compositichC i grotidé e Wbeiidficl canpstieit ofect Nia c@h¢ icdAfigrAMME] a component
Conpatibility enhanced actives anong those usef ul

providife b SeReficie lob destitetic | PRt iCead Hel A dtitbat! Whick ¥ mcbiipAMId Fith at least
fluoride salts, enzynes and other proteins, and ot her

one phﬁs@%feﬂ{b %ﬁﬁ)oﬁﬂ%”@&%i eplcgmi%ﬂeﬁt anl 8RlifcIcRAPRANS Qﬁf?ererﬁ%ase of the

m xtures thereof hi one dentifrice enbodi nent, a
conmo&ﬁm@atibility enhanced active is a cationic
anti m crobial, such an antimcrobial conprising a

[0065] In various embodiments, the carrier is a liquid, semi-solid or solid. A "liquid"
can be a liquid of low or high viscosity. A liquid can be a liquid of so that flow is imperceptible
under ambient conditions. For example, a soap, such as an ordinary bar of hand soap, can be
considered a liquid herein. A liquid can be a thixotropic liquid. A "semi-solid" as used herein can
be a gel, a colloid, or a gum. As used herein, semi-solids and liquids are fluids distinguished on the
basis of viscosity: a semi-solid is a high viscosity fluid, while a liquid has lower viscosity. There is
no definitive dividing line between these two types of fluids. A semi-solid can, in certain
embodiments, have a viscosity as high as thousands of mPa-s. Carriers among those useful herein

include liquids, pastes, ointments, and gels, and can be transparent, translucent or opaque.
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quat ernary group. Exanples of such antimcrobials
i ncl ude cetyl pyridiniumchloride (CPC),
wa@ kdosoksegi di ne, and et hyl | auroyl ar gi ni ne HC . BUDS2004/042442
actives are generally inconpatible with carriers
conprising the surfactant sodiumlauryl sulfate (SLS,
a common conponent of dentifrices) or silicate
abrasives. For exanple, in such a conposition, the CPC
and SLS typically forma conpl ex upon m xing. The
10066} B HLRARSitBAY O O Giventi 1
BOBE P, gl VRS, R O B0 BRI vention e oral care
ent i fEi wever . . | tion in.a fi ' .
composhs M0 5o BUMHSErich R SPRERALAP, Sl bl T Bnirics
both filmand a carrier which comprises.SLS. wi.ll|
m"“thvﬁé\g‘ﬁt grme b%"ﬁ‘ﬁ lozaiers heads: igHmpngr éﬁ'ﬁ’?’r ?‘?‘gﬁﬁf‘iﬁ“‘gﬁomhpasws’ Sprays,
. effective state. Qther exanples of conpatibility .
paint-op, g ribRA e VUESESORRR DRGNS PR EEo ﬁwggqmblaﬂgonafhereoﬁ An
this invention include the anti-caries agent sodium o
oral care| cQBPPHEON m¢y§ed\,{7ﬁr@h cqlrsbqaus(?g{@ﬁ gEHAPleffOE ety prevention, whitening,
dentifrices, can be inconpatible with calcium which o
plaque ipgevghtien womsdictiod, Igyngivies degvention oegedussionu sastae lopirelm sensitivity
fluoride (CaF2), can forma precipitate. However, if
preventameor oéduttieas er beathomdodos pfdventioaoa mgaluetiors and stamfpreventiahe)
is conprised by filmfragnments in an oral care
00Tl t inGdertainhe@nbivdih@ss, hicomp6éfio EaMprikngeitilest twiephases can be a
amounts o f both cal ciumand the anti-caries agent.

skin cak© @&fpositibonC 61 St RETLL dbdFE At Rtiod, hag bf)&l% gﬁ}agﬁ),_n? 'bbt%e§el,taa shampoo, a
e adde

preservatlve. A preservatlve can I N anmount s
diti P } .00 Oﬁ 0 f . r . .
con ltlélr{?o’u@t ﬁggglan\% Ql%g%twe{asgo%}?, ?kﬂ\%’g{an /c(a),‘é% Pﬁur% fam%sﬂl%hé’ ofr cBfbinations

oot A7 SHRRLER ol (RREFST Bk IR Wb
comprigg%b?tﬂ%g &@SM?Q%BH 'E)g g%gitr cziirg \égrrgl{)(i)s?t?on? gt?c iag,et%r gxample, a shampoo or a
conditioner, or a combination thereof.

[0068] The specific composition of the carrier preferably depends on the intended use
of the composition. In various embodiments, the carrier is aqueous, comprising from about 5% to
about 95% water. In other embodiments, the carrier is substantially non-aqueous. In a dentifrice
carrier, water content can be from about 5% to about 70%, from about 10% to about 50%, or from
about 20% to about 40%.

[0069] The carrier may comprise any of a variety of materials, including emulsifiers,
thickeners, fillers, and preservatives. In some embodiments, the carrier comprises a functional

material, such as those described above. I n some e mbodiments, the carrier c omprises the same

functional material as the film.
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entrai ned therein flakes of a water hydratable film

conprised of a honbgeneous m xture of a water sol uble
whyasosszed kyl cel | ul ose pol ymer and, optional | BCT/US2004/042442

starch, the filmmtrix having entrained therein an

agent selected fromtherapeutic, cosnetic, sensory,

and decorative agents hi one enbodi nent there is

provi ded an aesthetically decorative dentifrice having

di stributed throughout filmflakes in which a
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rapidly rel eased as the fl| akes disintegrate during
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sweet ness or breath freshening flavor i nto the ora
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agents andomibinetiatsi thereaf) e Mhickemers loe gellingn agants i vsefal hpreind @dluda inorganic,
the dentifrice or other conposition isol atesthese
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polyvinylpyrrolidone. In certain embodiments, the carrier comprises a polishing agent, such as a
silica, a calcined alumina, sodium bicarbonate, calcium carbonate, dicalcium phosphate or calcium
pyrophosphate. In various embodiments, the carrier can be a visually clear composition.

[0072] In various dentifrice embodiments, comprising a visually clear carrier, the
composition comprises at least one polishing agent. Polishing agents among those useful herein
include collodial silica, such as, for example, Zeodent® 115 (Huber Corporation), and alkali metal
aluminosilicate complexes (i.e., a silica comprising alumina). In some configurations, a polishing
agent can have a refractive index close to that of a gelling agent combined with water and/or
humectant. In various embodiments, the carrier comprises the polishing agent at a level of from

about 5% to about 70% by weight of the composition.
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filmformng slurry, such as those disclosed in the
Exanpl es below, are mxed to forma filmform ng
W@ kaosogs26dnposi tion. The slurry is cast on a retBESH/@12442

substrate and dried to forma sheet of filmmteri a

hi one enbodi nent, the substrate material has a

surface tension that allows the filmslurry to spread
substantially uniformy across the substrate surface,
thereby avoi ding formati on of a destructive bond
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cutting to a desired thickness, and drying hi other
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[ 0060] In sonme enbodinments, filmfragments conprisin

sulfonage; ranp erasubsigniypaturated igher akiphatieseaypinaides ofj e dawer aliphatic amino
or representational shape, are forned froma slurry or

carboxygicdacids dudhi asl thodei hagimgtlditn 16 eaftiogu irathe datty, acidyatkiyhgr afyl eedicals; and
shape can be by any nmethod known to skilled artisans,

mixturUbdredfs Arhides @xideploe exaagilé, Niladrsil bdrédsinepardl thel kvt @tassium, and
conprising a nold. In certain enbodi nents, a dried
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fragment. [0061{ The filmfragments are incorporated

the calher E&ﬁplki)s%§ Shé §iEdctdnt GE aOkydI N RERSHBNLt bRVEW 'aQ(ﬂlt aJor, By weight of

broad range of concentratlons hi various dentifrice

compo SRR R0t ERIRUBEPELARTEDLS 0 2o
C[%Wf' t ll“ﬁe present invention also provides methods for making a dentifrice carrier. In

one embodiment, water and at least one humectant are dispersed in a conventional mixer until a first
homogeneous gel phase is formed. A polishing agent is added into the first homogeneous gel
phase. The first homogeneous gel phase and the polishing agent are mixed until a second
homogeneous gel phase is formed. A thickener, flavorant and surfactants are added to the second
homogeneous gel phase. These ingredients are mixed at high speed under vacuum of about 20 to
100 mmHg.

[0075] In some embodiments, a composition comprising a carrier and a plurality of film
fragments can be suitable for use as a body cleansing formulation, such as, for example, a soap, or
a soap-based gel formulation. In these embodiments, a carrier can comprise a cleansing formulation

such as, in non-limiting example, a polyethylene glycol diisostearate such as disclosed in U.S.
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from about 0.05 to about 0.5% by wei ght of the
conposition. Carrier: [0062] The conpositions of the
wEe@s®es263 nventi on conprise a carrier in whi chrer/fisiong/042442
or fragnents, is entrained. As referred to herein, a
“carrier" is any material or conposition in which a
filmcan be entrained and is suitable for
adm ni stration or application to the human or ani nal
subject t o whomthe conposition i s admnistered o r
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fragmertBit 81 beaduitalble EHARE as b cEsmetia, U0h bs, For Xampldyaineistard forhQR€on that is
properties and conposition are uniform However, a

remova@liéaﬁ‘{lh ScapUnACv 16 B FheSBmb&ifestS Ot icBRE San be @ masBara formulation
phase can conprise a plurality of separ ate conponents.

such asiF cgé'clc%é@gﬁ)b% ' Pefferi? |6L9'0§|49$ YARSatRRleY BB Inf dektFinf doA8 PR HiShsOthese carrier

entic COITpOSI ion 1’s

compositions can comprise from about 3% to about 60% water-insoluble polymeric material, from
about 2% to about 50% water-soluble, film-forming polymers, and from about 0.05% to about
20.0% organophilic clays. In certain embodiments, these compositions can be fabricated in a
multitude of forms, such as creams, pastes and solids. In some embodiments, a mascara
carriercomposition can comprise a water-insoluble polymeric materials in an aqueous emulsion. In
certain embodiments, water-insoluble polymeric materials, can be aqueous emulsions or dispersions
of polymeric materials comprising polymers. In some configurations, the polymers can comprise
precursor monomers, mixtures of monomers, natural polymers and mixtures thereof. In some
configurations, a polymeric material can also include water-insoluble polymeric materials. In certain
configurations, a water-insoluble polymer can comprise from about 3% to about 60%; from about
4% to about 40%, or from about 5% to about 30% by weight of the composition. In non-limiting

example, a water-insoluble polymeric material can comprise monomers selected from the group
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considered to conprise a single phase. In sone
enbodi nents, a filmfragnent can be entirely enbedded
wowdkioss2ehe materi al conprising the first phaseCT/U82004/042442
totally or partially exposed on the surface of the
first phase. For exanple, if the conposition is a
dentifrice conprising both a gel andfilmfragnents, a
filmfragnment can be totally surrounded by the gel, or
partially or totally exposed on the surface of the
consistif€bf arbMak€ v inglsNdieAodh SidesC ORPRAlide§) VenyTidBRY Nabiles, vinyl esters,
nore than two phases. Such multi-phase conpositions
olefins AiGth&if Eoﬁl@ﬁ?%ngﬁ%‘xﬁgdéﬁ@owﬁ%ﬁe{tﬁ &rbo%gﬁcb aQls, Wy Coiters of unsaturated
contri butes a se to the conposition, inaddition to
g1 r descs lbgd | |t e, .
carborsli st PRV SeiBEoGt WRA SR B NnseldrlEl SMbokyrRIRES gricdes of
t 0 re.pluralities.of fra t wher.ein.the . o
unsaturgye canponitic deify aping deceiven ol WA ] PR AU Esiqy! derivatives
[0064] .In certain enbodi nents, .a conpositi.on e
of alkyl.esthst #%mm&ite %B?@Mﬂﬁ?d@%@le R d3PRTR gematic diamines,
nore conponents which, while not necessary for the
terephthaiqyl halides odefinicspodynls sndymiztusesdtberefsi ti on, provide a
beneficial or aesthetic effect hi sone configurations,
d0@BHp onlarsomsreantadiments Henmbpsitien ¢ onprsing heairer @hd eqtlurality of
can be a conponent which is inconpatible with at | east
film fragnenshasdeofuitable foomxoss tm @antipeBipidanta acdevgamst)tor @arnbperspirant —
included in a different phase of the conposition.

deodoran® QOBD O Nsueh fab,0fd B exaniseli Aieamtiferspift@t. C Ar ¢drfiér dfShése embodiments can
liquid, sem-solid or solid. A"liquid" can be a

compridel SiYiaftipdrspiRnt RbmPBb@tion s8OSt Bor dahiptli £ aRdpeRPirdnt composition
liquid of so that flow is inperceptible under anbient

disclosddGRArd i’ﬁ@lﬁa&@[%@(@@egn h@tlﬁ%bo?fﬁﬁ&t@% (%Pn'éi‘rcgli] B&rtYr example, a
bar of han e A

soap, can consi dered a i quid herern.

sing]e-ﬂ&é&eégg)ﬁge?rg:gﬁgggﬁné i&i g:(o%l{iﬂ&idcallti%%f.)igant ’%cltlivs’ee,rg 'sﬁi%riled ela@Smer and a
volatile silicone. In some embodiments, a antiperpirant carrier can also comprise a structurant.
[0078] Insome embodiments, a composition comprising a carrier and a plurality of
film fragments can be suitable for use as a shampoo, such as, for example, an antidandruff
shampoo. A carrier of these embodiments can comprise an antidandruff composition such as, for
example, an antidandruff composition disclosed in US Patent 4,470,982, Winkler. In certain
embodiments, a carrier can be, for example, an antidandruff shampoo composition comprising
anionic surfactant, a suspending agent and an alkanol amide. In some embodimens, a surfactant can
be an alkyl sulfate, an ethoxylated alkyl sulfate or mixtures thereof. In some configurations, an alkyl
sulfate can be the sodium, ammonium and triethanolamine alkyl sulfates having from about 8 to

about 22 carbon atoms in the alkyl chain, or from about 8 to about 18 carbon atoms in the alkyl

chain, or from about 8 to about 18 carbon atoms. In certain embodiments, a suspending agent can
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be a gel, a colloid, or a gum As used herein,
sem -solids and liquids are fluids distinguished on

WO b@slossess of viscosity: a sem-solid is a hi ghCT/US2004/042442
viscosity fluid, while a liquid has | ower viscosity.
There is no definitive dividing |ine between these two
types of fluids. A sem-solid can, in certain
enbodi ments, have a viscosity as high as thousands of
nmPa-s. Carriers anong those useful herein include

compridel SHhRImRAH! &ampR, BIhyRAL §lyc§1né"st69§b§f tg%uﬁ,%vh@ from about 16 to
transparent, transfucent or opaque. [ 00 I'n certain

about 28'Th8Hh Eﬁl%ﬂlts Ssuch Q? f&%@lﬁ?let étﬁﬂéneo%lgtbo:i‘ gte%fr%i%tth hBYEMd 8earate, or

are oral care CO[TpOSI ons, " sul

h -
alkanol. aglnfles i %@#} ?8& r,tthl‘ilg %ot ?%ou? fi‘ﬁ t(g Xb%lg2?gﬁago§g?agc’§h§,|o9 Bout 16 t0 18

ices

carbon ?t8161[sﬁlgxéslacgr§o‘? aglbc}e gl lgs ’6 asl(t)r ac @né%tﬁgﬂola[%iag %Eﬁaﬁlg 81%Ith%nolarnide stearic

monms%%lmga?ng gq.s] tng ﬁmg%ggok%agﬁtﬂrﬁnf%as}eg%% nLE I(}gll’vt\glp &H]rl])odlments an amide
di scl osed herein can be used, for exanple, for cavity

can be gyelkanelapyides i fatiyficidy knpwm fu aispinshampoesn Irbvrert.aweﬁglaﬁtwns these

gingivitis prevention or reduction, tartar contro

can be generally imdnpy anst Gielandlamides of Rty ecidohaving fromeakowt Sviel abdutr 14 carbon
prevention or reduction, and stain prevention. [0067]

atoms, $uthaecoainnt mnbmﬂlhamahtrﬁde, daucio mippisinblaondec andpmixsuregthateof. In certain
| east two phases can be a skin care conposition, for

embodif%ARP bk, anddSEaflf carrledtdad condprio® dy pavaisiilate darvidbidrgff] agent. In some
shanpoo, a conditioner, a deodorant, an

configubdifoh§ € kiselé r @t bed fbF ABLAPRE, subfupe %élékﬂﬁm ulgs MBhIE/1i0r acid, zinc
conbi nati ons thereof such as a

pyndm&ﬂfoh@e&ﬁ&' KN 991@(!6?1% LbBROhosk Mi&RIsERIR U S. Pat. No. 4,185,106,
odi ments, a conposition conprising at |east two

Dittmalg£ gﬁﬁgﬁd Vald Qﬁnﬁfpgt?dsrd}s%ﬁ) s&d ﬁ?liﬁ&ﬁ iph{. 91‘8 1 %Hf R4 Freh 10 1078.

a con one r coﬁb nati o

Elgﬁfﬁgf B’r 23?126?%{5?%;16 Iagggﬁ%g:ogﬂ)%?l n FP]IPB’H%}% ad:ggler and a plurality of

film fragments can be suitable for use as a 1otion, such as, for e xample, 1otion disclosedin US
Patent 6,352,701 to Scholz et al., which is hereby incorporated by reference in its entirety. In some
configurations, a lotion carrier can have a very nice feel after both single and multiple applications.
In some configurations, a composition comprising a lotion carrier and a plurality of film fragments
can maintain or improve the skin condition after multiple applications without noticeable slimy or
abnormal feeling during post application hand washing. In some aspects, when used as a presurgical
scrub replacement, a composition comprising a lotion carrier and a plurality of film fragments can
achieve bacterial, fungal, and viral kill equal to or better than a traditional soap and water scrub in a
shorter period of time while maintaining or improving the skin's natural barrier to microbial and

chemical contaminants. In certain embodiments, a composition comprising a lotion carrier and a
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of the conmposition. In various enbodi nents, the
carrier is agqueous, conprising fromabout 5% to about
w@ssmss2e3 . | n ot her enbodi nents, the carrier PGI/US2004/042442

substantially non-aqueous. In a dentifrice carrier,

wat er content can be from about 5% to about 70% from
about 10%to about 50% or from about 20%to about

40% [0069] The carrier may conprise any of a variety

of materials, including enulsif ers, thickeners,

pluralit} ok (ih SragRRfs REE gﬁ)rv}’cﬁta' viscdus b&hﬁ&ﬁﬁ)ne\ﬂmﬂg {H¥RIAES a high&oncentration

carrier conprise functional material, such as those

ofa loglgts Qlcbll%efq) F Q8Enot 're olgxqpr%j 'tt{fﬁ&hér totrngieﬁtgg cbﬁl‘bosition viscous.

I Ses e sane I al
Furthery if caﬁ%m ebetfi ew?rrlp?se%on | Pt 3 580 ikt and L bRy of fim
fragme it by SOPIHcaY SR UHTE 1] S e R STABsea Y § datiap s 2 foam.

col or propylene glycol. In sone configurations,
gﬁ?ﬁ hr r AcfomngRiion sempasig riaiionrrerigr and p plwality pf il fragments can
about 10% to about 80% by wei ght, or about 20%to
comprighblowes lephs) angivgler inog weight rgtw;pf):gqom DN6S ©ak0;i (e between at least 0.5%
conposi tions anong those useful herein are disclosed
and 8.00mbywSighPhidkates spstGB Sompised @it Teadt twd emplsifiersaleachaamahilsifier present
4,839,157, Mei-King Ng et al. [0071] In various

in at lea10t0504 by veiiib atlereRinthe emulitfietacdni ler seoRPsudethat the composition free
t hi ckeners, gelling agents or conbi nations thereof.

of auxiliity GIEIRRES 1§ a SRLOSINDf a0RE 2,000 @Edtlpolt8aE2 N dédiéds WWghd wherein each
i norgani c, natural or synthetlc t hickeners or gelling

emulsﬂ‘?&‘%ﬁﬁ $e chip QARG [bfaét%'lE A idPRobil BRUS %& h@feas‘f %ﬂp 'h#/&@ﬁhlhc group,
he thi ckener and gelling agent at total |evels o

whereug r(g'y'l é}) tbﬂ:%f%}}pbc;ﬁ\%g :égﬁlg)ﬁ{@fdb&tfﬁﬁ%ik%n%mu rof Ltr lgz@t ?@ Q4tbon atoms;
an alkenylagr%ug 3f gt leagll SAfdra t%rrr]g grean araﬁ(y?gr an aralkenyl group of at least 20
carbon atoms; and (ii) the hydrophilic group of at least one emulsifier can be comprised of an amide
group having the structure --NHC(O)R™ or --C(O)NHR™ where R™ can be hydrogen or an alkyl
group of 1-10 carbon atoms optionally substituted in available positions by N; O, and S atoms; an
ester group of short chain alcohols or acids (e.g., L=--C(O)OR' or --OC(O)R' where R' can be Cl1-
C4 branched or straight chain alkyl optionally substituted in available positions by hydroxyl
groups); a polyglucoside group having 1-10 glucose units; a polyglycerol ester group having 1-15
glycerol units, a secondary amine group; a tertiary amine group; a quaternary amine group; an
anionic group such as a sulfate, a sulfonate group, a phosphate group, a phosphonate group, a
carboxylate group, or a zwitterionic group.

