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1.0.16. Composition 1.0.11 wherein the basic amino acid is present in an amount of about
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carvacrol, citral, hinokitol, catechol, methvi salicylate, epigallocatechin gailate,

epigallocatechin, gallic acid, miswak extract, sea-buckthorn extract), bisguanide



iron salts), sanguinarine, propolis and oxygenati ng
agents (e.g., hydrogen peroxide, buffered sodi um

wW@eronyhaes at e or peroxycarbonate), phthalic acPdr/asm09/033291

its salts, nonoperthalic acid and its salts and

esters, ascorbyl stearate, ol eoyl sarcosine, alkyl

sul fate, dioctyl sulfosuccinate, salicytanilide,

dom phen bronide, del nopinol, octapinol and other

p&nP e mq é no L%ﬁ}%&@h} a@*sixd;fn'a}gB&'m‘?&r@;@Q}ﬁﬁ%@ﬂ%mm@ﬂb@r' te
877 and ‘m xtures of an oregO|ng .0.53.
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%&Hde. m\ fémtcﬂfo}’d@@’ppﬁj 0 GradCey 4 ct @By i RLRIEIBR QT DALC)),
| east "one of host pro-inflammatory” actors sele

Feml it PR TRO AN 1 b PO FrasBRU (S Yoy 1S g’%‘ﬁ’ﬁ%s

(G or, REEZns (. Ok QK] fBr ckaGpib7nk civlader sdnbocﬁ QM &f{}bﬂaeﬂ Ghlis,
enzyme (1CE), t ransf orni ng romﬁh f act or 1),

(TG b
OO PR TR ‘aﬂ‘dé‘;’ﬂr&‘ B9 ROGY ‘“Hp “r‘m% fi%ase,
Cﬁﬁiﬁ@@&bdﬂﬁﬁ pdibiE b@RE of ;&&t&@fd?ﬁk}aﬁ@a&}’a‘idﬁm‘ﬂkx&)ﬁ itsaahel | L- |

Ezgéleoip% al 1@?%‘%}6 ﬁ%«gﬂs cﬁén ?tgr% &o%@t&a&ﬁé %?L%}ﬁ s&rce()%xtng%ikgi( gnm

[ ﬁd&&&i&d&@ﬁu&ﬁpmﬁsmw badicy! kzetrda:paicmfisnn bmm@xq%abracmmol oaapmol
mecl of enam nor [ | C1e8%L 010 of any of
TR AP 1 e BT R AL St o
chapogiirzons conpri sing an antloxidant e. g , selected
fromthe group consisting of Co-enzyne (? PQQ

L4 amifey @r Lhwpzp%pmng cgnpownptgﬁopﬁpg&mé an cmu inf ammato;w Lompound

a&? t hohgsidl bihk Qb bw ho@ RY- iRl ikl @S b BB 88fed HonDmabx

Any of the precedin 05|t|on
R A o) b%?q Hey selal "V& *eﬁgwﬁw gr 't He'P
p@(ﬁ?&ﬂigﬂ@zﬁﬂﬂﬁﬁ%l thﬂnﬁﬂr&ﬂﬁg&ﬁ@&ﬂh S;lcﬂig pt (lic-ps.dmiucible nOribdkide

g osi tion risi an
dﬁﬂ&%§Wﬁ¥§L mB“%@““ﬂﬁ§RH?f¥ %“%Fgcgp ngtggkﬁgsfpﬁéns
CEJ&EBgStb@’Lﬂ@@,;deI KihBsdRAKX ¥zl fe@kted amd agpir@c korblad. @drbiproten,

gl cLum carbon 50muha<,19 a@p%m ’ﬁ‘qx;)rgtfan plﬂgm fn?%%gbﬂgdmzc acid,

AB RS IgRE oD acterial agent in an
amdimdog!falc@dl@imé dﬁd W‘iiﬁr%tbﬁﬁ()ﬁ he total conposition
wei ght 1.0.60. Any of the preceding conpositions
L@ Thpr ifey mbthe piceddFE APMPRItAR AMBUMIS BRNPIEHENY o2 selpgted from
pl%E Qi%ﬂ{g cbistbertotah m@@rf@@@d WE}HM@ ghﬁm;n:h Oitdddin A, Any
pr ecedi ng conp03|t|Qns conprising triclosan in