[0081] In certain embodiments, the films and carriers of the present invention are

comprised so as to maximize aesthetic acceptability of the composition. As referred to herein,
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useful herein include inorganic thickening silicas

such as: an anorphous silica, for exanple Zeodent(r)
waewss2ber Corporation); Irish noss; iota-carPEnesasn)42442

gum tragacant h; or polyvinylpyrrolidone. In certain

enbodi nents, the carrier conprises a polishing agent,

such as a silica, a calcined alum na, sodium

bi car bonat e, cal ci um carbonat e, dical cium phosphate or

cal ci um pyrophosphate. In various enbodi nents, the

“aesthefi®aédeBlably® REerd t0/ihe Udédpiabflltfaf tHeOrmRGDkitibR o tl[eof?l?e%hed Oser of the
various dentifrice enbodi nents, conpr|5|ng a visually

compos(ftllcﬁlaa{cc&ﬁﬁ{g' t6lone Epﬁoﬁq@%ﬁdoﬁﬂ cﬁflgxqpﬂéhﬁﬁ th 5?%@%?19@ (including

hi'ng “agent i'ng agents anong t ose

color a%g t(r) g%et) I( %ohj fg n? |_? u@) reéﬁplolr . Iﬁ%ﬁ?é‘iﬁ@nt &%ﬁos@%&{'@qnﬁmsmg film

| um at e

0si | ri.sin
fragments g ficdesteq °r§8ﬁ§3%908ma?a§ rbtandng o %sﬂ?% R e the s of
can haye a ractive |nd X cl ose to.that elli
methods gmgpe ke wetIa e it FOVBIPEIP Ea A1RB5aTh {5t aﬁ%ecf% ﬂ%a?qsewsevaluatwn
enbodi ments, the carrier conprises the polishing agent
can corgprisg Prexiding samplesin aipangt ofwsters whedate o sanileswsinga 9-ppint hedonic
the conposition.[0073] In certain dentifrices, the
scale asodgseribed. conpri ses a surfactant or mixture of
surfactants. Surfactants anong those useful herein
i nclude water-soluble salts of at |east one higher
fatty acid nonogl yceride nonosul fate, such as the
Score/gdfg um sal St fHedbeic Sealeul f at ed nonogl yceri de of
hydr ogenat ed coconut oil fatty acids; cocam dopropyl
9 bet ai ne; alire gheemay Kyl sul fate such as sodi um lauryl
sul fate; an alkyl aryl sulfonate such as sodi um

8 dodecyl bem&gggg%ngonate a hi gher al kyl
sul f oacet at e; di n1|aury| sul f oacet ate; a hi gher

fatty acid r , 2-di hydr oxy propane sul fonat e;
/ and a substgﬁkﬁgpﬁy Sat ur at ed hi gher aliphatic acyl

6 am des of %kegwqﬁwallphatlc am no
5 neither like nor dislike

4 dislike slightly

3 dislike moderately

2 dislike very much

1 dislike extremely

[0082] A film or composition scoring above neutral on a 9-point hedonic scale, i.e. 5.0
or greater, for at least one, more preferably two and most preferably all sensory characteristics of
shape, color, flavor, mouthfeel and texture can be considered to be acceptable with respect to the
measured attributes. Thus, for example, a panel comprising at least ten testers provided with film

fragments comprising a particular shape, or a multi-phase composition comprising film fragments
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carboxylic acid, such as those having 12 to 16 carbons

inthe fatty acid, alkyl or acyl radicals; and
woreoossees t her eof . Ami des can be, for exanpl e, PCT/US2004/042442

N- | auroyl sarcosine, and the sodium potassium and

et hanol am ne salts of N-lauroyl, N-nyristoyl, or

N-pal m toyl sarcosine. In various enbodi nents the

carrier conprises the surfactant at a | evel of from

about 0.3%to about 5% by wei ght of conposition, or

of a pARQUAr $hapdo (Qg.al0oakntiB e D3onRIsBIB! sqahreCRIMP FalzineMS), can rate the film
[0074] The present invention also provides nethods for

o) 90 P LESLSPULIH ) 000 SUAFLOB 10\,

afteﬁaslfég ?e;ég?lh%g rﬁﬁkac? Iﬁ&{t #40 {CIX'CU?C Eﬂdr &Ier%@ggg? Q&g@?éﬁlftpg E't?os(fg scale. In

ol''shi'ng agent 1s a nto
certain g%gggiﬁuge%%gﬁ]egﬁ%%% Qgglg% tﬁggﬁglfltlrs‘r]rakﬁtgghaaﬁ%) | errleggoéé%goﬁba@shgu%ﬁ as color,
honbgepeous_ gel i s. forped. hi ckener,, o .
Ravor, JreRat, At aReICaSts, RaCtisat WP ni e A e dnd gl iking. In certain

honogeneous gel phase. These ingredients are m xed, at
embodifegly, 415 M@t plide Prosieibring tegferd of tEopurpese beHRjOdycH fripated to the

In some enbodi ments, a conposition conprising a
testers, @Eeqttherhedpric sesponse fl iettgstesf il m fragnments can be
suitable for use as a body cl eansing formul ation, such
d9083br Ehanmhpgsiteons odiphe mresat soaptidraseg rgetably s table under normal
fornmul ati on h these enbodi nents, a carrier can
conditi@ryistosezea A refensd nghdreihtstabld”abfessto hhakick bfsignificant adverse effect
non-limting exanple, a polyethylene glyco

on onediah® PeéfeabRt 41, Sdotpositioht] SEIriBERS sueh bk IppakaRe, Aavedlihkology, and
19, Hall-Puzzio, et al. In certain enbodi nents, a

chemicSIQBRPBLiLibOB O CRhpSYittdh. ProBfablyetaite iR th HERhi donpRbitions includes
filmfragnments, erein the carrier “conprises a

e conSRPIT LI SLED 0 RO ARl LR DR compstion. 1
variouse'&lﬁgc))( nln%}ltis of c(%)fmpforsﬁ)lg]n 4(9)'mprising a film is stable upon storage at ambient
temperature for at least about two years. It is understood, however, that in some embodiments, an
otherwise stable film can disintegrate during use (as discussed above), for example, during
toothbrushing using a dentifrice composition.

[0084] In certain embodiments, a composition can comprise, in addition to film
fragments as described herein, two or more carriers, each of which contributes a phase to the
composition. Such a composition can be stable to color bleeding. For example, a composition can
include film fragments and a striped dentifrice such as that disclosed in US Patent 6,315,986, Wong

et al. In certain embodiments, the film fragments can be of different color(s) than the stripe(s) for

enhanced aesthetic appeal.
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100. The diisostearate can be, in certain
configurations, a conponent of a soap-based ge
W@ 0058265 on. | n some enbodi nents, the d ii SOSPERIS1084/042442

can be suitable for use in stable cosnetic

conpositions, especially as antiperspirants and/ or

deodorants, and which diisostearate is conpatible with

such fornul ations. [0076] In some enbodi nents, a

conposition conprising a carrier and a plurality of
Manufhdtlrind Pragd¥BRt s can be suitable for use as a cosnetic,

such as, for exanple, a mascara fornulation that is

r[gagy]abl ?h%&&n?@l@@nt% rYREE prélesde %%&F@oﬁh{ﬂggﬁlﬁm comprising a

the carrier can scara formul ati on

film en{}blﬁ%& g garh% i gur a?i%&?ém@cﬂixgg’mé gageluﬂlﬁ pis: gmeﬁt a% Cmmnned with a

a n con I ons ese rire IOﬂS

n‘g about 3% t % er-i .
carrier. pglr ?Olélﬁbl X rcalfre{)?ﬂ ll?’)}) %iNa SEHI:I‘EEG}D be l’l’llXCd. In some
waf er-sol yble, filmformng. YyIEr s, rom about
configugtions, tho Mt 2 BOBBE S Yt gﬁb‘%‘r“& éné’fl%\%‘gﬂﬁhméé'i» th Pfesent invention
enbodi ments, these conpositions_ can be fabricated in
providesna Piogesd obmakisigns COBPRHLioNs CUPRTiSRG 2 pagiee haying c&ﬁnbleréd therein a
I n some enbodi nents, a mascara carrierconposition can
plurality ofdemicler fragmentsr whersiolsaidineoqsesl pmprises: mat eri al s i n an
aqueous emnul sion hi certain enbodi nents,
V@t er prowsdingbdié cpokeyeri ¢ material s, can be aqueous
ermul si ons or dispersions of polyneric materials
qoypr iadding sgidllymnelas fragmana® saidrehiriyn tooforrd ASnixtue and
pol ymers can conprise precursor nononmers, m xtures of

q@pon%mogagilﬁggéldaﬁkmfmrs and m xtures thereof hi
sonme configurations, a pol yrrerl c material can also

if0e8ere )&?tre%rrédqt%q{e%fﬁ e‘thPl Wlhgnsol ug)l th@laémBJture of the fragments

certdin conflguratlons ter | e po yner can

and thecc(?im'sé Gs ftJ Qt'fgu?9gHﬁsta%{%ﬁ)ph&Q@ééheoq.lg%sufﬂ&Rf&%@%&ments in the carrier.

It should be noted, however, that the resulting composition still retains two-phase composition.
Homogenizing may be accomplished using any of a variety of conventional homegenizers.

[0087] In another method, the film is added to a component of the carrier (e.g., to a
humectant for a dentifrice). The rest of the carrier is then made, and the mixture of film is then

added to the carrier.

Methods of Use:

[0088] The present invention provides methods for the administering a functional
material to a human or animal subject. As referred to herein, “administering” refers to any method
by which a composition is applied on or administered to the subject. In various embodiments, the

administration is topical, wherein the composition is applied to an external surface of the subject,
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4% to about 40% or from about 5% to about 30% by

wei ght of the conposition hi non-limting exanple, a
wWOowR08058265 01 ubl e pol yneric material can conpriBET/US2004/042442

nononers sel ected fromthe groupconsisting of aromatic

vinyls, dienes, vinyl cyanides, vinyl halides,

vinyl i dene halides, vinyl esters, olefins and their

i soners, vinyl pyrrolidone, unsaturated carboxylic

acids, alkyl esters of unsaturated carboxylic acids,

such ast¥ qrsgfﬂced(ﬁfthé’ &l (Ya%ﬁy"(’é gatekil oRghar an@fongdaloWh&tIgA, to the eye, and
carboxylic acids, am dés of UnsSaturated carboxylic

| £ Qhimih P he i
to the h@ﬁ‘ e s;?elm 8Hlﬁ% géé ﬁebh\é)??)vgs OE&%P% ﬁhegetpgl?(g kbg?&!lrls& on the intended
1meof£e§ <m§1%d carboxyllc acids, olefinic diamnes and
A omat i ¢ di am nes, terephthaloyl hal i des,
ic poI ol s and ur t her eof Q077]
i@ﬁw LGS ST e IR b0 g ts o
Iurallty of f|In1fra nts can be SU|tabIe for use
admml%(%mgna éﬂ@qt'ﬁé‘i‘ls’ﬂi‘ﬁ'ieaﬁt to &%él%ﬂd?ra‘ﬁ‘tlma losubjget in need thereof, comprising
anti perspirant - deodorant (ABDO), such as, for
topicallgeppiying, to aidagybieper ggppqsmon mmpmsmge fikpf emmgf@l in a carrier, wherein
enmbodi nents can conprise an antiperspirant comnposition
said filmwompasss thofunetkenabingterialn lanhé gebatinertnthe awthpdsadtlitionally comprises
di scl osed in US Patent 6,524,562, Guskey. In these
disruptiaghledfie afis, topica Br appbiingctha fire, Shck dB¥gtiph mayéde accomplished by any
si ngl e- phase system conprising a solubilized
of a vadiBlyl gfah&Rbdsairichilidd Memical Shd/bf @lRChaliAP hRAMY. E@hénidal means include
volatile silicone. In sone enbodi nents, a

degradzﬁ‘iﬁh'olfJ ﬁfemlm coRfbl WRE waRPofd $8teRPREdefiat IcSdifeWs hithMMiration (e.g.,
[O In sonme enbodi nents, a ¢ onposition ¢ onprising

saliva i 2&1%%1 c,ez{r? QP&IC@U@A urParl)Jg A Iﬁfaanfs 1l15ﬁl§15 ?%&ﬁpﬁ Serftidth I_gBFnd s hear forces

use as a anpoo, suc or- exa

producegpngggi)hgcapgﬂ %ff hiﬁga e%%’gy%o GRL rclo gos t10 pﬁ‘grg%rbl etg bbrushlng in a

" Carf rise’an anti
...Such.a or exanple an anti dandruff conposition
dmuﬁh&?@%*%ggﬁgin US Patent 4,470,982, Wnkler. In certain

[0090] In various embodiments, the present invention provides methods for the
treatment of an oral care condition. As referred to herein, an “oral care condition” is any disorder or
condition which can be prevented or treated by administration of a composition to the oral cavity,
including disorders or conditions of the teeth, oral mucosa, gingiva and tongue. Such conditions
include caries, gingivitis, periodontitis, and cosmetic conditions such as yellowing and malodour.

[0091] 1In one embodiment, the present invention provides a method for enhancing
whole body health, by administering a composition of the present invention to the oral cavity. By
"whole body health" as used herein is meant overall systemic health characterized by a reduction in
risk of development of systemic diseases, such as major systemic diseases such as cardiovascular

disease, stroke, diabetes, severe respiratory infection, premature and low birth weight infants
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enbodi nents, a carrier can be, for exanple, an
anti dandruff shanpoo conposition conprising anionic
waasasent, a suspendi ng agent and an al kanol Pemisz04/042442

In sone enbodi nens, a surfactant can be an al kyl

sul fate, an ethoxylated al kyl sulfate or m xtures

thereof hi sonme configurations, an alkyl sulfate can

be the sodium amoni um and tri ethanol am ne al kyl

sul fates having from about 8 to about 22 carbon atons
(includi'n? f8ciatelY bofthaitim Aysthhcion a UfeuolbgicABRISpridhta afilefon), and

atons in the alkyl chain, or fromabout 8 to about 18
associafelifGPastd MR -of | Horfy, 210 vERORULE MribodnctS RRE Gk Mbre phases of a

agent canconprise, 1'n non-limting exanple, ethylene
compos@t%&ﬁc ?&rﬂ}%%steez{ Sfur%ftio Al h¥edd! dﬁl O?ﬁ’d Qgenwo(amn?}?s? Yhe ]fﬁﬁnt coomprises the

abou ons, or , yl ene

carbon a such as, exanple, eth

B Y58k, RS S T, SRR B R v
AT L A AN R p—

stearic djethanol am de, stearic nonoi sopropanol am de )

the fungtignak maigriak 1518 GBY aFfoPciVEd N sne sfaRadimentc e fypgiional material can

__enbodi nents, an am de can be any al kanol am des of '

providef sahealth Henefy thatdwnor-exclussie torpra gl der ¢vampler a fingtional material can
configurations, these can be generally nono- and

contribale ¢¢ tleenahelmrdes, otk fatuttyordicatmentor pigvéntiom cdlsbisensed dysgunction, or
about 14 carbon atons, such as coconut

other abiormalityanSlchnhderialsadniony thoet bsefid! lesfdinenclndk tHoxé de®sibed in PCT
thereof. In certain enbodi nents, an anti dandruff

PublicaGiéh W@02/0212CANWIdyEeetal. parti cul ate anti dandruff agent
hi sonme configurations, these can be, for exanple,

%Ubﬁ%!l' , PR GRLAEN SMubEER orSAhb YAl cACH Tt 846t more body parts. A

pyridi nethione, other 1-hydroxy pyridones, such as
oo 58y S s 30 R e Ry LR i
SN LG T R T TN
respiratg}yl'll%gelctiict)r}f p(r)e]:cmature birth, low birth weight, post-partum dysfunction in neurologic and
developmental functions, and associated risk of mortality. For example, enhancement of whole
body health by treatment of the oral cavity can be evidenced by the following health indicia:

1) reduction in risk of development of heart attack, stroke, diabetes, severe respiratory
infections, low birth weight infants, and post-partum dysfunction in
neurologic/developmental function and associated increased risk of mortality;

2) reduction in the development of fatty arterial streaks, atherosclerotic plaques,
progression of plaque development, thinning of the fibrous cap on atherosclerotic

plaques, rupture of atherosclerotic plaques, and the subsequent blood clotting

events;
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filmfragnments can b e s uitable for u se a s a

lotion, s uch as, for e xanple, lotion d isclosed i n
whh@sPs2ent 6, 352, 701 to Schol z et al ., which PeI/IsI0eD§42442

i ncorporated by reference in its entirety hi sone

configurations, a lotion carrier can have a very nice

feel after both single and nultiple applications. In

some configurations, a conposition conprising a |lotion

carrier and a plurality of filmfragnents can nmaintain

@) | NREAMBoh hfcasdtidreamdintinn) vadlf wickhsk {d.2] & assessed by ultra-sound

applications wthout noticeable sliny or abnornal

feeliqgmgﬁﬁggg post application hand washing hi sone

aspects, en used as a presurgical scrub replacenent,

o L >, Lot ian ,
e SRERLP SPEREL 0ok UK 0 B pogens o
I Egg?lttlil%rﬁ%%ic\éclgrglal)%%nésl, %\%et%%gh lteg(lljlgé tobr%ghtl irontirl? gl%oc?levela of oral

er cru n a snorter peri o
f ti whi | i nt ai ni i i th ki.n'
nat ur JRcEeipepolygochaio sy andlby B initienre of sl daihgsns end/or

hi certai n enbodi ts,. a caq sition conprising )

| ot | or‘EOE’QP?‘?“éSrt%%FﬁgF éml.nmp{f% UES, PR SETRIES ae@ﬁr distant
provi de a viscous conposition which includes a high
concerfrEaas (o, bfartalivespapcraass kdBeY)but  does not require

a polymeric thickener to nake the conposition viscous.

RUr t haeduction gegxpasune efsthe ower respicadorydrsck icothe indwlatips pihlgpcterial

a lotion carrier and a plurality of filmfragnents can
have @athogerstand #id sybehedmdtvelopaienavithnamomies alidéperseebation of
as a lotion or as a foam [0080] A conposition

conpr ichidnik ébstrodtiveurpatisdagr and a plurality of film
fragments can conprise a | ower al cohol and water in a

VB ghtrediRtibRirCltepiiol inRc@RtidOhehitocPit, RRIBRBM, dhitk BRSA cell
0.5% and 8. 0% by wei ght thickener system conprised of

at | eagtind Wa/ofPllchd EoEhsS: each enulsif er present in
at | east 0.05% by wei ght wherein the enulsifiers can

o, o G PR e 94 BE | §0  potpss
centi %éd?eﬁor%}cyt%%ngse g.lrc %g’ T]gFfrjl ?p%am%,eé[g-lg,agn IL-1;

8) reduction in the incidence of disregulation of blood/serum levels of acute phase
reactants including C-reactive protein, fibrinogen, and haptoglobin;

9) reduction in the incidence of disregulation of blood/serum markers of metabolic
disregulation including homocysteine, glycosylated hemoglobin, 8-iso-PGF-2alpha,
and uric acid;

10)  reduction in incidence of disregulation of glucose metabolism as typically assessed
by impaired glucose tolerance test, increased fasting blood glucose levels, and

abnormal fasting insulin levels; and
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enmul sif er can be conprised of at |east one

hydr ophobi ¢ group and at | east one hydrophilic group,
wob@s®e5s265 (i) the hydrophobic group can be conpeT/Bsmboob42442

an al kyl group of at |east 16 carbon atons; an al kenyl

group o f at least 16 carbon atons; or an aral kyl or

an aral kenyl group of at |east 20 carbon atons; and

(ii) the hydrophilic group of at |east one enulsif er

can be conprised of an am de group having the

st1) UcCtrediRtion Mﬂ%ﬁ?ﬁbm broo@(ipddNEE1s spabiicalyRnclugial bR or serum
y

hydr ogen or an a group of 1-10 carbon atons

opt i on@bleYedYRaSILEHIBE LDL, BT halpiie ARpRRipdproRs Bandor O,
and S atons; an ester group of short chain al cohols or

aci ds 4 = iG(OOR or OC(OR where R can be
ad - Ci‘@lrhg%rﬁ{gglés(st rai ght chain al kyl optionally

ituted in avail abl e Ssitions hy,dr ox .
JOBRRL) e Bt FEen B EerE RS SRR R i s do e folowing
. units; a polyglycerol ester group having 1-15 glycero
nomhnﬂﬂﬁﬁ§§m99k§econdary am ne group; a tertiary am ne
group; a quaternary am ne group; an anionic group such
as a sulfate, a sulfonate group, a phosphate group, a
phosphonat e group, a carboxylate group, or a
zwitterionic group. [O008Hxampleckrtain embodi nents, the
films and carriers of the present invention are
cl6if4] sethis exampleaillnstrtesi e tahtest,heslucryaoosylbtdy that gyarobe used to
the conposition. As referred to herein, "aesthetic
make nifthepflauréd Wiite filediser s to the acceptability of the
conposition to the intended user of the conposition
according to one or nore non-functiona
characteristics, such as appearance (including color
Table fnd texture), flavor, scent, and nouthfeel. A film
fragnent or a conposition conprising filmfragnents
can be testedofor aesthetic appeal through the use of
hedoni c testing, including the use of nethods anong

known in the e%hioﬁggnexgnehFWOQﬁgﬁandard testing

procedure for seﬁ%ory eval uat ron

Ingredients of Slurry (dry)
Water 80.65% 5.00%
Methylcellulose E15 3.90% 19.15%
Methylcellulose ESO 3.90% 19.15%
Menthol 4.40% 21.60%
Canola Oil 2.60% 12.76%
Titanium dioxide 2.00% 9.82%
Solka — floc 300 1.60% 7.86%
Tween 80 0.25% 1.23%
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can conprise providing sanples to a panel of testers
who rate the sanples using a 9-point hedonic scal e as
walewsnsdzesl. Score/rating Std. Hedoni c Scal e 9 PCRES2004/042442

extrenely 8 like very much 7 |ike noderately 6 |ike
slightly 5 neither like nor dislike 4 dislike slightly
3 dislike noderately 2 dislike very nmuch 1 dislike
extrenelv [0082] A filmor conposition scoring above
neutral on a 9-point hedonic scale, i.e. 5.0 or

Glyce@ineater, for gbsheast onepzypre preferably two and
nost preferably all sensory characteristics of shape,

Triac&fd OF . flavor g, gput hfeel ;ag4] texture can be considered
to be acceptable Wi th respect to the neasured

i but es o, TOr ex a panel conprising at
Cmn@%éét ten tespéﬁé prOV|d§ Mﬁth filmfragnents

nprising a qular shape, or a nulti-phase
gésb@%nposition c2§ﬁ$|5|ng filmfragmentsof a particular

shape (e.g., a dentifrice conprising square film

fragnents), can rate the filmfragnments or the

conposition for traits such as, for exanpl e shape,
Totalcolor, flavor, strength,!

Example 2
[0095] This example illustrates slurry formulations comprising titanium dioxide (TiO;).
In this example, the formulation of either Example 1 or Example 2 can be modified by substituting

mica coated titanium dioxide (such as Timiron®, Merck & Co., Inc.) for titanium dioxide.

Example 3
[0096] This example illustrates, in Table 2, a formulation of a film slurry composition

that can provide a silver film, and a method of making the film slurry.

Table 2

Ingredients % Composition
Of Slurry

Methylcellulose E15* 3.92%

Methylcellulose E50* 3.92%

Cerestar cornstarch 12640 0.392%
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aftertaste, feel clean, inpact, nouthfeel, texture and
overall liking according to the above scale. In
wa@ansasszeenbodi ments, the shape of fil m fragmePtBUS2004/042442

affect a users response to traits such as col or,

flavor, strength, foam aftertaste, feel clean,

i npact, nouthfeel, texture and overall [|iking hi

certain enbodi nents, the nature of the product being

tested, or the purpose of the product indicated to the
Solka L 68& @5, af f ecl| { kip,hedoni c| response by a tester

[0083] The c onpositions o f t he p resent i nvention

T e preferably |sp4apte under normal conditions of
weeIlstorage. As referred%to herjein, "stable" refers to the

1 ol At

|l ol ~Ff E S PPN aduyar o
1 K—OT—St gttt HC a5, AV ETS€ effect on one, and
Cm“mﬁqgferably al |, @% bsitional attributes such as

————appearance—Havor —rheology, and chemi cal conposition
Timerqft " ¢ he conpositi%ﬁQAFWeferably, stability in the

present conposiltions includes the conpositional and
Watergnyugkeal stabilit00%f film{including fragments, if

any) in the conposition hi WMarious enbodi nents a

conmposition conprising a filmis stable upon storage

at anbient tenperature for at |east about two years.
*Methikcelidose i éraad archyldebulesect 50 dré Aydroxypsapyemethipizeiluivset food grade

an otherwi se stable filmcan disintegrate during use
polymérd 8Meihs €SS exbwalmsngiral dody. exanpl e, during

t oot hbrushing using a dentifrice conposition. [0084]

hi certain enbodi nents, a conposition can conprise, in

addition to filmfragnents as descri bed herein, two or

more carriers, each of wh,ch goptributes a phase to

t he composition. Such a conpgsition can be stable to

bl eedi ng. .F xaml CQMosi;t.i on i ncl ude o

80871 7 EfiS s Ra HusHRT R dyb G PR R et et i Somposicion

thatpro(iif%dse(s:la%?u%%hlnr1 US Patent 6,315,986, Wng

Table 3

Ingredients % Composition
Of Slurry

Methylcellulose E15* 3.92%

Methylcellulose E50* 3.92%

Cerestar cornstarch 12640 0.392%

Solka — floc 300 1.57%
Tween 80 0.474%
Canola Oil 0.949%
Blue Poly 100 1.00%
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et al. hi certain enbodinents, the filmfragnents can
be of different color(s) than the stripe(s) for
wenivanseds aest heti ¢ appeal . Manuf act uri ng Pr 0CeBEEES2004/042442
[ 0085] The present invention provides processes for
maki ng conpositions conprising a filmentrained in a
carrier. In various enbodi nents, a plurality of
fragnents are conbined with a carrier. In sone
configurations, a carrier and a plurality of film
Timeréd agMENt S can by gheted. T'n pone configurations, the
n1X|ng can conpfise slow st{rring. In one enbodi ment,
Watellt[(ﬁmm ESEMt TV iﬁd%’” provigdes a process for making a
onp05|t|on conprising a cafrier having distributed
theretr—apturat+ty—of—tarel | ar fragnents, wherein
sai d process conprises: (a) providing said carrier;

e T AR LA SEEST S TR

[0086] As,feferred to herein, "honogenizing" refers to
polymers éMgtherslt LRovoEhermisak¢alyment s and the carrier so as

to attain a substantially honbgeneous distribution of

fragnents in the carrier. It should be noted, however,

that the resulting conposition still retains two-phase

conposi tion. Honogeni zi ngExamplbeS acconpl i shed usi ng any

of a variety of conventional honegeni zers. [0087] hi

aj0d00kr Weishkesple hidustrhlesNih Tabid deg démifidcCOM@ M Mhichffilm fragments,

the carrier (e.g., to a hunectant for a dentifrice).

such as thoR€ of Exhmple 1,Nfre GAEGbIE! In fhid BeMPIRARe iRUbilitPRambétHAS ested by a
of filmis then added to the carrier.

spreading and deforming of the shapes, to 10% greater than the original size, typically to about 50%

greater than the original size. The spreading and deformation generally occur at room temperature
within one week. Once the shapes are spread out and deformed, the shapes may be no longer clearly
observed through the packaging or during use (e.g., on the brush in the case of a dentifrice). A multi-
phase composition comprising these film fragments (such as a dentifrice) that is subjected to mild

force, for example through squeezing a tube or shaking a bottle comprising the composition, disrupts

these film fragments.
Table 4
Ingredient Wt%
Sodium CMC 0.65
Polyethylene glycol 600 (PEG-12) 3.0
Sorbitol (70% in water) 57.69
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Met hods of Use: [0088] Th

wa2dasa6odr ani nal
"adm ni stering"

subj ect .

e present

i nvention provides
nmet hods for the adm nistering a functiona
As referred to herECTUS2004/042442
refers to any nethod by which a

material to

conposition is applied on or adm nistered to the

subject. In various enbod
t opi cal

ext er nal

i ments,

the adm nistration is
wherein the conposition is applied to an
surface of the subject,such as to a surface

SodiufsadchsriPr @l cavity (e.g.,
tongue) to the skin, to

d.eeth, ging
the eye, and

val , and

to the hair. The

SOdlurE"fﬁ:'lb c route and nethod
of course on the

adm st
|n ended us

ation wll
of the

D

=

T S A

ion prOV|de

S CIIUUUI

t hods fo

L&

nts, the
r admi nistering a

— functional—pmateri-al
FD&C Rlug# Axg de>7o H‘o‘ﬁﬁt‘?sn ng

subject a comasition coni

tOpi cal ly ap

r|Q|nn a fi

| subject in
pl ying to said
mentrained in a

Silica ghipgive(SylodpireVA &) d fi |

materi _al hi one_enbodi ne

mConpri ses |
nt, the nmeth

I he functi onal
od additionally

Silica thinkpndrgZeodentsioapt i ng t he
the film Such disruption

fiRﬁwafter t
may be acco

ppi cal | y appl yi ng
mpl i shed by any

emi cal and/ or

ude degradati on

A mat eri al

(e.g., saliva in
reans i ncl ude
produced by
conposi tion
frice
ment s,
i nvent i on provi des nethods for the

Flavor@fil a vari ety of nethods, |ne¢$uding ch
mechani cal neans. Chemnical neans i ncl

SodiuflladrNQulfite (P9 iCOREJCT W [ymier or
present at the site of adm nistration

Wh1tedﬂhv8fe§'ﬁh‘ﬁ§”e appticationy, P hysicat
tion, grlnd|ng, and shear forces

~f 2l anar g
Cl'J'JI I Laall UII UI [JII_yOI \JClI C

hao
U_y lU LII
during use (e.g., brushing

Water 1n a denti

t he
pr esent

Example 6
[0101]  This example illustrates, in Table 5, a dentitrice carrier in which film fragments
are entrained and remain stable. In a composition comprising shaped film fragments of this

formulation, the shapes can withstand squeezing, shaking, etc. without losing their distinct size and

shape.
Table 5
Ingredient Wt%
Sodium CMC 0.65
Polyethylene glycol 600 (PEG-12) 3.0
Sorbitol 57.69
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treatment of an oral
herein, an "oral

care
care con

w@ondiosszen whi ch can be prevented or treated bRCT/US2004/042442
adm nistration of a conposition to the ora
i ncluding disorders or conditions of the teeth,

nmucosa,
cari es,

gi ngi va and tongu
gingivitis, perio

condi tions such as yell ow ng and mal odour.

condi ti on.
dition" is a

e. Such cond
dontitis, an

As referred to
ny di sorder or

cavity,
or al
itions include
d cosnetic

[0091] In

Sodlurﬁ@ﬁ‘ccﬁﬁﬁipd' ment, the prese
met hod for enhanC|ng who

Ng 3T nvention
e body heal t

provi des a
n, by

]
alll UVCI ul T

caV|ty By "W

| tepr

ho?e body he

oam ~ haal

bsent i nventi on
al t h" as used

Sodm@'ﬂﬁtoﬁgglo?glﬂlg a COomMposi I.I
Tetrasggjmglpr 38%958% in risk of

Sy

(L

CTiT o 11T Aar

vel oprent

rstem-c -dise

h characteri zed
of systemc
ses such as

- —di seases,—-such-as nmjot
FD&CBlng b dusdidoar indvaledse, s
reqmratnrv |nf(=c‘t|nn nr

[0-8ke. di abe
mat ure and

[es, severe

Silica phrasivr SylodentddWVags B soci a

i n neurol ogi c/ devel opnent

al function)

t#H post-part

ow bi rth wei ght
um dysfuncti on
and associ at ed

Silica thickeragBebdentsloSpf nort al i
enbodi nents, one or nore

[4251n vario
phases of a

Us such
conposi tion

Flavorc@npr 1 se a functional nat

the film con

erqsl. In va
prises the f

i ous
Lnct i onal

enbodi nent s,
Sodlum& 1Is@ifate (ﬁWﬁNﬁteﬁ moodi
uncti onal material;

Neps, the C
n ot her enb

arrier conprises
pdi nents, both

cOcaIﬁr}g@éw b%t'é‘l[nﬁfgg% b

1 \JClIC Cl\.all VC III

dln

?5)[ SesucC
EN

) functi onal
cti onal materi al
nt, the

_ one e
Vﬂﬁwf%%@flgﬂg? material can p

Waters ynctional nateri al
anelioratiaon

can C

s nopn-exclusive to oral |

ri sk reducti

< CIIUUUI IT

the fun
rgélde a hea

O0Rex i bute to
on, treatne

health for |

th benefit that
exanpl e a
t he

of di sease, dysfunction,
mat eri al s anong t hose use

or other abn
ful herein i

t or prevention
ormality. Such
ncl ude those

described in PCT Publication WO 02/02128 A2, Doyl e et

al .

Example 7

This example illustrates, in the following Table, a dentifrice formulation that can be used to
form a stable dentifrice composite. In a composition comprising shaped film fragments of this

formulation, the shapes can withstand squeezing, shaking, etc. without losing their distinct size and

shape.
Ingredients Wt %
Xanthan Gum 0.45
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[0092] The di sease,
af fect one or

For exanpl e,

nore body parts.

dysfunction or abnormality can

A conposition can

w@emsnseeivhol e body health by pronoting oral heek/ug004/042442
a conposition can reduce the risk of the
stroke,

devel opment of cardi ovascul ar di sease,
at heroscl erosi s,
premature birth,

di abet es,
| ow birth weight,
dysfunction in neurol ogi c and devel opnent al

respiratory infection
post - partum
functi ons,

Polyefiftn@ gRe61 al

Belor i SKof

nortality. For exanple,

600 ipgenent pf whol e hody heal th by treatment of the
Sorbifdi & cavity tagzAE evijdenced by the follow ng health
|nd|C|a 1) reduction in risk of devel opnment of heart
ttapetes, severe reSpi r at ory
SOd“Wh?ﬁ@PPan ga/blrth wei ght infants, and post-partum
dvcfnnr*lnn n—neuwrolagi c/ devel opnental function and
Sodiugslparidst ed i nePhased rli sk of mortality; 2) reduction
in the devel ppnent of [fatty arterial streaks ,
Tetragpdiver oscl er of P8 pl aqugs, progression of plaque
pyropHespbbtopnent , | t hi nni ng |of the fibrous cap on
FD&GBherfstleer ot 06 pl agues, rupture of atherosclerotic
(1.25%liadvee) andj t he subsequent bl ood clotting events; 3)
Silicarabghgigei on i nj c@ootid arterial (intimal) wall thickness
(Sylodé&t WA BSORSsessed by |ul tra-sound techni ques); 4)
Silicalthidkkdr | on | n| exposur € |of bl ood and system c
(Zeodeht g4) ation o oral pathogens and/or their toxic

pofents; rfically | eading to reduction in blood
Flavorbﬂels of orap?gacteria, | i popol ysacchari de (LPS)
—angf-or—th genee—af oral pathogens and/ or

SO? ] %gﬂag’ ngﬂzgf foynd in arterial plaques, arterial
(29%40 WAl r o5 hnd/ or di-gt ant
Cocamidopropyl 1.25
betaine

0.2
White, flavored films

QsS.
Water

Example 8
[0102] This examples illustrates, in Table 6, a slurry formulation that can be used to

make a menthol-flavored white film.

Table 6
%
Composition
Ingredients of Slurry
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organs (e.g., heart, liver, pancreas, kidney); 5)
reduction in exposure of the |lower respiratory track
wo eoosloss2shhal ati on of bacterial pathogens and PEEUS2004/042442

subsequent devel opnment of pneunoni as and/ or
exacerbation of chronic obstructive |ung disease; 6)
reduction in alterations in circulating hematocrit,
henogl obi n, white bl ood cell count and/or platelet
counts; 7) reduction in the incidence of disregulation

Watet N Dl 00d/ sefugn | evel s jof inflammatory
medi at or s/ cyt oki nes such as TNF-al pha, IL-6, CD 14,

S |

Moeth [:'é’iluilc;sé;E’S Jop Teductiorn in the incidence of
Isregulatjon of bl ood/serumlevels of acute phase
regetants—tnetuding—Creacti ve protein, fibrinogen,
]wahgﬁﬁﬁwgﬁtog obi n; 9? reducti on ig the incidence gf
di sregul at| pn of bl ood/ serum nmarkers of netabolic
di sregul at} on i ncl udi ng honocyst ei ne, glycosyl ated
henngl obin] 8-i so- PGE-{2al pha, and uric acid; 10)
Menthadducti on | #37hci dence of disregul ati on of gl ucose
net abolism as typicallly assessed by inpaired gl ucose
Comstatler ance tést, increased fasting bl ood glucose
| evel s, anfd abnormal flasting insulin |evels; andll)
Canolae&dluct i on | 628 sregul dation of blood lipid Ievels
specifical|y including blood or serum chol esterol,
Titantubd Dlox&Rr ' fes, LDL, HDL, VLDL, Apolipoprotein B
and/ or Apo]i poprotein A1 .

Tween 80 0.5

E50

Propylene Glycol 2

% Solids 27.5

Total 100.00

Example 9
[0103] This example illustrates, in Table 7, a slurry formulation that canbe used to

make menthol-flavored green film.

Table 7
%
Composition
Ingredients of Slurry
Water 73.95

Methylcellulose E5 | 9.55
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[0093] The present invention can be further understood
by reference to the following non-limting exanples.
waExaspseesdl [ 0094] This exanple illustrates, i nPCEDS®OLO42442

a slurry formul ation that can be used to nake

ment hol -fl avored white filnms. Table 1 % Conposition %

Conposition Ingredients of Slurry (dry) Water 80.65%

5.00% Met hyl cel lul ose EIl 5 3.90% 19. 15%

Met hyl cel | ul ose E50 3.90% 19. 15% Ment hol 4. 40% 21. 60%
Mentltnol a O || @g®9% 12. 76% Ti t ani um di oxi de 2. 00% 9. 82%

Sol ka - flpe 300 1.60% 7. 86% Tween 80 0. 25%
Comstarés 763 yCepyr 0-25%123% Triacetin 0.25% 1. 23%

Canola Oil 4.125
Pigment Green 7

(50%) 1
Tween 80 0.5

TP-206 Carageenan | 0.10%

% Solids

Total 100.00

Example 10
[0104]  This example illustrates a procedure for making a film dentifrice composition,
such as in Example 6. In this procedure, carboxymethylcellulose (CMC) is dispersed in
polyethyleneglycol 600 (PEG 600). NaF and saccharine are dissolved in water in separate vessel.
Sorbitol is mixed into the CMC/PEG portion, followed by a water/salts solution. Tetrasodium
pyrophosphate (TSPP) is added, then a blue dye such as FD&C Blue #1. Silicas are then added, and
mixed under vacuum. Betaine, SLS and flavor are added and mixed under vacuum, followed finally by

white flavored films.

Example 11
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Cornstarch 0.20% 0. 98% %ol i ds 19. 35% Total 100. 00%
Exanple 2 [0095] This exanple illustrates slurry

wo osssat3 ons conpri sing titani um di oxi de (Ti gp@Y/USI0N4/042442
this exanple, the fornulation of either Exanple 1 or
Exanple 2 can be nodified by substituting mca coated
titanium di oxide (such as Timron(r), Merck & Co.,
Inc.) for titaniumdioxide. Exanple 3 [0096] This
exanple illustrates, in Table 2, a fornulation of a

f l'u Qfd?rn‘i’ék'l MRh disclosed h
E0|1 ﬁm?:]sangfng eﬁQ‘H@@?l'leth@n% & ?ﬁge(%iﬁe R r%eauf’orr?/ﬁds_ra isclose erein,

h icents % Conposition O Slurry I\/Ethylcellulose
suchas mE%%i@% 92% Met hyl cel | ul ose E50* 3.92% Cer est ar

cornstarch 12640 0. 392%5o0l ka - floe 300 1.57% Tween 80
PART(Q ~FORMUTAANGREDIENT™M 9% PURIFIED WATER, SODIUM FLUORIDE

Weigh or meter purified water to the slurry tank. With the agitator on add formula amount of

sodium fluoride. Mix for 10 minutes minimum.

PART II-FORMULA INGREDIENTS:  PEG, CMC, TSPP, SACCHARIN

Weigh or meter PEG to dispersion tank. Add formula amount of CMC, TSPP and saccharin. Mix

for 15 minutes minimum.

PART III - FORMULA INGREDIENTS: SORBITOL, PART I, PARTI
Weigh or meter formula amount of sorbitol to the main mixer. Increase vacuum and start agitation.
Transfer PART II to the mixer. Transfer the mixture from PART I to the mixer. Mix for 15 minutes

minimum under full vacuum.

PART IV - FORMULA INGREDIENTS: COLOR SOLUTION, ZEODENT 165, XWA 650,

FLAVOR

Stop agitation and release vacuum. Add color solution. Increase vacuum and start agitation. With
the mixer at high speed (and homogenizer on) add formula amounts of ZEODENT 165, and XWA
650. During the addition of the powders add flavor (if Temperature <110F). Increase vacuum until

28" minimum is reached. Mix under full vacuum for 15 minutes.
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Ti meron 2. 00% Water to nmake 100% *Met hyl cel | ul ose El 5
and net hyl cel | ul ose E50 are hydr oxypropyl

woredohpsseed | ul ose food grade pol yners (Met hocel g¢TsiDowo42442

Chemical Co.). Exanple 4 [0097] This exanple
illustrates, in Table 3, a fornulation of a film
slurry conposition that provides a blue film Table 3
I ngredi ents % Conposition O Slurry Methyl cel |l ul ose

El 5* 3.92% Met hyl cel | ul ose E50* 3. 92% Cer est ar
cornstarch 12640 0.392% Sol ka - floe 300 1.57% Tween
80 0.474% Canola G| 0.949% Bl ue Poly 100 1.00%i neron

PARTY OBYURWMUEA NEREHENTI0% LIQUID SLS, BETAINE, FILM FRAGMENTS

Add formula amount of BETAINE with no vacuum and mixer speed at 25%. Apply full vacuum.