ﬁ“@ﬁb@ﬁ?o@ﬁmﬁﬁﬁb?ﬁﬂﬁﬁﬁ6?“%he total conposi tion
wej ght

I‘%?)”rrpr i gzly ﬁgthh P\x%ﬁdtﬁéﬁ?lﬂfgj}"g ans xqwuc np;gisa?)gxci%s gaorh soia i% g
.@94‘1005&5\ IR FQmmy) &sng&gﬂm}ﬂwp%gshgg@%nt Sel ect ed

Fom a Whi t 6 active se romthe group

1.gonsi %gthQErcpz%[ngXbﬁﬁ%r{mﬁ@%@zbnﬁmi Akbda®8nd REIHOr at es,
percar Onates peroxyaci ds, hypochlorites, and

1.€o0bi naki.pms p&&%l’r@@@mp@smem comprising triclosan, xvlitol, and precipitated

calcium carbonate,

TiL38 Any of the preceding compositions comprising an antibacterial agent in an amount

of .61 — 5 wit, % of the total composition weight.

1.0.60.  Any of the preceding compositions comprising triclosan inan amount of 0.01 to

wt. percent of the tolal composition weight,
[RIZ S Anv of the preceding compositions comprising triclosan in an amount of about

i
7



64. Any of the precedi ng conpositions conprising
hydr ogen peroxi de or a hydrogen peroxi de source, e.g.,

W@ e@a/1pesdxi de or a peroxide salt or conpl ex (BCHUS2009/033291
such as peroxyphosphat e, peroxycarbonate, perborate,
peroxysilicate, or persul phate salts; for exanple
cal ci um per oxyphosphat e, sodi um perborate, sodi um
car bonat e peroxi de, sodi um peroxyphosphate, and
POSASPILUMPENRHLTR lign65. Any of the preceding
conp03|t|ons urther conprising an agent that

1 4.6 er f.eqes mMptdedr; RRevarkschaetes i ahialtaghrent ,

e.g., solbrol or chitosan. 66. Any of the precedlng
I (E&mpossmt aliity p]fed:ddrnt h@ﬁp(ﬁmmm&pﬂmﬁa siounicea@ht selatted foom a
%Lb hggéggt \Latéc t_é'[t}g 15 Ianl I@i éﬁ(r)ﬁp Lr(pﬂ Igsll%.ﬁ gfraFLthXhL\ L?F‘(ﬁ’){@ﬁ&g an d
(u}art)omal Erarho et @i axy mhﬁhex@@,me@ agd s.omm@emﬁ thereof’
phosphopept i deanor phous cal ci um phosphate. 67. Any of
Lifre preecetinpreedimposinisng Pupttiarhydorrickixiyg og2 hydrogen
&ré@&%ﬂ&@l € g uﬁk@@ér&mdu%f 9 pxzro§@é aeheddrem calal 4m

, cal ¢ium chl ori de, cal C|un1n|trate cal ci um
ARETAPRSPTE I RET DT BT R P& PO e MBSt T RS P 8 i¥ for

&amﬁpxcii@tlmtp@x%xﬂihgﬁﬁﬂé REHi &R PROSIE, Is@Sm tatbdnB@peroxide,
conpri si ng physi ol o |call¥gacceptable pot assi um

éﬁﬂmﬁ%ﬂﬁ‘ﬁm ?%é@?ﬂ HEEPEEE Y- pot assi um chl ori de,
1485 AT OH B RELTE st ol e Fr TRk ARlecRoRR ALY
abo@mxmﬂi&ﬁmmwaw@u&hmeﬁ%©@ﬁm&ﬂ@hy@nwﬁmg|caIIy
acceptabl e potassiumsalt, e.g., potassiumnitrate
Lafl/ orAnsof de siccatinglspropdsiens fzaher Fwprions & # FRITge 0B e gnd

&M}%ﬂctsét&% el (9)*131’;%#@?559@&1@@@5 €.5C OB Sdaneh an
arginine salt, |n|ne ydrochl ori de, ar |n|ne

phissiiati@tesrndf @r»ﬁww*é ‘d%\i"b*é’r‘%t*e“ 24 FPET BEspors
aﬂﬁg~(ﬁs§M£&@§&@@ﬁk e.g., sodiumlauryi sulfate; and a
soluble fluoride salt, e.g., sodium