Add formula amount of LIQUID SLS under full vacuum, 50% mixing speed and NO

Homogenizer. Increase mixing speed to 100% and mix for 10 minutes minimum under full

vacuum. Stop mixer and release vacuum. Add film fragments to mixer. Start agitation at 25% and

mix for two minutes. Increase vacuum to 28" minimum. Increase agitation to 100% and mix for 10

minutes minimum. Stop mixer and release vacuum. Inspect the product and take sample. Pump

batch through homogenizer (pump speed 100%, homogenizer speed 50%) to tote or portable

storage tank.

Example 12

[0106] This example illustrates determination of color contrast by determination of

color space coordinates. Color space coordinates of the film and the toothpaste separately can be

determined separately. As discussed supra, L a* b* values represent color values in a color space

defined by the system established by the Commission Internatioanle d'Eclairage (CIE). Table 8 below

shows the L a* b* values for a white film such and a corresponding blue toothpaste. This analysis

reveals large differences in both the lightness, L*, as well as in the color parameters, a* and b*. As

would be expected for a white film, a* and b* are close to 0 for the film.

Table 8.

L*a*b* Color and Color Difference, AE*
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*Met hyl cel l ul ose EI 5 and net hyl cel | ul ose E50 are
hydr oxypropyl nethyl cellul ose food grade . TM pol yners
wQ@ Msloss2es ; Dow Chemical Co.). Exanple 5 [ 01 POI/USi00£042442

exanple illustrates, in Table 4, a dentifrice carrier

in which filmfragnents, such as those of Exanple 1,

are unstable. In this exanple, the instability can be

mani f ested by a spreadi ng and deform ng of the shapes,

to 10% greater than the original size, typically to
Sampl@POUT S0% greater than the Ofigi nal [ShZe. Thgsx AE* ?

spreadi ng and deformati on general ly foccur atf room
-—_t-emse-#at—%ha—n—one—mdh-gﬁe—t-he—sha-pee—arc
White &5p 84 meithodnd def or med, t he |SRdfes [my¥9be rd-3onger —

clearly observed throuoh t he |packagilng or dyring use
Blue whisenjng foothpaste brush in the cas6.83f o @elftifrli4e. Al 69.46

nul ti phase conposition conpiising tlhhese fillm
*Colorldifegeren} SEX, sirelatias oahel@mite filce) that is subjected to

mld force, for exanple through squeezing a tube or

shaking a bottle conprising the conposition, disrupts

these filmfragnments. Table 4 Ingredient W% Sodi um

iR S O PSSR AR, A oo v

data collec%on 1r§'I {He s | ?or%bgréclﬁnate mode. The samples are each placed on a matching white

background. One layer of film or 1" of toothpaste is placed on the detector and sandwiched on top by

the white background.

Example 13

[0108]  This example illustrates silver colored, star shaped film fragments and a method
for their production. Components of a film forming slurry used to make the film fragments are listed
in Table 9 below. In preparing the film, the HMPC polymer Methocel ESLV having a viscosity of 5.1
mPa-s (2% aqueous solution) are added to deionized water at 23°C, and the solution stirred for 5
minutes. To this solution is added the pregelatized starch Cerestar Polar Tex Instant 12640. The
combined ingredients are stirred vigorously for about one hour until the starch is completely dispersed
and a homogeneous mixture is formed. To this mixture is added the titanium coated mica. The
combination is mixed for 10 minutes, after which the sodium lauryl sulfate surfactant is added and
mixed in for an additional 15 minutes. Thereafter spearmint flavor is added, and the slurry is
thoroughly mixed for an additional 40 minutes to form a slurry emulsion. The weight ratio of HPMC

to Starch is 2:1. The emulsion is then cast on a polyethylene coated paper at 25°C and dried at 110°C to
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Tetrasodi um pyrophosphate 0.5 FD&C Blue # 1 dye (1.25%

in water) 0.4 Silica abrasive (Sylodent XWA 650) 20
w®edos058265i ckener (Zeodent 165) 4.25 Fl avor oi PCT/USEH04/042442

Sodi um [ auryl sulfate (29%in water) 5.172 Wite,

flavored films 0.3 Water Q S. Exanple 6 [0101] This

exanple illustrates, in Table 5, a dentifrice carrier

in which filmfragnents are entrai ned and renain

stable. In a conposition conprising shaped film

form a solfd AEEM Bavdhg h ik S {1iQBns. tTAE fithaP BRn pARched with a star-shaped
W t hst and squeezi ng, shaking, etc. w thout | osing

| .
punch. Regdgﬁ}%srtng é%eaﬁlm%%m§g§%§é%§g@ éf 3@@ 835 i ﬁélmg.gébg %’ﬁnensmn.
Sorbitol 57.69Sodi um saccharin 0.3

TABLE 9

SILVER FILM MATRIX

Ingredients Wt. %

Starch 21.0
HPMC 40.0
Glycerin 5.0
Vegetable oil 3.0
Tween 80 1.0
SLS 1.0
Sodium saccharin 0.3
Titanium coated mica 3.8
Flavor 24.6
Zinc gluconate 0.3
Total 100

Example 14
[0109] This example illustrates a composition and method for the production of a

transparent green dentifrice carrier material. A transparent green colored base dentifrice composition
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Sodi um fluoride 0.24 Tetrasodi um pyrophosphate 0.5
FD&C Bl ue #1 dye (1.25%in water) 0.4 Silica abrasive
w@ Ssoskes XWA 650) 20 Silica thickener (ZeodertT/LSH)4/042442

4.25 Flavor oil 1.15 Sodiumlauryl sulfate (29%in

water) 5.172 Cocam dopropyl betaine (35%in water)

1.25 White, flavored filns 0.3 Water Q S. Exanple 7

This exanple illustrates, in the followi ng Table, a
dentifrice formulation that can be used to forma

having theSthaRiRnEanRtcdliA Ta8le @95"9@?5&@,- whdleid aGRRRRSolBA comFﬁsing the sorbitol
conprising shaped filmfragnments of this fornul ation,

and waterti@tﬁlﬁﬁp %Rﬁﬁlbf&&dvflhg?%bgﬁg}e? %ﬁ%ii%vacﬁﬂxﬁkhﬂﬂixtﬁ& bf saccharin sodium

w thout [osing t I ze and shape.

fluoride a@c.p %r %@E@ %Eeé_w i\%séﬂl%tﬁ?% ngJJR cgle4i§ Bféln}ice& ik ShE véﬂiéﬁg.ofhe mixture 1s

degassed at 28-30 inches Hg applied vacuum over a 5 minute period. Then Zeodent 115 silica abrasive
and Zeodent 165, an amorphous silica thickening agent and sodium lauryl sulfate (SLS) are added after
preliminary degassing. The ingredients are mixed. After about 5 minutes mixing, with application of

vacuum, the dentifrice preparation is considered to be complete.

TABLE 10

GREEN BASE DENTIFRICE

Ingredients Wt. %

PEG 600 3.0
Sodium carboxymethyl cellulose 0.55
Sorbitol 74.0
Purified water 6.357
Sodium fluoride 0.243
Tetrasodium pyrophosphate 0.50
Sodium saccharine 0.30
Zeodent 115 4.0
Zeodent 165 8.8
Sodium lauryl sulfate 1.2
Flavor 1.0
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Sorbitol 66.638 Sodi um saccharin 0.3 Sodi um fl uoride

0.24 Tetrasodium 0.5 pyrophosphate FD&C Bl ue #1 dye
wW@2005038285% i n Water) Silica abrasive 10.0 (SyPOTiEs1004/042442

XWA 650) Silica thickner 2.50 (Zeodent 165) Flavor QO

1.15 Sodium lauryl sulfate 5.172 (29% in water)

Cocam dopropyl 1.25 betaine 0.2 Wite, flavored filns

FD&C Green (2% soln.) 0.05

Total 100

Example 15

[0110] This example illustrates a method of producing a composition comprising a
green dentrifrice base carrier formulation and star shaped film fragments. To make the composition,
star shaped film fragments of Example 13 are combined with transparent green dentifrice carrier
material o f Example 14, in a 0.3% (weight/weight) film:carrier ratio. The composition is thereafter
packaged in a standard toothpaste tube.

[0111]  After packaging, a sample of the dentifrice composition is squeezed from a tube
and extruded as a distinctive green, aesthetically pleasing ribbon composition having suspended
therein clearly visible star shaped silver colored film fragments extending throughout the extruded

composition.

Example 16
[0112]  This example illustrates red, heart shaped film fragments and a method for their
preparation. Red, heart shaped film fragments were prepared using a film prepared according to the
procedure of Example 13 using dried film comprising the ingredients listed in Table 11 below. After
drying of the film, shellac (100% non-bleached) is applied to the film. The final thickness of the film
was 3.0 microns. Heart shaped film fragments, each 0.125 inch (3.28 mm) in their longest dimension,

are then die cut from the film.
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QS. Water Exanple 8 [0102] This exanples illustrates,

in Table 6, a slurry formulation that can be used to
wordos/os826ent hol -flavored white film Tabl e 6 PET/US2004/042442

Conposition Ingredients of SlurryWater 72.5

Met hyl cel l ul ose E5 10 Met hyl cel l ul ose E50 3 Ment hol

4. 375 Cornstarch 4 Canola G| 2.625 Titanium Di oxide 1

Tween 80 0.5 Propylene dycol 2

TABLE 11

RED FILM
Ingredients Wt. %
HPMC 48.0
Cornstarch 12.0
Propylene glycol 2.0
Tween 80 2.0
Vegetable oil 4.0
Flavor 24.0
D&C #30 4.0
Titanium oxide coated mica 4.0
Total 100

Example 17

[0113]  This example illustrates a composition and method for the production of a blue
dentifrice carrier material. To produce a blue dentifrice base, a base formulation is prepared according
to the method described in Example 14, except that a blue colorant is substituted for the blue colorant

in table 10.
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% Solids 27.5 Total 100.00 Exanple 9 [0103] This

exanple illustrates, in Table 7 , a slurry fornul ation
wo bas/osaes b e used t o nmake ment hol -fl avored grPEBTIS2004/042442

film Table 7 % Conposition Ingredients of Slurry

Water 73.95 Methyl cel lul ose E5 9.55Ment hol 6.875

Cornstarch 4 Canola G| 4.125 Pignent G een 7 (509 1

Tween 80 0.5 TP-206 Carageenan 0.10% % Sol i ds

Example 18

[0114]  This example illustrates a composition comprising both a blue dentifrice carrier
base formulation and a plurality of red heart, shaped film fragments, as well as a method of producing
a composition.

[0115] To make the composition, red heart shaped film fragments of Example 16 are
combined with blue dentifrice carrier material of Example 17, in a 0.3% (weight/weight) film:carrier
ratio. Gentle mixing is used to distribute the film fragments throughout the base formulation. The
composition is thereafter packaged in a standard toothpaste tube.

[0116]  After packaging, a sample of the dentifrice composition is squeezed from a tube
and is extruded as a distinctive blue, aesthetically pleasing ribbon composition having suspended
therein clearly visible heart shaped red colored film fragments extending throughout the extruded

composition.

Example 19
[0117] This example illustrates a composition of circle-shaped film fragments
comprising a high flavorant concentration and a method for their production.
[0118] A film having a high flavor concentration (23.75wt.%) is prepared following the
procedure of Example 13, except that a dry film comprising the ingredients listed in Table 12 was

used. The dried film is then cut into and film fragments in the shape of circles.
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Total 100.00 Exanple 10 [0104] This exanple

illustrates a procedure for making a filmdentifrice
W@ 2wposs263 on, such as in Exanple 6. In this precBEUSINe4/042442

car boxynet hyl cel l ul ose (CMC) is dispersed in

pol yet hyl enegl ycol 600 (PEG 600). NaF and sacchari ne

are dissolved in water in separate vessel. Sorbitol is

m xed into the CMC/ PEG portion, followed by a

wat er/ salts sol ution. Tetrasodi um pyrophosphate (TSPP)

i s added, then a blue dye such as FD&C Bl ue #1.

Silicas are then added, and m xed under vacuum

Bet gt i

vacyum Tollowed finally by white flavored fil ns.

Exanpl e 11[ 0105] This exanple illustrates a procedur

for ymaki ng a conposition disclosed herein, such as

Exarmml e 6. PART | - FORMJULA INGR:)EDI ENTS : PURI FI ED
WATERPESREEHIY FLUORI DE Wi gh Bt Heter purified water
totlhe slurry tank With the agitator on add formila
amoyr{PME sodi um fl uoride. M x for 104%i0hutes mi ni mum
PART Il - FORMJULA | NGREDI ENTS: PEG CMC, TSPP,
SACCHARhtViEi gh or neter PEG to di sperlgifon tank. Add
fornul a anount of CMC, TSPP and saccharin. Mx for 15
m nut®eeenisDi num PART 11 - FORMULA | NGRREDI ENTS:
SORBI TOL, PART |1, PART I

Propylene glycol 2.0

Canola oil 4.0

Flavor 23.75

Titanium coated mica 8.0

Sodium fluoride 0.243

Total 100

Example 20

[0119]  This example illustrates the production of a composition that provides a flavor
burst. In this example, a plurality of film fragments o f E xample 19 is combined with a dentifrice
carrier of Example 14 according to the method of Example 15.

[0120]  The resulting composition is tested through use in toothbrushing. When brushed
on teeth, the composition emits a burst of flavor as the brushing cause the mechanical rupture of the

film fragments with the immediate release of their flavor constituent.
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Wei gh or neter fornmula anpunt of sorbitol to the main

m xer. I ncrease vacuum and start agitation. Transfer
W@RRF/059263 0 t he mi xer. Transfer the m xture frpen/Beda04/042442

to the mxer. Mx for 15 m nutes m ni num under full

vacuum PART |V - FORMJLA | NGREDI ENTS: COLOR SOLUTI ON,

ZEODENT 165, XWA 650, FLAVOR Stop agitation and rel ease

vacuum Add col or solution. |Increase vacuum and start

agitation. Wth the m xer at high speed (and

honogeni zer on) add for mgkangieoont s of ZECDENT 165,

and XWA 650. During the addition of the povvders add

floazer (irhis TEERPIALIMFratcd 10R -fraoRieh8286n 'Ihu&talllscare-effective

8" mn| mumis reached. M x undér full vacuum for

amoun °§E#%Pﬁ€%%§%§ﬁ#§%ég3@?§f?ﬁ%ﬁa#%& o P tickness

containin Vggcﬁaln,ﬁ%f V%gecﬁ\g]? %nﬂglgl gﬁgalc gz%e}g fg&j%g g?g%g)eﬁheﬁ)ucrcledure disclosed
0% m
in Examplﬁ,ffg< %%cgcnpggatet e Pféﬂx%e@gg?? t gredients dis glo %ﬁm 7 EL& lm fragments

under full vacuum Stop rrixer and rel ease vacuum Add
aren"tne‘ie?%aﬁhfsrt%f@m?ﬁ-s to mixer. Start agitation at 25% and
mx for two m nutes. |Increase vacuumto 28" m ni num

I ncrease agitation to 100% and m x for 10 m nutes
mnimum Stop mxer and rel ease vacuum | nspect the

produksBLEd t ake sanple. Punp batch through

homygeni zer (punp speed 100% honogeni zer speed 50%

to tiote or portable storage tank. Exanple 12
Ingredients Wt. %
HPMC 43.0
Calcium acetate 21.4
Tween 80 1.8
Propylene glycol 1.8
Canola oil 3.5
Flavor 214
Titanium coated mica 7.1
Total 100

Example 21
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[0106] This exanple illustrates determ nation of col or
contrast by determ nation of col or space coordi nates.
w@elosnsepace coordi nates of the filmand the tpor/hprst/e2442

separately can be determi ned separately. As discussed
supra, L a* b* values represent color values in a

col or space defined by the system established by the
Commi ssion Internatioanle d Eclairage (CIE). Table 8

bel ow shows the L a* b* values for a white film such

3042 Coflﬁlg%QQrgPlfeniﬂuQ{alt@ 4 eGh econ:l_&isﬁlgaﬁ‘&hyasba?mer comprising

revea | arge ferences in both the 1ightness, L*
d . b*
fluoride aﬁ?a%r%lé@expec ggr?&ltso or&ﬁr‘iﬁ?% Flﬁm @g v@ﬂ dasbgcme‘ﬁﬁ)d of making the
to .0

conposs B oo ekl e o e

89.74 -0.49 97 - Blue enin

eriﬁﬂzsfx’éﬁé@xs@plfga GiRes iR coTPAEE BURIEIeT R &rremple 20 and a
DE*, is relative to the white film [0107] To perfor

commercigl Hasideeigepasie sortaining AHI0 RatRpey mitien oFame t fioridg ion is formed
used, with data collection in the L*a*b* col or

according goihe diatizndeoffizdapleThe Bhengsineposision cemphses fdmditrgorents 0.3% by weight.
mat chi ng white background. One |l ayer of filmor 1" of

This compospibhpdsignaied "Phaic ed" anthcheigdd e t2@F fand tsahdwekhad amalyzed for
top by the white background. Exanple 13 [0108] This

fluoride cotehi Bl weekly inGrvald. €6r purbyRs of dniyagidon, Seadantehagtphstd Bumin which the

fragnments and a net hod
film fragments had not been incorporated, designated "Paste B," is also analyzed for fluoride levels
during the same intervals. The presence of fluoride ion in the compositions is determined by separating
the carrier from the film fragments first then analyzing the carrier for the presence of fluoride using F

ion-selective electrodes.

[0124]  The fluoride assays of the two compositions are shown in Table 14 below.

TABLE 14

Weeks 1 2 3 4 8

Paste  F (ppm) F (ppm) F (ppm) F (ppm) F (ppm)
A 935 962 900 943 899
B 1016 1042 986 1036 1040

[0125]  The results set forth in Table 14 show a minimal loss of fluoride ion over the 8-

week assay period in Paste A comprising calcium acetate as compared to Paste B which did not
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for their production. Conponents of a filmformng

slurry used to make the filmfragnents are listed in
waabses6dbel ow hi preparing the film the HVWPEDUSI084/042442

Met hocel ES5LV having a viscosity of 5.1 nPa-s (2%

aqueous sol ution) are added to deionized water at 23C,

and the solution stirred for 5 mnutes. To this

solution is added the pregel ati zed starch Cerestar

Pol ar Tex Instant 12640. The conbi ned i ngredi ents are

contain an§tchlchu@dl sati. GURQLBuYheiUn REAWE tNBInk Qubpentittiih thd@ensitradeChill rapidly
I's conpletely di spersed and a honbgeneous m xture is

disintegratt QKSR ¥ il in Wi LB ﬁléa&daﬁdﬁ%riéﬂ QVﬂH frRNI40Ade 984 8 enhance the
m ca. The conbination is mxed for 10 m nutes, after

I t factant is added
anticaries wﬁb&?‘u h% fﬁBﬂP g?ﬁnacﬁtig%& |etﬁlltﬂoe$1 b%iszlg(?n nutes. Thereafter
spearnmint flavor is added, and the slurry is
t horoughly m xed for an additional 40 mnutes to form
a slurry emul sion. The mﬁi%HH rztio of HPMC to Starch
is 2:1. The emulsion is CR 4ét on a pol yet hyl ene
coat ed paper at 250C and drled at 1100C toform a sol |
t[1 6k | | if a?e;ﬁmalea}lltlﬁraé%n@gs ggments; CRMPHHAS cetirheymdlmﬁnm chloride
Is then punched with a star-shaped punch. Resulting
(CPC) andsz methadh Sqséleif preparatiaug nEilm dragments € B Sanig®n u¢knes, c@Btaining an oral
in their |ongest dinmension. TABLE 9 SILVERFI LM
care-effectigTaRIont ofgpetyd prnmdisiuly chl@rddStase whpa2dd @ceidig td GheQprocedure disclosed in
G ycerin 5.0 Vegetable oil 3.0
Example 13 except that the dry film comprised the ingredients listed in table 15 below, and the film

fragments are not necessarily star shapes. In Table 15 below lists ingredientsof a film c omprising

CPC.