Lmvnofhu@momb@&mﬁageommnsmddmﬂmfhumﬁhdgas@mﬂ@@mymoﬁznna
f-,‘ ecté? S"P'% c%ﬁ Iia{e éﬁgu;%fclfllﬁn%r L'\?%s;urpr%’ﬂataragllgm%%&tﬁg rcEEuum

uce
nmmth @mwmnaimngate a perception of
hydratingeffects, and optionally to (i) reduce or
L9.bhi bi fnf Gtirerdceingoforgesiion tEhyicesprisneg. phy ededi@dy whi ch

r %%&Htlb Jdoemiteduced. sakiivankhew }%&Qatﬁfdh}mt Ran Ghunt
reduce, repair or inhibit early enanel |esions, e.g.,

aéﬁﬁbﬁéﬁﬁéﬂf@V“W@aHﬁﬁFél|ve | i ght -i nduced fl uor escence

) or electrical caries measur Gl 1),
1§ ST I Riebt g epR (TR %ff%%amé‘ﬁ% pogbbd s ar
r e phyReloglchizat-tcpablobotih@ntseletely,. pbhasunr educad/or potassium
h&ﬂeﬁﬁen5|t|V|ty of the teeth, (v) reduce or inhibit

g|V|t|s (vi) pronote heallng of sores or cuts in

1 b, I?(? ”D%K hﬁ thg \Qu. dgzd'%&%gajﬁsg%% ®ni8fis @ﬁ}l@g‘p&k comprising an arginine

salt, e.g., arginine hydrochloride, arginine phosphate or arginine bicarbonate; triclosan; an
anionic surfactant, e.g., sodium lauryi sulfate; and a soluble fluoride salt, e.g., sodium

mosoTluorophosphate or sedium fluoride.

1071, Any of the preceding compesitions effective upon application to the oral cavity,

¢.2., with brushing, to reduce dry mouth and/or to generate 4 perception of hydrating



produci ng bacteria, (viii) to increase relative |levels
of arginolytic bacteria, (ix) inhibit mcrobial biof
WO paobeares i on in the oral cavity, (x) raise aneDDS2009/033291
mai ntain plaque pH at | evels of at |east pH 5.5
foll owm ng sugar challenge, (xi) reduce plaque
accunul ation, (xiii) enhance system c health,
including cardi ovascul ar health, e.g., by reducing
»;,9 {7% aﬂa(ao {10;?&5 v ] %trgﬂ Cor'u'ﬂfﬁgpfun%ﬂoﬁ/ «'}t@iaﬁt@lecaﬂ a! ¢ 1a8SUBSoh
uce erosion of t eet mhlten
trlm ztrrewtrmuu(dmimya fowrrafilz enqutieliip éétuw EGEy <ﬁsft **%faﬁf ofeRFic
BAGLEr s éesé{ ad)m, 6lEatiiNentg@lh ARdshad (QEaYbilokctriand
(XVIII) reduce sleep disruption due to dry nouth.
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ni1s a jast e’ opt i
ﬂumﬁheamamn@maswmgﬂonewdméwnﬁéﬁﬁﬁmeéHWﬂGWﬁﬁéi%fUV}
W@‘%lﬁn the%Q(haglxM %ﬁmurﬁw tflcai‘éc;tﬁm&%st dioaumip Qac@&i@ QL@;) clean the

Zynes, humectants, thi ckeners,
et midoraloRgls. erg*émts) recbxc%@@p@éfupvwqu %WSPP gs
colorlngs and/ or conblnatlons t here gt

14 He preceapsiyncBHIBS T PEREDE Ppeam i o i
CONROSL bic@inkSo@pdiuhdvash. 1. 0.77. Any of the
precedi ng conpositions 1.0 - 1.0.72 wherein the

1 (E:tmposxlng loDihe picedting hemsda@o:@um fotmBelagad fAmymofihrinke

I. .GO
el R RGN H RS RS SOMRSHAD. folh FRLT,
aotdnye omhtgb e@ﬁ@t&ﬁ snpidnteht, gralrppt %aﬁs?éféﬁu@n the nature of
the delivery systemand the particul ar active. For
‘é%n‘pl @y of the Piseeding campasgioactigretelye %)@Pﬁ%i%‘gléh{”@?ab evel s

bout O I t bout 20 wt
1.(\),\%‘1. g] ht‘&*ﬂéf)t ﬁh? Blgyeg% é)ﬁmpcgmgnsoxﬂgﬁght{x (g}izté(p ﬁ?f)glgdsg,
f &i’tioﬁ’al ROLHBF dof$asin@deut mdretodoralpo utbrdo@uwtr %I‘ﬁ&ﬂ)\{t% aurfaaants

nsunmer toathpaste or about 7 to gb
p GPRE 8§ Lgﬁa11§a81 1S 0@ LI“S- cp ]?%Lns urméeg f% S, ?ii'f h%%?j%nm/ grtxﬁal