TABLE 15

Ingredients Wt. %

HPMC 48.0
CPC 12.0
Tween 80 2.0
Propylene glycol 2.0
Canola oil 4.0
Flavor 24.0
Titanium coated mica 8.0
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Tween 80 1.0 SLS 1.0 Sodi um saccharin 0.3 Titani um

coated mca 3.8 Flavor 24.6 Zinc gluconate 0.3 Tot al
wdowsmssaepl e 14 [0109] This exanpl e ill ustrat eBCEHUS2004/042442

conposition and nethod for the production of a

transparent green dentifrice carrier material. A

transparent green col ored base dentifrice

conposi tionhaving the ingredients listed in Table 9 is

prepared, wherein a vehicle solution conprising the

sor Bifgeh and water is made and subj ecjfipgd to 28- 30

i nches Hg applied vacuum A m xture of saccharin

sodi ' ' ;

green dye is blended with the vehicle. The m xture is

degassed at 28-30 inches ied vacuumover a 5

m nute period. Then Zeodgggnﬁgghsilica abr asi ve and

t 5, an rphous silica.thickening, agent and ..
JBREET | 68 o 0uRr BN o Shigredmany b b comrising
. prelininarz degassing. The ingredients are m xed. . . . .
sodium lapryf splfate (8ESkand plwrddy of )ﬁlwgframqutp SPPTITRg icefyl pyridinium chloride
vacuum the dentifrice preparation is considered to be
(CPC), as weghps @ methot A pRdvONCREGNPEASE. DENTI FRI CE

[0128] In this example, a plurality of film fragments of Example 22 are combined with
an SLS-containing carrier, such as a dentifrice carrier as in E xample 21 to produce a composition
comprising both a carrier comprising sodium lauryl sulfate (SLS) and plurality of film fragments
comprising cetyl pyridinium chloride (CPC). In the composition, the CPC will not react with the SLS
present in the carrier. However, the CPC will be released during tooth brushing, and both the SLS and

the CPC can be effective for oral hygiene.

Example 24
[0129]  This example illustrates, in table 16, a dosage of each of certain pharmaceuticals

that can be delivered using a composition disclosed herein.

TABLE 16
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Ingredients W. % PEG 600 3.0 Sodi um car boxynet hyl
cellulose 0.55 Sorbitol 74.0 Purified water 6.357
weems0se263 uori de 0. 243 Tet rasodi um pyr ophosphak@r/0STH04/042442
Sodi um saccharine 0.30 Zeodent 115 4.0 Zeodent 165 8.8
Sodi um | auryl sulfate 1.2 Flavor 1.0FD&C G een (2%
soln.) 0.05 Total 100 Exanple 15 [01 10] This exanple
illustrates a nethod of producing a conposition
conprising a green dentrifrice base carrier

MEDICANENGL | O and star_shaped ?b fragments. To make
the conposition, star shaped filmfragnentls of Exanple
}3—are—copbined—w-th—transparent—green—dentifrice

Chlorpheniramipe Maleate; o1 "o ¢ £ g mpl e dmg. 70 a0

Bromphmmlq\a}ﬁ,r) flmcarrier r‘!ﬂn‘;gn The conposition is

Dexch Himme 2 mg.

Dexbrompheniramine 2 mg.

Triprolidine Hydrochloride 2.5 mg.

Acrivastine & mg.

Azatadine Maleate 1 mg.

Loratidine 10 mg.

Phenylephrine Hydrochloride 10 mg.

Dextromethorphan Hydrochloride 10-20 mg.

Ketoprofen 12.5 mg.

Sumatriptan Succinate 35-70 mg.

Zolmitriptan 2.5 mg.

Loperamide 2 mg.

Famotidine 10 mg.

Nicotine 2 mg.

Diphenhydramine Hydrochloride 25 mg.

Pseudoephedrine Hydrochloride 30 mg.

[0130] The examples and other embodiments described herein are exemplary and not
intended to be limiting in describing the full scope of compositions and methods of this invention.
Equivalent changes, modifications and variations of specific embodiments, materials, compositions

and methods may be made within the scope of the present invention, with substantially similar results.
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packaged in a standard toothpaste tube. [01 11] After
packagi ng, a sanple of the dentifrice conposition is
waouweezes f rom a tube and extruded as a di sti NEPCT/US2004/042442
green, aesthetically pleasing ribbon conposition
havi ng suspended therein clearly visible star shaped
silver colored filmfragnments extendi ng throughout the
extruded conposition. Exanple 16 [01 12] This exanple
illustrates red, heart shaped filmfragnments and a
met hod for their preparation. Red, heart shaped film
fragnents were prepared using a film prepared
“nmt@ggﬁﬁgigg to the procedure of Exanple 13 using dried
iI'mconprising the ingredients listed in Table 11
belom1 After drying of the film shellac (10096

1. t Al C%n %e ggltcl%fc'e c?)%ﬁ)os@gn Egnys?n%i h en Eﬁned 1H§ camer wherein said

In1fra 25 inch (3. 28 nmm in thelr
H@Hﬁggﬁ) ﬁ@pgﬁmfg?gnéhen die cut fromthe
fiIn1TABLEI RED FI LM I ngredients W. % HPMC 48.0
Cornstarch 12.0 Propyl ene glycol 2.0 Tween 80 2.0

2. A composition according to Claim 1, wherein said film comprises a polymer selected from
the group consisting of water soluble polymers, water dispersible polymers, and water

insoluble polymers, and mixtures thereof.
3. A composition according to Claim 2, wherein said polymer is a water soluble polymer

4. A composition according to Claim 3, wherein said water soluble polymer is selected from

the group consisting of cellulose ethers, methacrylates, polyvinylpyrollidone, and mixtures

thereof.
5. A composition according to Claim 4, wherein said polymer comprises a cellulose ether.
6. A composition according to Claim 1, wherein said carrier is suitable for use in a oral care

composition, hair care composition, skin care composition, or deodorant composition.

7. A composition according to Claim 6, wherein said carrier is suitable for use in an oral care

composition.
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10.

11.

12.

13.

14.

15.

Vegetable oil 4.0 Flavor 24.0 D& C #30 4.0 Titani um
oxi de coated mca 4.0 Total 100 Exanple 17 [01 13]

wabios/osseedpl e i1l ustrates a conposition and nep¢DUST004/042442

the production of a blue dentifrice carrier material.
To produce a blue dentifrice base, a base fornul ation
is prepared according to the nmethod described in
Exanpl e 14, except that a blue colorant is substituted
for the blue colorant in table 10. Exanple 18 [01 14]
This exanple illustrates a conposition conprising both
a blue dentifrice carrier base fornulation and a

PA ‘éBﬁbbéitYszfccc?x%ﬂm he@idim 7 08BRHA dald J&ﬁér@gmgme% an 38 Wehdterial.
as a nethod o pﬁodu0|ng a conposition. [01 15] To
make the conposition, red heart shaped filmfragnments
of Exanple 16 are conbined with blue dentifrice

carrier .material of anple 17, i 0.3%.

(BRI T Shifinetd CFET et Cacfhginpicbale spigeq fram the
used to dLstr?@ute the.filmfragnents th[oughout.fhe

BHSEP ?Q?Fﬁﬁﬁ‘ga?f: FASIVPH @NUGHHED 2§ SoRIASCONHRY 385R s cANtIPIaque agents,
packaged in a standard toot hpaste tube. [0116% After
ReEiRAeIt A getives shifh dreghiening agents maledoupconsioagents; Whitgning agents,
squeezed from a tube

and combinations thereof.

A composition according to Claim 6, wherein said carrier is suitable for use in a deodorant.
A composition according to Claim 10, wherein said carrier comprises an active material
selected from the group consisting of deodorant active, antiperspirant active, and mixtures

thereof.

A composition according to Claim 11, wherein said active material comprises an aluminum

salt.

A composition according to Claim 6, wherein said carrier is suitable for use in a hair care

composition.
A composition according to Claim 13, wherein said carrier comprises a surfactant.

A composition according to Claim 13, wherein said carrier comprises a conditioning agent.
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16.

17.

18.

19.

20.

21.

22.

23.

and is extruded as a distinctive blue, aesthetically
pl easi ng ri bbon conposition having suspended therein

w@bmanssgexi si bl e heart shaped red col ored fil nPCT/US2004/042442

fragnents extendi ng throughout the extruded
conposition. Exanple 19 [0117] This exanple
illustrates a conposition of circle-shaped film
fragnents conprising a high flavorant concentration
and a nethod for their production. [01 18] A film
having a high flavor concentration (23.75wm.% is
prepared foll ow ng the procedure of Exanple 13, except

t Q8émposition debbriingRIdiSi 139wh&ieini sBAIBHeE BérSiprides h A8ir bdlorant,
Tabl e 12 was used. The dried filmis then cut into and
filmfragnments in the shape of circles. TABLE 12

I ngredients W. % HPMC 48.0 Cornstarch 12.0 Tween 80

_ZI.Ai\ ?%rﬁﬁ&ﬁygneﬁﬁ%xgln#@ glaéhg 3;@5&%@1 s?i:dl caé’ieg 8&%}?%%5 aI? §cti21§ material,

nf um coa odi Um uorid

selected from the group consisting of proteins, vitamins, antidandruff agents, moisturizers,

and mixtures thereof.

A composition according to Claim 6, wherein said carrier is suitable for use in a skin care

composition.
A composition according to Claim 18, wherein said carrier comprises a surfactant
A composition according to Claim 18, wherein said carrier comprises a conditioning agent.

A composition according to Claim 18, wherein said carrier comprises an active material,

selected from the group consisting of proteins, vitamins, moisturizers, and mixtures thereof.

A composition according to Claim 1, wherein said functional material is a therapeutic

active.

A composition according to Claim 22, wherein said therapeutic active is for the treatment

or prevention of an oral care condition.
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24.

25.

26.

27.

28.

29.

Total 100 Exanple 20 [0119] This exanple illustrates
the production of a conposition that provides a flavor

whesnss2bsn this exanple, a plurality of film fremmewdsos2442

of Exanple 19 i s conbined with a dentifrice carrier
of Exanple 14 according to the nethod of Exanple 15.
[0120] The resulting conposition is tested through use
i n toothbrushing. Wen brushed on teeth, the
conposition emts a burst of flavor as the brushing

CAR u&%?séﬁeon%s&aﬂ{?q&haﬁm@ Uy Rer@ih shidGicfivd i9sE1E@8BBMShe group

with the i mmedi ale rel ease of their flavor

fcgfap%gt';%%a%mh&aﬁ@s {ggé&t%}tlm&fe})ﬁu% &R#,%ﬁ@%@g doBhES

ments ¢onpri si an oral caré-effec

f. cal G n . ' rati Qr
SR 5 0 S SO0 RBERE Rl AL Fhl A e
oral care-effective ampunt of cal cium are prepared

B PR R golYes SRy atmulansnd sompafon Byl 13

except that the slurry conprised the ingredients

listed in table 13 and the filmfragnents are not
necessarily star shapes. TABLE 13 Ingredients W. %
HPREMESItP ISP ing e w22, wherainsaddhergrputic getive is for the treatment

or prevention of a skin condition.

A composition according to Claim 22, wherein said therapeutic active material is selected
from the group consisting of anticaries agents, tartar control agents, antiplaque agents,
periodontal actives, breath freshening agents, malodour control agents, whitening agents,

antibacterials, vitamins, proteins, conditioning agents, moisturizers, and mixtures thereof.

A personal composition according to Claim 22, wherein said film comprises a plurality of
first film fragments having a first therapeutic active, and a plurality of second film
fragments having a second therapeutic active that different than said first therapeutic

material.
A composition according to Claim 1, wherein said functional material is a flavorant.

A composition according to Claim 1, wherein said film comprises a compatibility enhanced

active.
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30.

31

32.

33.

34,

35.

36.

Propyl ene glycol 1.8 Canola oil 3.5 Flavor 21.4
Titani um coated mca 7.1 Total 100 Exanple 21[0122]

wabios/osseedpl e i1l ustrates a conposition conpriBCTYSHO/6M2442

a carrier conprising fluoride and a plurality of film
fragments conprising calcium as well as a method of
meki ng the conposition. An analysis of sone of

conposition's properties is also disclosed. [0123] hi
this exanple, a conposition conprising filmfragnents

A cEMpIERicA 2Bbbraing t@cpd@fmr@h@flemfshla%fr@elstseﬁsm@ﬁﬁme ina
containing 1100 parts per mllion (ppn) fluoride ion

'&nflﬂfcgﬁdqd‘cs‘&g%mqu sél&ftéc{]ﬁ @egﬁguféongéﬁy)% f&attohic Iﬁlﬁmcroblals

conp05|t|on conprlses y wel ght

actgici uonﬁle SaltSdSI%lte%% En?dj )Ftlﬁ%%ﬁle af IS then aged

a7 ana yzed for fluoride
cont ent at weekl y |ntervals. For purposes of
conmparison, the sanme toothpaste but in which the film
fragnments had not b n |nc orate desi gnat ed
B GOIPBOS&F%‘&C%QH“ﬁi%a gyl I‘qﬁfgﬁ A il comPriges 3 ?@“Pﬁ%‘fre?ease
same intervals. The presence of fluoride ion in the
compesitien epmprisingfaidiupstinagl mytedapar ating the carrier
fromthe filmfragnments first then analyzing the
carrier for the presence of fluoride using F
ion-sel ective electrodes. [0124] The fluoride assays
QA coinpositium acoorpimgitd Caiva 341 wharhinwsaidicontfa lkldeeltdbe lvepugition is

operable to sustain release of said functional material through the use of said composition.

A composition according to Claim 31, wherein said controlled release composition is

operable to delay release of said functional material during use of said composition.

A composition according to Claim 1, wherein said film as a Dissolution Value of at least

about 5 seconds.

A composition according to Claim 34, wherein said Dissolution Value is from about 10 to

about 200 seconds.

A composition according to Claim 35, wherein said Dissolution Value is from about 30 to

about 120 seconds.
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37.

38.

39.

40.

41.

42.

43.

44,

TABLE 14 Weks 1 2 3 4 8 Paste F (ppm) F (ppm F (ppm
F (ppm) F (ppm A 935 962 900 943 899 B 1016 1042 986

wdoB6/03040 [ 0125] The results set forth in Tabber/mg2004/042442

show a mnimal |oss of fluoride ion over the 8- week
assay period in Paste A conprising calciumacetate as
conpared to Paste B which did notcontain any cal ci um
salt. \Wen brushed on teeth of the film suspended in
the dentifrice will rapidly disintegrate whereby
cAkeinpositicnacabidingie Clamessehertia shidtEEbitioni Vdlud i om about 40 to
fluoride ion to enhance the anticaries efficacy of the
fdodoer 100eetdpids.On the teeth bei ng brushed. Exanple 22
[0126] This exanple illustrates filmfragnments
conprising cetyl pyridiniumchloride (CPC) and a
method for their preparation. Filmfragnments of 2.5

%EBIQ)P(?SH a%?&?ﬁ% t§ % 1?1|3r41' Qgﬁ?ﬂ sii q{lmclﬁr g]ﬁgsoﬁ&gh NRlue operable

anoun Ini uhlc e are pre

h J d
et Dt O T APRTR WeBoFPogR ol Sarfﬁéwﬁfliﬂ?s
listed in table 15 below, and the filmfragnments are

not necessarily s tar shapes hi Table 15 b el ow 1lists

I ngredients of a filmc onprising CPC. TABLE 15
H},gqa@g(p%nsacwrdm%to Claim 34, wherein said tilm comprises a plurality of first film

fragments having a first Dissolution Value, and a second plurality of second film fragments
having a Distintegration Value that is significantly different than said first Dissolution

Value.
A composition according to Claim 1, wherein said carrier is a liquid or semi-solid.

A composition according to Claim 8, wherein said carrier comprises a gel, a colloid, or a

fibrillar network.
A composition according to Claim 1, wherein said carrier is a semi-solid.

A composition according to Claim 1, wherein said carrier comprises from about 5% to

about 95 % water.

A composition according to Claim 43, wherein said carrier is suitable for use as a

dentifrice, and comprises from about 10% to about 70 % water.
70



45.

46.

47.

48.

49.

50.

51

52.

HPMC 48.0 CPC 12.0 Tween 80 2.0 Propyl ene glycol 2.0
Canola oil 4.0 Flavor 24.0 Titanium coated m ca

wW@2030s8265 100 Exanpl e 23 [0127] This exanpl e PCT/US2004/042442

illustrates a conposition conprising both a carrier
conprising sodiumlauryl sulfate (SLS) and plurality
of filmfragnments conprising cetyl pyridiniumchloride
(CPC), as well as a nethod of producing a conposition.
[0128] In this exanple, a plurality of filmfragnments
of Exanple 22 are conbined with an SLS-cont ai ni ng
carrier, such as a dentifrice carrier as in Exanple 21

tR c&ﬁ?&jsﬁjt?o% ReGARAS Eidian, GaR [ i cﬂ%E%?tlJ]s st%?tﬂd}lgﬁl:b{l?queous.

conprising sodi auryl ate
of filmfragnments conpri SI ng cetyl pyridiniumchloride
(CPO). hi the corrposition the CPC will not react with

t t the CPC will
o coapiBegatiRge FSBPAobr bEFn TG 4 Cam?rr s?smr%teﬁé "gf%la selected

Zgod t he CPC can_ be effective for oral I ene. rﬁp
m the group consisting of glycerin, petrolatum, minera and rmxtures thereof.

A composition according to Claim 1, wherein said film comprises a plurality of film

fragments.

A composition according to Claim 47 wherein said fragments are substantially lamellar,

having a thickness of from about 0.1 mils to about 10 mils.

A composition according to Claim 47, wherein said fragments have a length of at least

about 0.2 mm.

A composition according to Claim 49, wherein said fragments have a length of from about

0.5 mm to about 10 mm.

A composition according to Claim 50, wherein said fragments have a length of from about

0.8 mm to about 8 mm.

A composition according to Claim 51, wherein said fragments have a length of from about

1 mm to about 5 mm.
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53.

54.

55.

56.

57.

58.

59.

60.

61.

[0129] This exanple illustrates, in table 16, a dosage
of each of certain pharmaceuticals that can be

waledoswenes] usi ng a conposition di scl osed her ei PCT/USEBLE042442

16 MEDI CAMENT DOSE Chl or pheniram ne Mal eate 4 ny.

Br onpheni ram ne Mal eate 4 ng. Dexchl or pheniram ne 2
ng. Dexbronpheniramne 2 ng. Triprolidine

Hydrochl oride 2.5 ng. Acrivastine 8 ng. Azatadine
Mal eate | ng. Loratidine 10 ng. Phenyl ephrine
Hydrochl ori de 10 ng. Dextronet horphan Hydrochl ori de
10-20 ng. Ketoprofen 12.5 ng. Sumatri ptan Succi nate

%%@P%?thogza%h@%r itg @a@m%Q?wH&eiangﬁqua%megg h%vérylength of from about

1.5 mm to about 2.5 mm.

A composition according to Claim 47, wherein each of said fragments has an aspect ratio of

at least about 5:1.

A composition according to Claim 51, wherein said aspect ratio is at least about 5:1 to

about 500:1.

A composition according to Claim 55, wherein said aspect ratio is at least about 10:1 to

about 100:1.

A composition according to Claim 56, wherein said aspect ratio is at least about 20:1 to

about 100:1.

A composition according to Claim 47, wherein said fragments are visibly discernable.

A composition according to Claim 58, wherein said fragments are of a non-random shape.
A composition according to Claim 59, wherein said fragments are of a repeating shape.

A composition according to Claim 60, wherein said shape is a polygons or elliptical shape.
72



62.

63.

64.

65.

66.

67.

68.

69.

Ni cotine 2 ng. D phenhydram ne Hydrochloride 25 ng.
Pseudoephedri ne Hydrochl oride 30 ng. [0130] The

wexaspsees and ot her enbodi ments descri bed her ePEI/ES®04/042442

exenplary and not intended to be limting in
describing the full scope of conpositions and net hods
of this invention. Equival ent changes, nodifications
and variations of specific enbodi nents, naterials,
conpositions and nmet hods may be made within the scope
of the present invention, wth substantially simlar
results.What is clainmed is: 1. An oral or persona

car o e O he >

B BRI Olhe R Bl o B ARk Prquare
material. 2. A conposition according to Claima1,
wherein said filmconprises a polynmer selected from

o pRp S BrrE et €1l birer U RBRHRE SohEh O s

and m xtures thereqgf. 3. A conposition_according to
ciragmgnss, mM@l@ﬁlﬁyggw%frwﬁwﬁ, ¥ 5r%%a§f ughiragneats have a shape
pquyner 4. A conposition according to Caim3, wherein
sdifferepithan saidbsegpndliggmeptfer i s sel ected from the group
consi sting of cellul ose ethers, nethacryl ates,

pol yvi nyl pyrol | i done, and m xtures thereof. 5. A
conmposition according to Caim4, wherein said pol yner
cAnrpmpssitsorsaccaldinglto Skt 1h ethereth safl cantiqrasopaqoe

according to Claim1l, wherein said carrier is suitable

for use in a oral care

A composition according to Claim 1, wherein said carrier is non-opaque.
A composition according to Claim 1, wherein said film comprises a formulation colorant.

A composition according to Claim 66, wherein said formulation colorant is selected from

the group consisting of pigments, lakes, dyes, and mixtures thereof.
A personal composition according to Claim 66, wherein said film comprises a plurality of
first film fragments having a first color, and a plurality of second film fragments having a

second color that is that is significantly different than said first color.

A composition according to Claim 1, wherein said film comprises a plurality of layers.
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70.

71.

72.

73.

74.

75.

76.