F&y@muﬁsmnayehém@maﬁeamxagsﬁ@Meugﬁﬁﬁﬂmﬁﬁgnﬂfabout 25
to about 25,000 ppm for exanple about 25 to about 250
1L.ppin f omyaf o ptcbrdingsenpaliont | 5004 & waten 20000 Ep M or
a, 5an §£Her t oot hpaste, or about 2,000 to about 25, 000
ppm a professional or prescription t reat nent

1.pFedu Qim b BY 8l:8ednfy canbdshRed €0 1 ab.7Mvhéreim a@te)tompdtitoartslay
mnth | evel s used in toothpaste being e.g., about 5 to

aBBiEEs ™t i mes great er
$.G6.78. Any of the preceding compositions {urther comprising a breath freshener,

fragrance or flavoring.

[0009] Levels of active ingredients will vary based on the nature of the delivery system and

the particular active. For example, the basic amino acid may be present at levels from. e.g.,



than used in nouthrinse. For exanple, a triclosan
nmout hrinse may contain, e.g., about 0.03 w %

wa eiogheren while a triclosan toothpaste nay coP@EIUS2009/033291
about 0.3 W %triclosan. [0010] The present invention
al so includes Method 2.0, a nmethod for treating,
inhibiting or relieving dry nouth conpri sing
introducing into the oral cavity to a patient in need

abM? Bl &9 eflb’eme’ﬂgx 7t %@J&@C{i Nelon e g_mr@r MsTRUL. Qb@t@@. 1 @ Abuwcates,

nposu i'on conprising a basic amno acid in free or_
fe@amuﬂfrmqnib%‘% to abeiiy0 Bhe [o5T2 COBHPESPYRRIHE onabput.7 1q afpuily)
m[ﬁg%ébnﬁg@érﬁl nakc ol nmnt ;%o@jct t%’ﬁ\ﬁm@&' @&em:tpmw entien

al so include the follow ng netho nmet hod 2.0,
O ttorBIthoT HEOMHEhBH P HF wmé’feraa‘&tl HEER 3@?3‘{ ?%E&Pm:f@f
mduiinR foolorsoed dvem 200 dental. Laanm&s@ot}(ga:m) of £BUICE}00 to about

air _or inhi earl y enanel N
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reduce s of "acid producing

orpdicties dra me@thunpmp*mﬁr@ mtméiﬁfétasléto il oal ety flopr/igtignt gy need

m%&‘ i no lsW&rFﬁg %ﬁztd‘?yr ;'n@uth (h %al éa%opx;ﬂasnmn(%f)@ﬁﬁs /g aldhf 1chind

ion in the oral cavit rai se and
a»wlaix ﬁ?t&?fﬁa pﬁomw By e of W§“%‘F 18t %e%st pH 5.5
[069'] | QWkifihaS4ERBinhabf {ﬁ@ﬁ@smt(x%\k)mcfn%u@r& iak aqulowing
accumul ation, (xiii) enhance system c health,
m§thpdsiudi ng car di ovascul ar health, e.g., by reduci ng
2.pot emtriefbd f.0rwigysE @MInethddif eied drmwi(arddm oo irdlbittfirssues,

reduce er of e d XV
of gr_lgzgﬁdff% éxi)[ t)é%LtLh TepRH OBWg%zt &aa \; L{]di’ﬁd gﬁﬁns g as%?[ éQJ %%( 0 )Or
qunt2ativ Eizmarmutdde}uomcpm QLI cjmrai sgss mtasirgast (EEMAHD)
m?m,?r%r u]thlz demmtregzat% gm]gt ang'na% 6%&5 Sf“ Hle {egﬁ (ivyreduce

I Nl ne
hybérearsibotyatt @;e t@tM( v()}'edn@toh it 2ingivitis vy pwﬁ“@y«cé}eﬁmg |Esores or

w%gmgﬁh}h 3%&@5{1@{ l&&%@ha lpﬁ@&imgﬁ)&t@rﬁd A iUYBEk AR elati@e 5

wherein th Patl ent i s predisposed
feyads cdrapeipabiichbaciprig tﬁ@ inhi PsGRbiTbbiohim DmEighSr B 2t HE.

(xgﬁtsl. %For'nﬁ%MﬁiﬁfuL N fnQmsdr ¥ 1dBEHY. 5 RiidwiGk suyetAadsge,
wherein the patient has dj

( *ﬁﬁ%@?@éﬂt‘%“h@“?‘“&?ﬂﬂ“@tﬁ?‘ﬁ %i’éﬁca SYEELS ‘atf‘@? *%W%ﬁﬂi“ﬂ“ﬁ“@f
hdd®t, @@dﬁy 2dimg p%iggna&l\rﬁﬁ? EBiemid 1hﬁezﬁﬂtﬂa&iﬁﬁ orftaissuel, ffd' @ Wity
swal | ow O net hods

reguicg) crpSign Qﬁ‘é‘rté‘lﬂh 3?%?5 ‘b“’alt F%‘h‘g %‘égo &p 8rélc(haw?h fficulties as
2.8 I e8uletho@f 2. @sr2. 1oiekdin z%;&alr@mﬂ;omtrﬂgoas atdeddt 2399 anglmereei n

2 P € f% %te*lf&%gst- (? | ?S,?“%yrt,ffﬁ%{,sunfn;rx%rpog %’n%rké‘g]ﬁ ﬁgsli (fiji’i% Qxfg%%ei on

bicarbonate.

24 Of methods 2.0 - 2.3 wherein the composition comprises at least 5% of a humectant.

2.5 Ofmethods 2.0 - 2.4 wherein the patient is predisposed to dry mouth.
n

2.6 O metheds 2.6 -

§ wherein the patient is suffering from dry mouth,
2.7 Ofmethods 2.0 - 2.6 wherein the patient has difficulty masticating food stuff as a

result of dry mouth.



the tongue as a result of dry mouth. 2.11 OF nethods

2.0 - 2. 10 wherein dry nouth is caused by a di sease.
WQ2091@R265ret hods 2.0 - 2. l1llwherein the pati eneCT/ES2009/033291

being treated with a nedi canent, said nmedi canent

causing said dry mouth. 2.13 O nethods 2.0 2.12

wherein dry nouth is chronic. 2.14 O nethods 2.0 -

2 13 wherein the conpositi on conprises from about 7.5%

eﬁginhthctcﬁ & C O“(t){g‘paégﬁq gg 16332 g,tzt ha.adxgue{gesruc agcm e iga r&u%‘o%éry

mdwet hods 2.0 - 2.15 V\hereln the conposition is a
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mmﬁereln t he conposition is applied in the oral cavity
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he “‘conposition I's met hods 2.
thfi?ﬂé@*LWYF@“ﬁ”ﬂihémﬁﬁ’tl ent performs the met hod nore than
2.QNCey Rl 2 024 2 O]wlgumt RRAS iLealken %)21 dQeawherein the

ati ent per ornms the nethod daily 00121]\ The present

2. 2nvEheeBeisatlso bo‘tﬁﬁéﬁ‘b‘l]‘at"é’emt‘hlé”%%d‘b‘f wihl pedigiment Hyl
m@walelmé@fatthgea@ane@htt form e.g. ,1aggl nllng 72 g%, ash
rovi.ded in an osi tion - or the
3 eSf RERD h“éine:%ll“o‘i‘i?ﬂ"‘t‘n‘%‘ MOHE B n, and/ or prevention
2.6f d)rylemut"m 1M&&}mﬂ'ﬂhetmg@s@mLommmaﬂtﬁomrabtﬁtmﬁ’m’beo about
:@ VI des the use of a basic amno acid, in free or

"O'YWFM for the manufacture of a medi canent for
2.15r eat magodsariet 1. or @lteravgihe coviyiobiien ing d@ttitfpteevent ing dry

u 4] The, pre Lnvent Jer provides a
2 BB bt 1 R Fee B RIS Bsei n e
2.17r e 8f methtds 2dhvel. | ovirdiothe coreriopibpt i eﬁelor prevention of

%y o % ‘IBETZ\! '}‘V@Q?%QBIHE bLiE lgé%p Tt@nltmé\%lwnh a

pr esent |nvent|on provi des net hods and
m@@hwésltlons for the treatment, prevention,

2 fmn@@%ﬁ@&;v (ﬁ” lﬂbi‘z@éiﬁ !h@Ebrﬁ-}fos%@’(t@&m[ﬁh&dbtﬂ a patient
erlngth rom |In one e theeptgtlen