77.

conposition, hair care conposition, skin care
conposi tion, or deodorant conposition. 7. A

W@ 0up059263 on according to Caim6, wherein sai BCHSI00£042442

is suitable for use in an oral care conposition.8. A
conposition according to Cdaim7, wherein said carrier
conprises an active material. 9. A conposition
according to Claim8, wherein said active nmaterial is
selected fromthe group consisting of abrasives,

al bbinPbdicch zﬁzg&‘a}nt%’to CRiha0, #RGEIRhidaHe otprRALd RIAHR: film and a
agents, periodonftal actives, breath fresheni ng agents,

NERLGSOMT 21§ | (Wit eni ng agents, and
con@%at?to%g“t; esrugg(i‘eem@?)l.d%conpositi on according to

Claim6, wherein said carrier is suitable for use in a
deodorant. 11. A conposition according to Caim 10,

erein said carrier conprises.an active terial . .
AT R B Ba B s SO BorEr S v G B ifgeients n a arrer,
active, .antiperspirant active, and m xtures thereof.
Tpheroin syiggmenty ﬁreave%'a}ﬁﬁﬁgnet&e e1dhaye 1opeatiteetab sai d
active material conprises an alum numsalt. 13. A
conposition according to Claim®6, wherein said carrier
IS suitable for use in a hair care conposition. 14. A
cA npopdtiaracaerdmgdd Alpimd 1Cvhéreains3id frdgeresisaresibetantially lamellar,
carrier conprises a surfactant. 15. A conposition
dewoigdi thgktess &f fiormah@yt Ovihaileiorabsat 4mdar ri er conpri ses
a conditioning agent.16. A conposition according to
Claim 13, wherein said carrier conprises a hair
colorant. 17. A conposition according to Caim13,

VRI@5BpaLiteeH dc6raingite ClaaMm ! Wh&SinaRidardehéqts V&S 1ekth of at least

about 0.2 mm.

A composition according to Claim 103, wherein said fragments have a length of from about

0.5 mm to about 10 mm.

A composition according to Claim 103.1, wherein said fragments have a length of from

about 0.5 mm to about 8 mm.

A composition according to Claim 103.2, wherein said fragments have a length of from

about 1 mm to about 5 mm.

A composition according to Claim 13.3, wherein said fragments have a length of from

about 1.5 mm to about 2.5 mm.
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78.

79.

80.

81.

82.

83.

&4.

85.

sel ected fromthe group consisting of proteins,
vitam ns, antidandruff agents, noisturizers, and

wOoreoos/osses t hereof . 18. A conposition accor di ngPaDUS084d/0m2442

6, wherein said carrier is suitable for use in a skin
care conposition. 19. A conposition according to Caim
18, wherein said carrier conprises a surfactant 20. A
conmposition according to Claim 18, wherein said
carrier conprises a conditioning agent. 21. A
conposition according to Claim 18, wherein said
carrier conprises an active material, selected from
th _@oﬂB@x‘tﬁ’orF&@éﬂd D@10 A" *h Eﬁ{%a?ﬁ’bf‘ s%m fidrments has an a I?ect ratio of
noi st uri zers m xture$ thereo ATconpositio
%ﬁﬁgg ibdg 4.p Gaim1, wherein said functional materia
erapeutic active. 23. A conposition accordlng
to G a|n122 wherein said therapeutic active is for
the treatnment or prevention of an oral care

condi tion. 24. sitjon according to C
wh EPEPesItion a&cgrétqg\;g%? mg/8} WheTeld Sf‘ﬂ%éﬁg%@“@ gﬁfﬁm (about 51 to about
consi sting of abrasives, anticaries agents, tartar

tkol agents, antiplaque agents, periodontal
actives, breath freshening agents, mal odour contro
agents, whitening agents, stain prevention actives,
salivary stinulants, and conbi nations thereof. 25. A
ch epopoediti@rcaeadoigdo Aipimd 90OVherninA2id aspeet mitin isatilehst about 10:1 to
therapeutic active is for the treatnment or prevention
afboat KKtIn condition. 26. A conposition according to
Claim 22, wherein said therapeutic active material is
sel ected

-

A composition according to Claim 80, wherein said aspect ratio is at least about 20:1 to

about 100:1.

A composition according to Claim 71, wherein said fragments have a polygon or elliptical

shape.

A composition according to Claim 82, wherein said shape is substantially square.

A composition according to Claim 71, wherein said film comprises a plurality of first
fragments and a plurality of second fragments, wherein said first flakes have a shape

different than said second flakes.

A composition according to Claim 71, wherein said carrier is opaque.
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86.

87.

88.

9.

90.

91.

92.

fromthe group consisting of anticaries agents, tartar
control agents, antiplaque agents, periodontal

W@easEs6s br eat h fresheni ng agents, nal odour CRE/US1004/042442

agents, whitening agents, antibacterials, vitamns,
proteins, conditioning agents, noisturizers, and

m xtures thereof. 27. A personal conposition according
to Caim?22, wherein said filmconprises a plurality
of first filmfragnents having a first therapeutic
active, and a plurality of second filmfragnents
havi ng a second therapeutic active that different than

Sﬁi:&ngésﬁt% afctaéagg%& Ef?a‘fm@,t \?ﬁér@iln-saig%%aﬁﬁeﬁ@ m@ef; thettive ipdex

_E':ICCOI' I nNg to wher el n _Sal Ct! Oona mat e_rl a
Id?ff%ﬁﬁtltﬁz}/notﬂg petﬂ ct%\g ' in excomﬁséhrtrfe?n accor q' ng to daim
1, erein sai g ri1m conprisés d compatibility

enhanced active. 30. A conposition according to C aim
29, wherein said carrier is suitable for use in a
dentifrice, and said active is selected fromthe group
O RYNRISIHRG ASFOTERE|IQ M At VRTTEIR SHH £PEICT SAOBIPAIAl ¢ s,
fluoride salts, proteins, and m xtures thereof. 31. A
conmposition according to Claim1, wherein said film
conprises a controll ed rel ease conposition conprising
Sacempaesiteom aseertlingde €laim|87, Bherein saiditagients baveaaeiactivegndex
to Caim3l, wherein said controlled rel ease

chffgresti tharothe refraotper iatdxeoftseidsasteai n r el ease of said
functional material through the use of said
conposition. 33. A conposition according to Caim 31,
wherein said controlled rel ease conposition is

0P 86 APdsRidnucEsiRY t6 El8ATe, Whersidistidf imMGtdgaRRals BRipasd Aformulation
during use of said conposition.

colorant.

A composition according to Claim 89, wherein said colorant is selected from the group

consisting of pigments, lakes, dyes, and mixtures thereof.

A composition according to Claim 99, wherein said film comprises a plurality of first film
fragments having a first color, and a second plurality of second film fragments having a

second color that is that is significantly different than said first color.

A composition according to Claim 71, wherein said film fragments comprise a polymer
selected from the group consisting of water soluble polymers, water dispersible polymers,

and water insoluble polymers, and mixtures thereof.
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34. A conposition according to Claim1, wherein said
filmas a Dissolution Value of at |east about 5
wWGEamenskes 35. A conposition according to O ai nPGES2004/042442

wherein said Dissolution Value is fromabout 10 to
about 200 seconds. 36. A conposition according to
Claim 35, wherein said Dissolution Value is from about
30 to about 120 seconds.37. A conposition according to
Cl aim 36, wherein said Dissolution Value is from about

93. 480 chApRAUH aclOLing 86 OIS 9238 herfinGRIIRRNnhdr ¢ @Q{é%cﬂu‘tﬂg polymer.
to Caim 34, wherein said filmhas a D ssolution Val ue
operable to effect release of said functional materi al
during use of said conposition 39. A conposition

94, &ggrrg??strl]@o %cc?rld},ngtmo ﬁ?ﬁl%\@? 5 nlrlilf’sglldh\’\é%}Tr § u%?efrﬂ%)l)gﬁgsls é%lected from
V
FOE Bk SN e oS fige PR anrts et o e TGt g mixtures

significantly different than said first D ssolution

frgef 40. A conposition according to Claim1, wherein
said carrier is aliquid or sem-solid. 41. A
conposition according to Claim8, wherein said carrier
conprises a gel, a colloid, or a fibrillar network.

95. 42 compesaiqporscendmg ta€tambidnghereinGaisli polymer whmprias asalldose ether.

carrier is a sem-solid. 43. A conposition according
to Caim1l, wherein said carrier conprises from about
S5%to

96. A composition according to Claim 71, wherein said carrier is suitable for use in a

deodorant, dentifrice, hair care composition, or skin care composition.

97. A composition according to Claim 71, wherein said film fragments comprise a functional
material.

98. A composition according to Claim 97, wherein said functional material is a therapeutic
active.

99. A composition according to Claim 98, wherein said therapeutic active is for the treatment

or prevention of an oral care condition.

100. A composition according to Claim 99, wherein said active is selected from the group

consisting of abrasives, anticaries agents, tartar control agents, antiplaque agents,
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101.

102.

103.

104.

105.

106.

107.

about 95 % water. 44. A conposition according to Claim
43, wherein said carrier is suitable for use as a

walenwsiosszexe, and conprises from about 10% o abpCt/UTMH0L042442

wat er. 45. A conposition according to Caim1l, wherein
said carrier is substantially non-aqueous. 46. A
conposition according to Caim45, wherein said
carrier conprises a material selected fromthe group
consi sting of glycerin, petrolatum mneral oil, and

;BeﬁB&Hrﬁai ab s e[gé?th fbsheh n%qgaﬂss &ﬁan&fau@s&l%ﬂagagts \Qh@n%gagems

wherei n sai [mconprises a plurality ©

%@ggﬁgﬁﬁtmng%?er%fconpo& tion according to C al m 47

erern sai ragiments are substantially lanmellar,
having a thi ckness of fromabout 0.1 nils to about 10
mls. 49. A conposition according to Caim47, wherein
said fragnents have a.length of at, ] east .about .0, 2
%3 COW%S&?PMFW@& to Cimdtn H?B‘“é?'éht FaRSti AV {08 Hiereatment
fragments have a | ength of from about 0.5 mmto about
100 PrRYENtEPD of & skByR98ditioPon accordi ng to C ai m 50,
wherein said fragnents have a | ength of from about 0.8
mmto about 8 nm 52. A conposition according to Claim
51, wherein said fragnments have a | ength of from about
Lherposiimaccddmgitd 8laird 98 powharsintshidrihexamsotic acitye tnmatdtiahisrselected
52, wherein said fragnents have a | ength of from about
Ifrdm e greupadodsibting &f antitaries agents, tartar control agents, antiplaque agents,
periodontal actives, breath freshening agents, malodour control agents, whitening agents,

antibacterials, vitamins, proteins, conditioning agents, moisturizers, and mixtures thereof.
A composition according to Claim 97, wherein said functional material is a flavorant.
A composition according to Claim 71, wherein said carrier is a liquid or semi-solid.

A composition according to Claim 104, wherein said carrier comprises a gel, paste, colloid,

or fibrillar network.
A composition according to Claim 71, wherein said carrier is a semi-solid.

A composition according to Claim 71, wherein said carrier comprises from about 5% to

about 95 % water.
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54. A conposition according to Caim47, wherein each
of said fragnents has an aspect ratio of at |east
w@bwmansel. 55. A conposition according to C apem/6542004/042442
wherein said aspect ratio is at |east about 5:1 to
about 500:1. 56. A conposition according to C ai m 55,
wherein said aspect ratio is at |east about 10:1 to
about 100:1. 57. A conposition according to C ai m 56,
wherein said aspect ratio is at |east about 20:1 to
108. 3R ebthpdRbnlaccingho EHIRTI] WhQBinAGHRA P S sufatii &riksdina
wherelin said fragnents are visibly discernable. 59. A
Ltj : j oAl LN said
RRAERRL Lo bRk HoletBl FLAMURR TORER Somposi t on
according to Claim59, wherein said fragnents are of a
repeating shape. 61. A conposition according to O aim

TR T R MG R AR -

said shape is substantially square. 63. A conposition
according to Claimb58, wherein said filmconprises a
plurality of first fragnents and a plurality of second

110. A sefmpenition agperdimigio Elgia 10Prwhereip sgiaeprisr eaniarisgs & Ajsaial selected
different than said second fragnents. 64. A
dioom 8w growmcaasistongi frglycenn, Qetrplatuln, miherakdih agdimaxturgs thieegof.
i s opague. 65. A conposition according to Claiml,
wherein said carrier is non-opaque. 66. A conposition
according to Caim1, wherein said filmconprises a

111. fAcompediticiacesdgad Claim 71, wherein said film comprises a plurality of layers.

112.  An oral or personal care composition comprising a carrier having distributed therein a
plurality of lamellar fragments, wherein said fragments comprise a matrix and a functional

material.

113. A composition according to Claim 112, wherein said matrix comprises a material selected

from the group consisting of film forming materials, clays, waxes, and mixtures thereof.

114. A composition according to Claim 113, wherein said matrix comprises a film forming

material.

115. A composition according to Claim 114, wherein said film forming material is selected from
the group consisting of water soluble polymers, water dispersible polymers, and water

insoluble polymers, and mixtures thereof.
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67. A conposition according to Caim66, wherein said
formulation colorant is selected fromthe group

weonsihseeng of pignments, | akes, dyes, and m xXtREEES2004/042442

116.

117.

118.

119.

120.

121.

122.

thereof. 68. A personal conposition according to Caim
66, wherein said filmconprises a plurality of first
filmfragnents having a first color, and a plurality
of second filmfragnments having a second color that is
that is significantly different than said first color.
69. A conposition according to Claim1, wherein said
filmconprises a plurality of layers.70. A conposition

aK ﬁ%gésﬂ%n}a%p%%' g& B 8" whdleif %%iﬂ cﬁﬂri'e{‘?s%ﬁf?}’oﬁé o fisélin a oral care
pol'yneric fiTmafRd a coatinhg oh at l'east “one surface

of said film 71. An.oral. or personal. care co sition.
SR rh el PP s Ricalh P OGRS OF fFpa by ion.
wherein said fragnents are visibly discernable and

have repeating shape. 72. A conposition according to
Caim71l, wherein said fragnents are substantially

| & fRINpesitiongcerdgedo Chiadd bskheeinpaid grralsbigisuitable for use ingn oral
about 4 mils. 73. A conposition according to Claim71,

whaer e@mpogigipel fr agnents have a length of at | east about

0.2 nm 74. A conposition according to C aim 103,

wherein said fragnents have a |l ength of fromabout 0.5
mmto about 10 mm 75. A conposition according to

QA 3ompdsitonlaccortiig@d Tlmi1d2f wigenrRhid fitaviondl naedtil Iy axherapeutic
fromabout 0.5 nmto about 8 M 76. A conposition
aGesding to Caim103.2, wherein said fragnents have

a length of from

A composition according to Claim 118, wherein said therapeutic active is for the treatment

or prevention of an oral care condition.

A composition according to Claim 119, wherein said active is selected from the group
consisting of abrasives, anticaries agents, tartar control agents, antiplaque agents,
periodontal actives, breath freshening agents, malodour control agents, whitening agents,

stain prevention actives, salivary stimulants, and combinations thereof.
A composition according to Claim 112, wherein said functional material is a flavorant.

A composition according to Claim 112, wherein said film comprises a compatibility

enhanced active.
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about 1mmto about 5 mm 77. A conposition according
to Caim13.3, wherein said fragnents have a | ength of

wo e@soszeit 1. 5mmto about 2.5 nm 78. A conposPCT/UR2004/042442

123.

124.

125.

126.

127.

128.

129.

according to Caim71, wherein each of said fragnents
has an aspect ratio of at |east about 5:1. 79. A
conposition according to Claim78, wherein said aspect
ratio of fromabout 5:1 to about 500:1. 80. A
conmposition according to Caim79, wherein said aspect

F RLbPpdshticH ack@xﬂﬁn? éé‘ PRt 129: ihdr&n 308 Rhrrit PR shitatd forfise in a

conposi tion according to Caim 80, wherein said aspect

rc?emiﬂ'ic.% Sanﬂtsaildea@t?\;e dl? gégiy({t%(?%)m hd @ilﬂpga%ltsisl]n?géigcaﬁgﬁc af?timicrobials,

conpaosi t1on accor arm erel sal

f r agnent ave, a polygon or,elliptjcal .shape. 83. A

c %%‘5’% ﬁlféoﬁu d@éi‘ﬂgﬁ’ R g?“&s’ fﬁldafnfﬁt%’gs h\ﬁﬁ@ﬁ'ei n sai d shape

is substantially square. 84. A conposition according

to daim71, wherein said filmconprises a plurality

of first fragnments and a plurality of second

4 SHRBPRILON agRrAmE o Al 1f15r\§1@erflp ad d1m comprsesiageatrolled release
di fferent than said second fl akes. 85. A conposition
Sospositipg cemapirying sadzfinctigrel mptariddai d carrier is

opaque. 86. A conposition according to C aim 85,

wherein said fragnents have a reflective index

different than the reflective index of said carrier.

A composition according to Claim 112, wherein said film has a Dissolution Value operable
to effect release of said functional material during use of said composition as a Dissolution

Value of at least about 5 seconds.

A composition according to Claim 112 wherein said fragments have a thickness of from

about 0.1 mils to about 10 mils.

A composition according to Claim 126, wherein said fragments have a length of at least

about 0.2 mm.

A composition according to Claim 127, wherein said fragments have a length of from about

0.5 mm to about 10 mm.

A composition according to Claim 128, wherein said fragments have a length of from about

1.5 mm to about 2.5 mm.

81



87. A conposition according to Caim?71, wherein said
carrier is non-opaque. 88. A conposition according to

wEk@snsRdy wherein said fragnents have a ref r aBdT/ug2004/042442

130.

131.

132.

133.

134.

135.

136.

137.

138.

i ndex different than the refractive index of said

carrier. 89. A conposition according to Caim71,

wherein said filmfragnments conprise a fornul ation

colorant. 90. A conposition according to Caim 89,

wherein said colorant is selected fromthe group

CR e&hﬁzsmml &Eorein%q& Cladm 1112KeRoreifl X8 aspRkafh XL 441&8t about 5:1.

t her eof mposition according to O ai m 99,

wher ei n sald filmconprises a plurality of first film

fragnents having a first color and a second plurality

of _secon mfr econ o or ,tha

Ch e RPE o tor Pk i oD ey e PR R g1 el 101 o

9%th¥ﬁ)np05|t|on according to Caim71, wherein said
nents conprise a polynmer selected fromthe

group consisting of water soluble polyners, water

di spersi bl e polyners, and water insoluble polyners

and m xtures thereof.93. A conposition according t

ch sPmPEHtiongeerrding te Slaimpdllyearein said agpeckratie il aibast about 20:1 to

polymer. 94. A conposition according to Claim 92,

vibeneid9:1sai d wat er sol ubl e polyner is selected from

the group consisting of cellul ose ethers,

met hacryl ates, polyvinyl pyrollidone, and m xtures

thereof. 95. A conposition according to Caim 94,

VWA @b@pokitsctl 4dc@ding1® ClA0NNLR) wheid s&idlflagineste aktdT@mon I8ndom shape.

A conposition according to Caim71, wherein said

carrier is suitable for use in a

A composition according to Claim 133, wherein said fragments are of a repeating shape.
A composition according to Claim 134, wherein said shape is a polygons or elliptical shape.

A composition according to Claim 112, wherein said film comprises a formulation

colorant.

A composition according to Claim 136, wherein said formulation colorant is selected from

the group consisting of pigments, lakes, dyes, and mixtures thereof.

An oral or personal care composition comprising a plurality of visibly discernable lamellar
fragments entrained in a carrier, wherein said fragments have an aspect ratio of at least

about 5:1.
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deodorant, dentifrice, hair care conposition, or skin

care conposition. 97. A conposition according to Caim
walgosmbeeei n said filmfragnents conprise a fupct/usmwed/042442

material. 98. A conposition according to C aim 97,

wherein said functional material is a therapeutic

active. 99. A conposition according to C aim 98,

wherein said therapeutic active is for the treatnent

or prevention of an oral care condition. 100. A

conposition according to Claim99, wherein said active

is selected fromthe group consisting of abrasives,

139. %EB&Q&&&% a%g&ﬁ&g,m E@aﬁﬁﬂ@&‘%@l@%&ﬁ'sﬂﬁ?l?gﬁqﬁms 20 RdcAtH Serial

agents, periodontdl actives eat eni ng agents,

C , . ; .
BleBHE forE AR o BTG of it EERAE AR Yo Waes ond istures
q¥ai 98, wherein said therapeutic active is for the
tP¥&ment or prevention of a skin condition. 102. A
conposition according to Claim98, wherein said
therapeutic active material is selected fromthe group
consi sting of anticaries agents, tartar control )

140. oy epmpositightacpPrdipgdo Séamtl39, wearein goid idm feagents omprigss pplymer
fresheni ng agents, mal odour control agents, whitening
agleated froamthe Igeosp epngigting of atenbalsble pelymersnwater dispersible polymers,
condi tioning agents, noisturizers, and m xtures
t dnd rveatdr insb0Ble polypoerposd mivmreadisoeadi ng to C ai m 97,
wherein said functional material is a flavorant. 104.

A conposition according to Caim71, wherein said
carrier is a liquid or seni-solid.

141. A composition according to Claim 140, wherein said polymer is a water soluble polymer

selected from the group consisting of cellulose ethers, methacrylates, polyvinylpyrollidone,

and mixtures thereof.