280t PEPePRrr - ol TG BaPLEESE St T vt Gy o

dadi sease orinjury. In another enbodi nent, the patient

T LE ST, Pl b B G SROSEd, .0 erasy anla by

il e ¢alise 'Ker'dst om a,
wherein the dry nmouth is a si de ef fect of the

[ﬂgﬁgg ?ﬁ rcsmt ugx ugt%}% sér he Ltn%f gés Itﬁe ugér’l&: Ia Qfic ;;%I%HFL{JICPEE’!%L? I{I}? s
d rern that radm nistrati on
salt form, e.g., arginine, e. g as pmwded in any of compositions 1.0 — 1.0.78, for the
treatment, amelioration, inhibition, and/or prevention of dry mouth.
{0013] The present invention further provides the use of a basic amino acid, in free or salt
form, for the manufacture of a medicament for treating, ameliorating, inhibiting or preventing
dry mouth.
[0014] The present invention further provides a basic amino acid, in tree or salt form, for
use in the freatment, amefioration, inhibition or prevention of dry mouth.

DETAILED DESCRIPTION OF THE INVENTION
6181 The present invention provides methods and compositions for the treatment,
prevention, management, or inhibition of xerostomia in a patient suffering therefrom. In

one embodiment, the patient suffers from, or is predisposed w xerostomia by disease or



conposition of the present invention mtigates a
condition in the patient, preferably a manmmal, nore
wee@baoehd y, a human. [0017] The term "inhi bi t PCT/ES298% 033291
herein to nmean that admi nistration of a conposition of
the present invention delays the onset of a condition,
e.g., by 6 hours, 12 hours, 24 hours, 48 hours, or 96
hours fol |l owi ng the adm ni stration of the conposition.
8 e v
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Of@qug@gigptll the patient is able to adm nister the
conposi tions of the present |nvent|on at a second tine
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I nt endi ng be bound by a particul ar theory, it is
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[paepeficial«idfie slus@fheatgh ﬁkﬁk&thdﬁ&dxﬁh&tm{&h gt mfm@omw de
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1.3% by weight. The dosage of flavoring agent in the individual oral care composition
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of the total conposition. [0040] The oral care

conpositions of the invention may al so i nclude a
WO b@9oei2sgy agent. Fl avoring agents which are uBEHUB2909/033291

the practice of the present invention are known by

those of skill in the art, and may include essentia

oils as well as various flavoring al dehydes, esters,
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R L e
ﬁm@@ﬁﬁwaﬂﬂibdfébwugml 5% by melght The dosage of

d BhodsRobNiBa WAL AUl QR RN R Ey option:

G&hﬁpgéﬁggg ogggé 8&’ .f a Sf%g 3“ Ssef |§ ag%ﬁ?%0.001
f%tti@iiff@m@@%%?ﬁwlmﬁéﬁ@ﬁéﬁ § 1 canpehel wisea rdiscelhpaitiof the
bagtxﬁp 531&9& toofg;}rs Clsd O/ansy AV TR bacib QP AL walihgd Ay ofHent€ BdcBurial

¢P05|t|ons and net hods of the invention also may
i‘%p hsldarg seeTthr tale ke by thorprfekidiinait-Rg- ageit s abl e

g\#@h&@ﬂ@éae&h@ﬁh Gl d QURIL dhaRedtibiers Cof difewale |a§10t@i‘t ot he
bacteria. Bind |£§ of thi's calciumwe @kens th

PYERREPER ATl S IR PrestP ORI SEBEE ey P AP S’/g‘r ige at least
I @hehfa;wr@ga@gaemom ar: ekt 2knavsni bytthaser 85 wslei kd abbin 6
g ., sol ubl e pyrophosphates, either in
W%yﬁ?&# ¢5r unhydrated forms. An effective anount of
ﬂﬁymomhasﬁhakemsakkmms&huﬁmﬁmﬁﬁhem@memehbowmmpbsndmbnm:
or mortgp Vg%epsh ml? Qrg ﬁg&& ) c{s@ %1* gﬁ v\ﬁ%e dﬁf@&ch %solg%n}éwé ma /(ir;c,})udc
pcabdutezz@ﬂl&m pol%mbn-albd) uﬁer@m}wc ac¥pheofolsuth ppim@schal[lct?@mq
ce-ll-{ﬂgse%léﬁv dt:@é@ri%i' &QHB]Q %érBéxQHx%th@i a‘?[ﬁ&@ Q)q ﬁol@sfac&mn oIKE %r' on
o optionally include one or nore pol yners “whi ch
cxaBle KNS S OF HOBESCRHI L8R)- PPy AT BHeblg fr WSeSrsHnPiste fivaie
W&Sﬁ)(!\ﬂ@' 0P l\?ﬁ@tl b1 &ne s@bys Mass- 9 Padhvec it ared-dav kv, w
et her mal eic acid copol yners, polysaccharéﬂ% (e.qg.,

768P). af (é%’éca‘é’i"iFa\%(tfif%gmf OY AR ARRIE BRY By HEhy |
h@@bbiUh 88 65 subdkitpal ayxs,&m@lrum@ h@Hmly nfeBlof @xanptlee swantchan

itab
oo e B R S A SO i 6oty o AR T Pl T
se b0 Gﬁlﬁﬁr@aﬂtd&l%]l&hﬂbmmmmﬂ@h "@x‘&i’u‘eud(c ey HOor@00) |
suﬂ{)mn acid halwnae rﬁ}llr.cuiar vru gftaboﬁ 'l Oég 0 ag (50)6%rc§;bg@¥

ufe "acry Fam des
Lanﬂﬂdw>h@ﬁb&ﬁLMnéﬁsﬁﬁﬁﬁuh$atMﬁ@@Eﬁuﬁwhﬁdﬁﬁ@ﬁﬁ@kdémwnm

us?i%l 48 LARLGRE: au_n p@rams%l m%@fi gggg%ypems@a, Hfupased

on unsat'urated s oni Cc ac%gs se
praparydna g @@aicykrémerd@m P ecidgobdss suenic agd. 2luery ahinde

pr%sﬁsiehxé RY QRAN& i8 UL ORI Qo A%l 1 aMEAY A, MR- SGHEBLerein by
wei ght of about 1,000 to about 2, 000, 000, described’in

re{yregee. pat . No. 4842 847, Jun. 27, 1989 to Zahid,

ebm Ol ROFAIB G NG iR et Bﬁfz@ér%ﬁt&mnmtn&@ falsbl &ﬁyﬁ;me,c, cl ass

ol ynerjc agents |n | udes aci
%é‘rﬁfﬂgé‘ﬁﬂ“éﬁi‘W’E%G&éé?c“éiﬁ‘%%‘r’“ﬁi”ﬁdp fﬁa‘fi g %Pﬂ%ﬁh Soni ¢

peSuFfAEL-TAG LR B, NRcBCi S gUERraB aspart behae obskill in
glutan1g gC|d¥ang§ Qosg?og&rln%b gﬁf gcl%sed inw}mgB
thBAT ©Np STATREEY P81 KEE AT 4Ry Y IORRE S p0F AT KaF e
salts of cellulose u%"zu”s such as sodium carboxymethyi cellulose and sodium carboxy mu%a%
hyvdroxyethyi cellulose, Natural gums such as karaya, gum arabic, and gum tragacanth ¢an
also be incorporated. Collotdal magnesium aluminum silicate or finely divided silica can be

used as component of the thickening composition fo further improve the composition's



reference. [0043] The conpositions and nmethods of the
present invention nmay al so conprise thickening
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[0047] Suitable hunectants include edibte polyhydric

al cohol s such as glycerine, sorbitol, xylitol,
wee@psbese gl ycol as well as other pol yols andrei/Ks290%633291

of these hunectants. M xtures of glycerine and

sorbitol may be used in certain enbodi nents as the

humect ant conponent of the toothpaste conpositions

herein. [0048] In addition to the above descri bed
[O(félgﬂpﬂp%gl]h&oslt%&eang HQ@}@BS‘@&% &ndh tﬁenh\%nﬂl&\/a%z,mﬁo G&#Mthod 1o

tain a variety tional dentifrice |ngred|ents
reg dam e ih. wir ol p@@gl‘ct ¢ e by @F@Wm@gqxr&qummeraimmo;;

in bﬁﬁ%%@io@[ﬂu@c érﬁxﬂliiﬁi%ﬁmaﬁ@sﬁ oﬁ%ﬁmlaﬁss Rillce af i8hipOt | imted
to, adhesives, sudsijng ?ents l,.avoring agent

dt@%@é%@ﬁ?wéﬁg’éh’f“&m*&% RHAtedrt pridgae ?‘éfgéﬁfe‘“é“ of the
tecBD LRSS rep@indr zambl@ﬁmguﬁg RAbLS. of Thesenand:. of batcied by