142. A composition according to Claim 141, wherein said polymer comprises a cellulose ether.

143. A composition according to Claim 138, wherein each of said fragments has a thickness of

less than about 100 microns and a long dimension of greater than about 0.2 mm.

144. A composition according to Claim 143, wherein said fragments are substantially lamellar,

having a thickness of from about 0.5 mils to about 4 mils.

145. A composition according to Claim 143, wherein said fragments have a length of from about

0.5 mm to about 10 mm.
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105. A conposition according to Caim 104, wherein
said carrier conprises a gel, paste, colloid, or

wo 2dosiosd2es net wor k. 106. A conposition accor di POr/us004/042442

146.

147.

148.

149.

150.

151.

152.

Claim71l, wherein said carrier is a sem-solid. 107. A
conposition according to Claim71, wherein said

carrier conprises fromabout 5% to about 95 %

wat er. 108. A conposition according to Caim 71,

wherein said carrier is suitable for use in a
dentifrice, and conprises from about 15%to about 70 %
wat er. 109. A conposition according to Caim71,

vlygge_sﬁg&ié&i a‘ic&ﬁfrfgitg Cidid 139 %ﬁé&hé@h!%g&% BHEPHSeth of from about

conposition according to ai mm109, ere
S?&ﬂnﬁﬂf&%ﬁ{ ggggrises a material selected fromthe
group consisting of glycerin, petrolatum mneral oil
and m xtures thereof. 111. A conposition according to
Caim71, wherein said filmconprises a plurality of
| ayers. .112. An oral_ oqr personal care conposition )
c§ SRMPSItRYR agceugingite Clam /i3 g W hrrein cpp Alsaid: F?&T@Pﬁ%és an aspect ratio
plurality of lamellar fragnments, wherein said
fofdepmpahoyt ediprbaie 580kt ri x and a functional material .
113. A conposition according to Claim112, wherein
said matrix conprises a material selected fromthe
group consisting of filmformng materials, clays,
waxempositih atcordinges Cldierlddf whekdid said asgeopasio id avteast about 10:1 to
according to Claim113, wherein said matrix conprises
aabbud rooflor mi ng material. 115. A conposition according
to daim1l1l4, wherein said filmformng material is
sel ected from

A composition according to Claim 143, wherein said aspect ratio is at least about 20:1 to

about 100:1.

A composition according to Claim 138, wherein said fragments have a polygon or elliptical

shape.
A composition according to Claim 138, wherein said film comprises a plurality of first
fragments and a plurality of second fragments, wherein said first fragments have a different

composition or shape than said second fragments.

A composition according to Claim 138, wherein said carrier is opaque.
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the group consisting of water soluble polyners, water
di spersi bl e polyners, and water insoluble polyners,

waomsnssetir es t hereof. 116. A conposition accorBiTyS1004/042442

153.

154.

155.

156.

157.

158.

159.

160.

Claim 112, wherein said carrier is suitable for use in
a oral care conposition, hair care conposition, skin
care conposition, or deodorant conposition. 117. A
conmposition according to Claim 116, wherein said
carrier is suitable for use in an oral care

C& Mﬁbéﬂl&{‘accéﬂl i 6 CERRPGSI &h&&n%&@‘ﬂa@i‘rﬁﬂts havdd RiNBRtive index
12, wherein sai d functional material is a t her apeutic

ot ndet the A ERIPATH dQiaRGGREDI ng Lo O aim 118,

ereln sal d erapeutic active is for the treatnent
or prevention of an oral care condition. 120. A
conposi tion according to Cdaim119, wherein said

tive i.s sel e roup . OnSlStIn of
B pabPotdor Gdruge AT ou e R S 2RRR bRt .
anti pl aque agents, periodontal actives, breath
fresheni ng agents, mal odour control agents, whitening

ents, stain prevention actives, salivary stinulants,
a!gsomg@ﬁ@mmcr:@rﬁslgtth &llaiwf1 54 wherein saigriserients danveaa:@&ra@iwgndex
to Caim11l2, wherein said functional material is a
fditferentethan thﬂ@‘.raCAV@imdposﬁ sajidoarrzeecor ding to Claim 112,
wherein said filmconprises a conpatibility enhanced
active. 123. A conposition according to Caim122,
wherein said carrier is suitable for use in a
dgBbmpéditeh acadirpab Clamt 138 ewhé&eid 8hiddiMdrdohRMsicb/pgsoalp
consi sting of cationic antimicrobials, calciumsalts,

floHAnlLGsh &g, Proteins, and m xtures thereof.

A composition according to Claim 156, wherein said colorant is selected from the group

consisting of pigments, lakes, dyes, and mixtures thereof.

A composition according to Claim 138, wherein said carrier is suitable for use in a

deodorant, dentifrice, hair care composition, or skin care composition.

A composition according to Claim 138, wherein said film fragments comprise a functional

material.

A composition according to Claim 159, wherein said functional material is a therapeutic

active for the treatment or prevention of an oral care condition.
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124. A conposition according to Claim112, wherein
said filmconprises a controll ed rel ease conposition

waeeowpnseshg said functional material. 125. A PCT/US2004/042442

161.

162.

163.

164.

165.

166.

167.

conmposition according to Claim 112, wherein said film
has a Dissolution Value operable to effect rel ease of
said functional material during use of said
conposition as a Dissolution Value of at |east about 5
seconds. 126. A conposition according to Caim112

vsdo@esrﬁb&n&ﬂ éécéraﬁ '?@@ia?mh@l‘f ewl?er&ﬁ k£l A8 i9beldct Ml Hétgroup

mls to about 10 mls. 127. A conposition
acgﬁgétﬁigﬂg abfsi sggﬂtiﬁc;aﬁ%ﬁg%ﬁr@ Il c%%@ a%irﬂg gﬁng 13 Jéaa @m@

eng{kﬁmﬂ% c?veggqr%%qgf %ﬁmé’g %I%%{Tae%e&é ﬁ%%m% agents,

gp%lhtlon accor |ng to Clal m128 wherein sai d
GRERratNN rf‘a"length of fromabout 1.5 nmto about
2.5 mm 130. A conposition according to Caim 112,
wherein said aspect ratio is at |east about 5:1. 131.
A conposition according to C aim 130, wherein said

o/ perppositian agoqrdingtto Claimstl S3iywharein gaid fynstigna) materiahis p flavorant.
132. A conposition according to Caim 131, wherein

said aspect ratio is at |east about 20:1 to about

100: 1. 133. A conposition according to Claim112,

wh etediod fsmadinihis@eng afiscaosl afatediahor: uamd@masiiap eubject, comprising
the step of topically applying to said subject a composition comprising a film entrained in a

carrier, wherein said film comprises said functional material.

A method according to Claim 163, additionally comprising, after said applying step, a step

of disrupting said film.

A method according to Claim 164, wherein said disrupting of said film effects release of

said functional material.

A method according to Claim 165, wherein said disrupting of said film effects controlled

release of said functional material.

A composition according to Claim 166, wherein said controlled release composition is

operable to sustain release of said functional material through the use of said composition.
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134. A conposition according to Caim 133, wherein
said fragnents are of a repeating shape. 135. A
W@ 20wp05§263 on according to Caim 134, wherei n seiTUShvag@i2442
is a polygons or elliptical shape. 136. A conposition
according to Claim112, wherein said filmconprises a
formul ati on colorant. 137. A conposition according to
Claim 136, wherein said fornulation colorant is
selected fromthe group consisting of pignents, |akes,
168. 9N ESmp&thnHeddriing o ENEMABE; wHe3dn sAl cOfiR)l1eQ kel PRE EXBbsition is
care conposition conprising a plurality of visibly
SG6ln5 ks ¥e§1‘é£‘§é bfld fuﬁ&%@f rﬁat@xri‘&lrdﬁhﬂgg ¢ &sﬁg%@ﬁﬁabﬁﬁon.
grein sard ragnenfs ave an aspect atioof at
| east about 5:1.139. A conposition according to Claim
138, wherein said fragnents conprise a nateri al
sel ected. fromthe group consistin filmdform.n
169. A pRFPOHIIon sCFOIgRE (TS 163y therrin oeld Blm s DROTGE Vale operable
conposition according to Claim139, wherein said film
ftp sHpet ielease ohgid Bwchongbmatespl duging epeef spidsenpReitigh-oup
consi sting of water soluble polyners, water
di spersi bl e pol yners, and water insol uble polyners,
and m xtures thereof. 141. A conposition according to
170. @\ aiethod40cording teeChirsdb3 wiwrgimeaid fisn aomprises apblirality ef film
pol ynmer selected fromthe group consisting of
dedghithsse et hers, net hacryl ates, pol yvi nyl pyrol lidone,
and m xtures thereof. 142. A conposition according to
Claim 141, wherein said polyner conprises a cellul ose
et her.

171. A method according to Claim 170, additionally comprising the step, after applying step, of

disintegrating said film fragments.
172. A method according to Claim 163, wherein said functional material is a therapeutic active.

173. A method according to Claim 172, wherein said therapeutic active is for the treatment or

prevention of an oral care disorder.

174. A method according to Claim 173, wherein said active is selected from the group consisting
of abrasives, anticaries agents, tartar control agents, periodontal actives, whitening agents,

and combinations thereof.

175. A method according to Claim 172, wherein said therapeutic active is for the treatment or

prevention of a skin disorder.
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143. A conposition according to Caim 138, wherein
each of said fragnents has a thickness of |ess than

w@bmwenssee) m crons and a | ong di nensi on of gr eBtBUSINE042442

176.

177.

178.

179.

180.

181.

about 0.2 mm 144. A conposition according to Caim
143, wherein said fragnments are substantially

| anel I ar, having a thickness of fromabout 0.5 mls to
about 4 mls. 145. A conposition according to O aim
143, wherein said fragnments have a |l ength of from
about 0.5 mmto about 10 nm 146. A conposition
according to Claim 145, wherein said fragnents have a
l ength of fromabout 1.5 mmto about 2.5 mMm 147. A
chmedwidtacemdiag toCimd 76,0v@rein said 3giveunsalesied feams thegiroup consisting
said fragnments has an aspect ratio of fromabout 5:1
tof nadigtuiti zehd) @ntlinfldMBatoAes; emplints] @aml cacbiratibngtht@ofCl ai m
147, wherein said aspect ratio is at |east about 10:1
to about 100: 1. 149. A conposition according to Caim
143, wherein said aspect ratio is at |east about 20: 1
to about 100:1. 150. A conposition according to Caim
138, wherein said fragnents have a pol ygon or

el liptical shape. 151. A conposition according to

C aim 138, wherein said filmconprises a plurality of

\f/é] Eé‘?e‘iel}()d %%{Igllﬂ% %o é ?gg’h"%ﬁ%m %e}{d ﬁfera%gﬁtg?&u(lé ?ﬂ[&%ﬁf i¥ selected from

ave
tge %%1}') tCé)nOSli]Stl?lé o% an%ﬁ:gnéshaaggntg %argar%grcl:tro %ggnrtsa %erlocfontal actives,

whitening agents, antibacterials, vitamins, proteins, conditioning agents, and mixtures

thereof.

A method according to Claim 163, wherein said applying step comprises applying said

composition to the oral cavity of said subject.
A method according to Claim 178, wherein said functional material is a therapeutic active.

A method according to Claim 179, wherein said therapeutic active provides a systemic

health benefit.

A method according to Claim 163, wherein said applying step comprises applying said

composition to the skin of said subject.
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152. A conposition according to Caim 138, wherein
said carrier is opaque.153. A conposition according to
w@k@sosse®2, wherein said fragnents have a ref | BCL/US®04/042442
i ndex different than the reflective index of said
carrier. 154. A conposition according to C aim 138,
wherein said carrier is non-opaque. 155. A conposition
according to Caim 154, wherein said fragnents have a
refractive index different than the refractive index

182. OA nfod a@&{r&'n o Cta 16?‘ VARIBR $4id hityiRs SRp dbMBride® afplFihFsaid
g g PHE R4

138, wherein I'm’fragment s

d%g{%‘ @%%”t mﬁSla?Eé’“ %ﬁ? B%c?? Q&Jﬁlhg se; ﬂéaﬁ&ttfglegeﬁt

erern ran 'S se
group consisting of plgnents, | akes, dyes, and
m xtures thereof. 158. A conposition according to
aim 138, Wyereln aid carrier is syitable for use in
183. o RESES Arnakipg At pre ?rdﬁérSOH%I.CPreccapwoes%mmS&}% a ggyrier having
skin care conposition, A composij tion according to
chsinbytadereheplraiteed lemﬁlllqr AiREMERBeAdPIeGEDr | se a
functional material. 160. A conposition according to
ki mpreddingsaid edmiesai d functional material is a
t herapeutic active for the treatnment or prevention of
dh) or addingsad dondiat fragmdidto sdidoenyeosi formn mictowe;cndg t o
Claim 160, wherein said active is selected fromthe
gepup hoagésting gai@tnivdifeasi ves, anticaries agents,
tartar control agents, antiplaque agents, periodontal
actives, breath freshening agents, mal odour contro
agents, whitening agents, and conbi nations thereof.

184. A process according to Claim 183, wherein said fragments comprises a material selected

from the group consisting of film forming materials, clays, waxes, and mixtures thereof.
185. A process according to Claim 184, wherein said film fragments comprise a polymer
selected from the group consisting of water soluble polymers, water dispersible polymers,
and water insoluble polymers, and mixtures thereof.
186. A process according to Claim 185, wherein said polymer is a water soluble polymer
selected from the group consisting of cellulose ethers, methacrylates, polyvinylpyrollidone,

and mixtures thereof.

187. A process according to Claim 186, wherein said polymer comprises a cellulose ether.
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162. A conposition according to Caim 159, wherein
said functional material is a flavorant. 163. A nethod

wo onsaskehi stering a functional material to a PUITHS2004/042442

188.

189.

190.

191.

192.

193.

194.

195.

ani mal subject, conprising the step of topically

applying to said subject a conposition conprising a
filmenframed in a carrier, wherein said film

conprises said functional material. 164. A nethod
according to Claim 163, additionally conprising, after
SAipebcagcyordipg 3¢ €faimd 83 tveleraih eabhsof wait ifragmsats Had 4 thivkness of less
165. A nethod according to Claim 164, wherein said

CGthad ablut 1@ Micr&Riadd b 1dn@ dahémednSofMopdata SitinAbo s, Zimm.
functional material. 166. A nethod according to O aim

165, wherein said disrupting of said filmeffects
controlled rel ease of said functional material. 167. A

CRERRSL! L ARG COERiNY 88 Wwiidédth Rid @r@gm%? @]%'sﬂbs‘faﬂ{ti% lamellar,
controlled refease conposition I's Operable to sustain

el agsa%hf%fme%?bf’fr&ﬁ gg&h %%allrﬁl%ta E){uazi mjjgrough the use of

sai d°composit ron: : conposition according to Claim

166, wherein said controlled rel ease conposition is
operable to delay rel ease of said functional nmaterial
during use of said, conposition. 169. A conpositjon

o6 PHICHISRgeardingtlrim 489, witsesie s4id Sagments haverdength of from about 0.5
Di ssol uti on Value operable to effect rel ease of said
fomdeiaboillOmimeri al during use of said conposition.

170. A nethod according to Caim 163, wherein said
filmconprises a plurality of filmfragnents. 171. A

nmet hod according to Claim 170, additionally conprising
thepretspccatingito Gajprh DOgvist@p said fragments have a length of from about 1.5

mm to about 2.5 mm.

A process according to Claim 188, wherein each of said fragments has an aspect ratio of

from about 5:1 to about 500:1.

A process according to Claim 192, wherein said aspect ratio is at least about 10:1 to about

100:1.

A process according to Claim 193, wherein said aspect ratio is at least about 20:1 to about

100:1.

A process according to Claim 188, wherein said fragments have a polygon or elliptical

shape.
90



disintegrating said filmfragnments. 172. A net hod
according to Claim 163, wherein said functiona

woraenssabs i s a therapeutic active. 173. A net hedr/us2004/042442

196.

197.

198.

199.

200.

201.

202.

according to Claim172, wherein said therapeutic
active is for the treatnent or prevention of an ora
care disorder. 174. A nethod according to Caim 173,
wherein said active is selected fromthe group

consi sting of abrasives, anticaries agents, tartar
control agents, periodontal actives, whitening agents,
and conbi nati ons thereof. 175 A nmet hod according to

aim172, ere sq er.apeuti c act is for the
h Bt Arcosngrel Birk 156 vifere St Mo Sov s s
nmet hod according to Claim 176, wherein said active is
sel ected fromthe group consisting of noisturizers,
antiinflammatories, enollients, and conbi nations
t/h BFosess acaopding 1o Giatn & 88.adheemn pad s camprises 3 phuraliiy of Brsh
said therapeutic active material is selected fromthe
dragopnisend p phiraligy of seaond Gagments, adensinssaid fanst agneantst haye a shape
agents, periodontal actives, whitening agents,
asotripbsitibeor fadgmeny thaawaid secopd fragmergs. condi ti oni ng
agents, and m xtures thereof. 178. A nethod accordi ng
to Caim 163, wherein said applying step conprises
appl yi ng said conposition to the oral cavity of said

SAlBiREds-acdofding £ CRIH LS mﬁj 'seﬁ& filrR filehRbAt ddi8p né@hiefﬁﬁ'hlﬂatlon
sald functional material is a therapeltic actlve

A gifod according to Caim179, wherein said
therapeutic active provides a systenic

A process according to Claim 198, wherein said colorant is selected from the group

consisting of pigments, lakes, dyes, and mixtures thereof.

A process according to Claim 188, wherein said carrier is suitable for use in a deodorant,

dentifrice, hair care composition, or skin care composition.

A process according to Claim 188, wherein said film fragments comprise a functional

material.

A process according to Claim 201, wherein said functional material is a therapeutic active

for the treatment or prevention of an oral care condition.
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health benefit. 181. A nethod according to C aim 163,
wherein said applying step conprises applying said

W@ 20wp05§263 on to the skin of said subject.182. PCTrES1004042442
according to Caim 163, wherein said applying step
conprises applying said conposition to the oral cavity
of said subject for providing a system c health
benefit. 183. A process for making an oral or persona
care conposition conprising a carrier having

203. dAbial fetdbnhiNgfeEothpsiBbi Ecthprisingdd plLANB) faisibly ABEERISe

said process (a) providing said carrier; (b) adding

%‘F‘J eh@réﬁ{rnig&% {:n)raacﬂﬁ?erﬂ,t whdrQn S8k $a %Eﬁtg Rlhve apthfc%%?s %&less than about

ture; a onogeni zi ng safd m xt ure.
PloRSSRHnEEEPS Bl dihhsich Bk ge%tgr"’gaa%? (1§00 RRlnd ragments
conprises a materialr selecte Fom the group
consisting of filmformng naterials, clays, waxes,
and m xtures thereof. 185. A process according to
aim 184, wherein i.d filmfragnments, conprise a
204 4o POMBISIOD ASEPTd e o éﬁ%@ﬁ@gg‘?’%ﬁn Sei iy FRINRITses A Maferial selected
sol ubl e pol yners, water_ dispersible polynmers, and
vieare thej gieys (empistingafyibfermipg matgriglsyslag, WasssedTd mixgaes thereof.
process according to C aim 185, wherein said polyner
is a water sol uble polyner selected fromthe group
consi sting of cellulose ethers, nethacryl ates,
205. pYokgrmposptiqmyacodding e €]aimr2d4,nvherein esd tfivafeagient: 8dmprse a polymer
process according to Caim 186, wherein said polyner
aelped $©f the gRIub bsting bhaatel §3ubl AppliaReBS & aRE digpdlsiblg polymers,
to Caim 183, wherein each of said fragnents has a
tanl e S8sofibld Rtyimers, and mixtures thereof.

206. A composition according to Claim 205, wherein said polymer is a water soluble polymer
selected from the group consisting of cellulose ethers, methacrylates, polyvinylpyrollidone,

and mixtures thereof.

207. A composition according to Claim 203, wherein said fragments have an aspect ratio of at

least about 5:1.

208. A composition according to Claim 207, wherein said aspect ratio is at least about 10:1 to

about 100:1.

209. A composition according to Claim 208, wherein said aspect ratio is at least about 20:1 to

about 100:1.
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t han about 100 microns and a | ong di nension of greater

than about 0.2 nm 189. A process according to Caim
wdadg®s/ostes ei n sai d fragnents are substanti al | yPCT/US2004/042442

| anel [ ar, having a thickness of fromabout 0.5 mls to

about 4 mls. 190. A process according to C aim 189,

wherein said fragnents have a |l ength of fromabout 0.5

mmto about 10 mm 191. A process according to Caim

190, wherein said fragnments have a |l ength of from

about 1.5 mmto about 2.5 mm 192. A process according

to Claim 188, wherein each of said fragnents has an

210. R P&k osﬁtﬂ)tn' adc Bm "té’&l ﬁ'@@ﬁ %CIL \%ﬁﬁ%‘?%ldqﬂgxg@nts ilgsga thitkness of

process accor ereln sa aspec

at tl?anI a%o{i‘ttlo eal‘g’rton lon%d%eélglo%%? atep tcl)lan ou?f]) 2

cess accor P Sara aspec
ratlo is at Ieast about 20:1 to about 100: 1. 195 A
process according to Caim 188, wherein said fragnents
have a pol ygon or elliptical shape.196. A process
211, A e@pmsﬁ@nta@cc@ilgg 9 G_E@gn 2} hevhsrein §%ﬁi graglﬁgrﬁ§ aresubstantially lamellar,
substantially square. 197. A process according to
tazinga tiggknoghel fearn akait 8. anulswﬁo@bﬁw ®ds a plurality of
first fragments and a plurality of second fragnents,
wherein said first fragnents have a shape conposition
or fragnent than said second fragnents.
212. A composition according to Claim 210, wherein said fragments have a length of from about

0.5 mm to about 10 mm.

213. A composition according to Claim 212, wherein said fragments have a length of from about

1.5 mm to about 2.5 mm.

214. A composition according to Claim 203, wherein said fragments have a polygon or elliptical

shape.

215. A composition according to Claim 203, wherein said film comprises a plurality of first
fragments and a plurality of second fragments, wherein said first fragments have a different

composition or shape than said second fragments.

216. A composition according to Claim 203, wherein said film fragments comprise a

formulation colorant.
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198. A process according to Claim 188, wherein said
filmfragnents conprise a fornulation colorant. 199. A
w@emseszeaccording to Caim 198, wherein sai d BPOI/USAN/042442

is selected fromthe group consisting of pignents,
| akes, dyes, and m xtures thereof. 200. A process
according to Claim 188, wherein said carrier is
suitable for use in a deodorant, dentifrice, hair care
conposi tion, or skin care conposition. 201. A process

217. 3K COHLHbMbrl Rl %2‘0@%ﬁ‘ér8n§§iﬂ‘3aﬁ1‘e{ LR S in a

conprise a functlonal mat er 1 al . A process
n [ [
anc%sgérglgr @entg%cg ﬁélﬁﬁgﬁw@{g@? i (5/} Sﬁ] oc%rf{‘ﬂ)%r eaﬁma nt or
prevention of an oral care condition.203. An oral or
personal care conposition conprising a plurality of

vjsibly.discer able nt entr. ed in a carri.e

213, hSPBPSFI Gr PR S ATV B St S dragmeis SampFiSaA functional
about 100 n1crons and a Iong di mensi on of greater than
dBYeHal600 nicrons. 204. A conposition according to
Claim 203, wherein said matrix conprises a materi al
sel ected fromthe group consisting of filmform ng
materi al s, clays, waxes, and m xtures thereof. 205. A

219. cAupopésitiaaceardmgdd Atpimd 18] whareil Odid fyvvtiprd] materiadlisfa therapeutic
fragnents conprise a polynmer selected fromthe group
caetise forr ihegreatmeana bepresantioh b£arparhlyeres eonditiwher
di spersi bl e polyners, and water insol uble polyners,
and m xtures thereof. 206. A conposition according to
Cl ai m 205, wherein said polymer is a water sol uble

220. PRLYAB&sition according to Claim 203, wherein said functional material is a flavorant.

221. Anoral or personal care composition comprising a plurality of fragments in a carrier,
wherein said fragments have a non-random shape and a thickness of less than about 100

microns and a long dimension of greater than about 600 microns.

222. A composition according to Claim 221, wherein said fragments are lamellar.

223. A composition according to Claim 221, wherein said matrix comprises a material selected

from the group consisting of film forming materials, clays, waxes, and mixtures thereof.

224. A composition according to Claim 223, wherein said film fragments comprise a polymer
selected from the group consisting of water soluble polymers, water dispersible polymers,

and water insoluble polymers, and mixtures thereof.
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selected fromthe group consisting of cellul ose
et hers, nethacryl ates, pol yvinyl pyrollidone, and

wWOoreoososses t hereof . 207. A conpositi on accor di NBCT/US2004/042442

225.

226.

227.

228.

229.

230.

231.

Cl ai m 203, wherein said fragnents have an aspect ratio
of at |east about 5:1. 208. A conposition according to
Claim 207, wherein said aspect ratio is at |east about
10:1 to about 100:1. 209. A conposition according to
Cl ai m 208, wherein said aspect ratio is at |east about
20:1 to about 100:1.210. A conposition according to

Cl aim 203, wherein each of said fragnents has a

3&1 ic&h@(?sﬁﬁmoafcc&rﬁﬁl td %@9@ Whetdh sml %&%ﬂﬁi ?srhdwﬁell RMfble polymer

on of gredte an ‘about
fs(rgfaggt%é ﬁoglotg? o%§ gxltlsgsg n%%( r%lfi’l:l ﬂﬁgrs W@ ﬂte§ Zgo%mylpyrolhdone,
thlcknesstﬁ on1about 0. 5 mls to about 4 mls. 212.
Ang SHHESS; according to C aim 210, wherein said
fragnents have a | ength of fromabout 0.5 nmto about

10 mm 213. A conposition according to Caim212,
wherein said fragnents have a | ength of fromabout 1.5

ivcempesifinitacoordingte Chaim 22 b wesigip §a1f1|fr@ama%té BRH Fpspest ratio of at
G aim 203, wherein said fragnents have a pol ygon or
émﬁiQKWééﬂ shape. 215. A conposition according to

Cl aim 203, wherein said filmconprises a plurality of

first

A composition according to Claim 226, wherein said aspect ratio is at least about 10:1 to

about 100:1.

A composition according to Claim 227, wherein said aspect ratio is at least about 20:1 to

about 100:1.

A composition according to Claim 221, wherein each of said fragments has a thickness of

less than about 100 microns and a long dimension of greater than about 0.2 mm.

A composition according to Claim 229, wherein said fragments are substantially lamellar,

having a thickness of from about 0.5 mils to about 4 mils.

A composition according to Claim 230, wherein said fragments have a length of from about

0.5 mm to about 10 mm.
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fragnents and a plurality of second fragnents, wherein
said first fragnments have a different conposition or
waebapes2ban sai d second fragments. 216. A conpPST/USIIN4/042442
according to Caim 203, wherein said filmfragnents
conprise a formul ati on col orant.217. A conposition
according to Claim203, wherein said carrier is
suitable for use in a deodorant, dentifrice, hair care
conposition, or skin care conposition. 218. A

232. CRBRASdtidNhcB&GARE Y Bhith23E hdRidQAd MBRERK Rawd Bndth bifrom about
fragnments conpriSe a functional materral. 219. A

COARRS it dnalk AR di ng to C aim 218, wherein said
functional material is a therapeutic active for the
treatnment or prevention of an oral care condition.
220. A conposition according to Caim 203, wherein
said functional.  material,,is a flavqrant. 221. An oral i
233, of oRmpaitn SLHioes A 2A oSSR SRS SR e e ellptical
fragments in a carrier, wherein said fragnents have a
% andom shape and a thi ckness of |ess than about
100 microns and a | ong di nension of greater than about
600 m crons. 222. A conposition according to O aim
221, wherein said fragments are |anmellar. 223. A
234.  Ghrpopositioraceardmgdd Aipim@24 wierein 24id filhepwprisesai pdurality of first
matri x conprises a material selected fromthe group
doagsicatsiand a@lurdlity of $coomd fagpnmentse whedem, satd frgsfragnaenesshave a different
and m xtures thereof. 224. A conposition according to
QoaipasiidBor sMaps B ssidbéstond fraghémgment s conpri se a
pol ymer selected fromthe group consisting of water
sol ubl e pol yners, water dispersible polyners,

235. A composition according to Claim 221, wherein said film fragments comprise a

formulation colorant.

236. A composition according to Claim 221, wherein said carrier is suitable for use in a

deodorant, dentifrice, hair care composition, or skin care composition.

237. A composition according to Claim 221, wherein said film fragments comprise a functional

material.

238. A composition according to Claim 237, wherein said functional material is a therapeutic

active for the treatment or prevention of an oral care condition.

239. A composition according to Claim 221, wherein said functional material is a flavorant.
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and water insoluble polyners, and m xtures

t hereof. 225. A conposition according to C aim 224,
wob@sesszesai d pol yner is a water sol ubl e pol ynBeT/US2004/042442

selected fromthe group consisting of cellul ose

et hers, nethacryl ates, polyvinylpyrollidone, and

m xtures thereof. 226. A conposition according to

Cl aim 221, wherein said fragments have an aspect ratio

of at |east about 5:1. 227. A conposition according to

Cl aim 226, wherein said aspect ratio is at |east about

10:1 to about 100:1. 228. A conposition according to

aim 227 erein sai.d aspect .rati.o i. t. | east .about.
240. o & rkiselil SiePrpoytet SRtsiscun bl st Ty gitter
G aim 221, wherejn each of said fragnents has
CHIGESR 844 TragmPLs BeVERAOnABRARM S80E gecar?awa)?%lﬁast about 5:1.
di mensi on of greater than about 0.2 nm 230. A
conposition according to Claim 229, wherein said
fragnments are substantially lanellar, having a
241.  throkpsipngecdrdingtatbin 240,5vheir¢in said frapments aredarhglar.231
A conposition according to Caim 230, wherein said
fragments have a |l ength of fromabout 0.5 mmto about
10 mm 232. A conposition according to Caim 231,

242. whesBpdsitioni adcdrding ne0lasm a0 evtgerdif BYH hatix fontptisadontatetiaselected
mmto about 2.5 mm 233. A conposition according to

Grbh Pedstdup SNGEERIgHf T dolniiAg FRHSIshAYR, WaRR] IAQRixRires thereof.
el liptical shape.

243. A composition according to Claim 242, wherein said film fragments comprise a polymer
selected from the group consisting of water soluble polymers, water dispersible polymers,

and water insoluble polymers, and mixtures thereof.

244. A composition according to Claim 243, wherein said polymer is a water soluble polymer
selected from the group consisting of cellulose ethers, methacrylates, polyvinylpyrollidone,

and mixtures thereof.

245. A composition according to Claim 240, wherein said aspect ratio is at least about 10:1 to

about 100:1.

246. A composition according to Claim 245, wherein said aspect ratio is at least about 20:1 to

about 100:1.
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234. A conposition according to Caim 221, wherein
said filmconprises a plurality of first fragnents and
wa2pskuossaabi ty of second fragnents, wherein sai dPET/IS1004/042442

fragnents have a different conposition or shape than

said second fragnments. 235. A conposition according to
Claim 221, wherein said filmfragnents conprise a
formul ati on col orant. 236. A conposition according to

G aim 221, wherein said carrier is suitable for use in

247. 3A U6APYiIRH accst@gith Tl 240 Al her&i leBcCATERIAS dghfRhts hAS a thickness of
skin care conposition. 237. A conposition according to

%Q'tﬂa@a%%rlt VoehR RS 3R Sidhk ldmiérfsﬁﬁ'&?{e%te? HiRab&R 02 mm.
functional material. 238. A conposi fion according to
Claim 237, wherein said functional nmaterial is a
therapeutic active for the treatnent or prevention of
ap oral .care candition, 9.. A.co sition accordin
248. R oRnfrsiicisrosiin e (e 20 Vimtel FaRaremar s et auor e ially lamellsr,
f.l avor apt, 240. oral or personal care conposition
dBinei F‘ﬁb“ezis Bfé\glﬁla[’?‘v Oosfmﬁ? Y Wt‘%mﬁﬁ a carrier,
wherein said fragnents have a non-random shape and an
aspect ratio of at |least about 5:1. 241 . A
conposi tion according to Caim 240, wherein said
249. 1A sgmpenitionaceordmngdd Cgmm 248 owheteig garg dgmients havcoledgthgf from about
to Caim240, wherein said matrix conprises a nateri al
sk e tchbbniol e gr oup consisting of filmform ng
materi als, clays, waxes, and m xtures thereof. 243. A
conposition according to Claim242, wherein said film
fragnents conprise a polyner selected fromthe group

250. CRBSMPdsitith REordzes Chanab swikeEiv FEH Fragh@ht§ have a length of from about
di spersi bl e pol yners,

1.5 mm to about 2.5 mm.

251. A composition according to Claim 240, wherein said fragments have a polygon or elliptical

shape.
252. A composition according to Claim 240, wherein said film comprises a plurality of first
fragments and a plurality of second fragments, wherein said first fragments have a different

composition or shape than said second fragments.

253. A composition according to Claim 240, wherein said film fragments comprise a

formulation colorant.
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and water insoluble polynmers, and m xtures thereof.

244. A conposition according to Caim 243, wherein
wealodogmbymer i s a water sol uble pol yner sel ecee@nu$1004042442

the group consisting of cellul ose ethers,

nmet hacryl ates, pol yvinyl pyrollidone, and m xtures

thereof. 245. A conposition according to Caim 240,

wherein said aspect ratio is at |east about 10:1 to

about 100:1. 246. A conposition according to Caim

254. 24 eempRid Resding 1AERARL40 AlheReih SaidarrRARsuRd M Hor 465 inh
to about 100:1.247. A conposition according to Caim

eliekR.: ea [ ; hi.ckness of
R e R L e
greater than about 0.2 nm 248. A conposition
according to Claim247, wherein said fragnents are
substantial |y l.anel |.ar ving .a t.hickness of from .
255. - 2R gariopishaetorafig o Bl 240,y PeiR 5ig Tk g s b o funetonal
according to Claim 248, wherein said fragnents have a
|"BHERH of from about 0.5 mmto about 10 nm 250. A
conposition according to Claim 249, wherein said
fragments have a |l ength of from about 1.5mmto about
2.5 mm 251. A conposition according to C ai m 240,
256.  wheorapositiui agedrdimgrie flasmiFadevizerginisgig gmm@'pn@ imatqstal tsel therapeutic
shape. 252. A conposition according to d ai m 240,
vdetvefon thedredtriidnk or grovamtips eSareorpl aareadantlitioof fir st

257. A composition according to Claim 240, wherein said functional material is a flavorant.
258.  An oral or personal care composition comprising a carrier having distributed therein a
plurality of fragments having an aspect ratio of at least about 5:1, wherein said fragments

comprise a matrix and a functional material.

259. A composition according to Claim 258, wherein said matrix comprises a material selected

from the group consisting of film forming materials, clays, waxes, and mixtures thereof.

260. A composition according to Claim 259, wherein said matrix comprises a film forming

material.
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fragnents and a plurality of second fragnents, wherein
said first fragnments have a different conposition or
waebapes2ban sai d second fragments. 253. A conpPST/USIIN4/042442
according to Caim 240, wherein said filmfragnents
conprise a formul ati on col orant. 254. A conposition
according to Claim240, wherein said carrier is
suitable for use in a deodorant, dentifrice, hair care
conposition, or skin care conposition. 255. A

261. COBRASdsiticAMcast8ia & Chirh 266 vliemdin 44d finh %Iﬁhﬁ%ﬁﬁteﬂalﬁk kéTected from
fragnents conpri se a functional materi al

ﬁﬂ» Ld rguﬁg GP\R/QEMIJb@e ﬂ%& 2Pater aeéab%fs@al@ p§1gin@rshand water

t1ona erifal I's a therapeutic active
n n oral care condition.
é@%ﬁhﬁfggﬁgééf??@%QQ%%S?%%ﬁS to Caim 240, wherein
said functional material is a flavorant. 258. An ora
or personal care conposition conprising a carrier

havi ng di stri byt l.urality of fragment

262 {HG9THR Dsgwna?gf% g.toa{?r 3? P avheFrinsaid ppmer eompritgr g peljuipse ether.
said fragments conprise a matri x and a functiona
material. 259. A conposition according to C aim 258,
wherein said matrix conprises a material selected from

263.  theorgpasiippnacemiling ithglagh 268, whekain ndidh garnigit ie suigabls for hseyin a oral care
waxes, and m xtures thereof. 260. A conposition
a:omppsitimg hbip c@e abmp@Hi@gn, vkie caie vomaoditiona br deodomnpedng@sition.
afilmformng material.261. A conposition according
to Caim260, wherein said filmformng material is
selected fromthe group consisting of water sol uble

264. POLYMPdsRionwetRHing kS ORI 263, vtikedii B84 Sarrigiid sW¥edb® for use in an oral

care composition.

265. A composition according to Claim 258, wherein said functional material is a therapeutic

active.

266. A composition according to Claim 265, wherein said therapeutic active is for the treatment

or prevention of an oral care condition.

267. A composition according to Claim 266, wherein said active is selected from the group
consisting of abrasives, anticaries agents, tartar control agents, antiplaque agents,
periodontal actives, breath freshening agents, malodour control agents, whitening agents,

stain prevention actives, salivary stimulants, and combinations thereof.
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i nsol ubl e polyners, and m xtures thereof. 262. A
conposition according to Claim 261, wherein said

w@ologne6Tonpri ses a cel lul ose ether. 263. A PCT/US2004/042442

268.

260.

270.

271.

272.

273.

274.

conposition according to Claim 258, wherein said

carrier is suitable for use in a oral care

conposition, hair care conposition, skin care
conposition, or deodorant conposition. 264. A
conposition according to Claim 263, wherein said
CREbMBdsitich stbdriAB6 Clah 288 Swhdiein Bai@ Tidlcti6Rd] Snaterial is a flavorant.
conposition. 265. A conposition according to C aim

258, wherein said functional nmaterial is a therapeutic
active. 266. A conposition according to C aim 265,

i n...sai r - ' i s.f : Ny 1e
or SB iR £eg b llins8 2ok s e b FbMRbbiiy
Q%Hgos&tugp according to Caim 266, wherein said
aCTRFEY f€¥Sel ected from the group consisting of
abrasives, anticaries agents, tartar control agents,
anti pl aque agents, periodontal actives, breath
freshening agents, nal odour control agents,. whitening
oty EPFNBOsitignACEOIANg @ ka0 dcheyeig said spmighisyuidableder ysn ig a
and conbi nations thereof.268. A conposition according
tdgniifrige.rand 58d agliteerie peleated fgorh thecgrpemeninsistngof cationig artimicrobials,
flavorant. 269. A conposition according to C aim 258,
vdakeign salsaflebridelsaltss propainss esd mixtwaptherebf.| i t y enhanced
active. 270. A conposition according to C aim 269,
wherein said carrier is suitable for use in a
dentifrice, and said active is selected fromthe group

CAB6hpdsititt REor8idkit® Tlaim38) Whez&iR BAialfism comprises a controlled release

composition comprising said functional material.
A composition according to Claim 258, wherein said film has a Dissolution Value operable
to effect release of said functional material during use of said composition as a Dissolution

Value of at least about S seconds.

A composition according to Claim 258 wherein said fragments are substantially lamellar,

having a thickness of from about 0.1 mils to about 10 mils.

A composition according to Claim 273, wherein said fragments have a length of at least

about 0.2 mm.
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calciumsalts, fluoride salts, proteins, and m xtures
thereof. 271. A conposition according to C aim 258,
wob@sesszesai d fil mconprises a controll ed rel eBSBUS2004/042442

conmposition conprising said functional material. 272.
A conposition according to Caim 258, wherein said
filmhas a D ssolution Value operable to effect
rel ease of said functional material during use of said
conposition as a Dissolution Value of at |east about 5

275. SRCORPSsitichlBcorling WVPREI 7 NWIRE€i0 58U TR ginentChaidn 12Rgh of from about
whereln said fragnents are substantially |anell ar,
ey hR9tPabbli giagss of fromabout 0.1 mls to about 10
mls. 274. A conposition according to Caim 273,
wherein said fragnents have a length of at |east about
0.2 mm 275. A conposition according to Caim 274,

I .. sal I e - f from about. O
276, R EhEhAER oIS Bl MR Syt s Blneis B 1Bl Br om about
im275, rein said fragnents have a | ength of

ﬁ'%%éo%?u%gn}%to about 2.5 mm 277. A conposition
according to C aim 258, wherein said aspect ratio is
fromabout 5:1 to about 500:1. 278. A conposition
according to Claim277, wherein said aspect ratio is

271, g compesitioumseerding:ta Claim 8 vhergio said agppot rajo ésdigin abqut §1 to about
according to Claim 278, wherein said aspect ratio is
at00tleast about 20: 1 to

278. A composition according to Claim 277, wherein said aspect ratio is at least about 10:1 to

about 100:1.

279. A composition according to Claim 278, wherein said aspect ratio is at least about 20:1 to

about 100:1.
280. A composition according to Claim 258, wherein said fragments are of a non-random shape.
281. A composition according to Claim 280, wherein said fragments are of a repeating shape.
282. A composition according to Claim 181, wherein said shape is a polygons or elliptical shape.

283. A composition according to Claim 258, wherein said film comprises a formulation

colorant.
102



about 100:1. 280. A conposition according to Claim

258, wherein said fragnents are of a non-random shape.
WQ8Ms/088260nposi ti on according to C aim2380, WhBCEBUS2004/042442

said fragnments are of a repeating shape. 282. A

conposition according to Claim 181, wherein said shape

is a polygons or elliptical shape. 283. A conposition

according to C aim 258, wherein said filmconprises a

formul ati on col orant. 284. A conposition according to

Gl aim 283, wherein said fornulation colorant is

sel ected fromthe group consisting of pignents, |akes,

284. 9Y 8Smp&RtbrUc¥SlngSo ELEMORE; wherein said formulation colorant is selected from

the group consisting of pigments, lakes, dyes, and mixtures thereof.
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