qu%gitzz;ttgcnlgﬁhmgggg qt?%f,ssﬁd]?gqg Fljl %cz;bgﬁag%m&%ir@é@t {Zl?éi 3, to '
QuAg ol @uﬁﬁduaid fluanttetde S a Pable 110 sys@mIABYX p8OMts edrly detection
of !ﬁ%gf%r?elé E% é)%l[ 1'6 (Shztglfg%he gr?nra I{f?%]gsq”wbce & %Ec,bl%ill%i demineralized
fmactﬁmdmmgsﬁmﬂtmw,u&v@mﬁu@dhan@améemUKMbamaﬂﬁ%bh@@mv@ﬂ
a % 1S rgj}{)ur%s oﬁ?oliltcp 'E le.%ﬂqul Qgﬁdﬂgtgt‘?‘clc ln%aqgfugxtcﬁcct\plgzﬂq}lé ﬁ&%x By

repairr an rem ner azat 1on, 1IN par ticul ar
flujdefitteg @@@@5 cmvosrcﬁ hpcm demfrgratiztipomdefosign At the enspel qerduct

cle';ﬁg{fyc &y PherbADRAd cogﬁmag&r@m@ %Qitebpﬂeéﬁgle@fo%m&anmca{t
remneralilzation of t eteet reduce ?/ ersenS|t|V|ty

deyfnerc fstine et Coppepitiostivfake Inysaén dre Bps wak] Bjmethod to reduce

or BoCAERY 8 th€SaPRSaOheat B IANR) ECBNGelativass dehpodine
y quantitative |ight-induced fluorescence (QLF) or

R g vl e M PERIRES S FER"(ECM . Quantitative
(0ds0g his duoelthe Q‘dmfquuﬁ:hs&ﬁ elerIeeniie e Wi ik enl) fog hmmg gityem

t ha rmts ea tection of
m‘%“ﬂbg%ﬁgﬁéﬂ‘" trce&lg ﬁ&l}%{ Qtraz éeerhilt;ropsulg %}e& Sr’\goetzﬁl aﬁ% «i> 8:,261 tﬁc crfz(ﬂn%.t]ty
andl @l idemakdvzé chethedtofi pdootgtordhealb. so only to a Iesser
{()(g:ﬁg r 'El%%anc-!-ngeorgrhgﬁh% S0 ?r%mdglg)r Qééltszlﬁl ylsfmxz Qlﬁlp & tgéjﬁ'ﬁttisgdL?d

“conduct ance
Lam’e@@w@mnt sysixplc aiftasionsh &iopdem! mﬁﬁtks %swmﬁdduw sfigmied

hel E'PML @&%@&a%&utgp%m em{,ra%@c!sk‘%@stan@ MeRDg &&@%@mmef
ena conduct electr|C| ¥ |ncrease in the
pr@@ﬁd@@wwd@fwﬁs heppusqdutip ARINC §cifse@pPria n 81eEF 5y Be praFes of

milrd%gﬁ SRS HQNNIES Athb %k inQBy s aI@@nasCQﬂQQ@ ln‘idx&ﬂ@u Qf{)szﬁrhtﬁa oral
| nvention are thus useful in a net to re

usma% %’%\ﬂkﬁl%ék?ﬁe‘%%éﬁhﬁgﬁ B;Twrf)%méﬁéhg F‘" }efalsm ﬁ‘éla no t@aﬂ Lﬁsjlst{jj:
an@ Erekrbdvh eh@ioafnbiM Bsd @wﬂatﬂ@tﬂ@@ﬁduﬁa&&ﬂu hl&i@]ﬁlaﬁgc;ﬁéif et ga‘s'tﬁc

anmount.s, of fIUﬁrlne an F h g q%n ne, {L f H
U Re “EHRPOSIPFTIOHY DIt e [ AR TGN ar'e ‘Cré%f i““‘ﬁL ot only
redepiorst foeatimpig Telrey rd&mmsrh so Dbt ar@hisocah @ﬁhéhifeeiatcffm\ othemne
msg)rg%s! ?1%2:%%%}&38%3% ré]ltlgelawods%lflh sz‘vta?]qodn di‘l:’c,olh!?t- B%t%g] r;% ll%r@l;gg)r glr al
ﬂhaaLhtm&[Q@ﬁ&kaﬁﬁhaﬂc$mg&@ﬁal heal t h also provi des
Ef}%ﬁ? e%‘flzetﬁ%m ;&?i?%s‘%ﬁ%mm%ﬁlab z@:u; Qiha 9} ihe ;Q %Q&‘amn [’)é S }?‘dig@@a
€' gateways for systemc infections. Good oral healt
oril soragsioensdtete Wfttﬁ tgyrgtuging ¢ *qqéai g Wolelsigitageparent
m%ﬁ{ diovaseul.ac heal LAqhIhe Lonpositions and methods of

I nventi on
[8053]  As used throughout, ranges are used as shorthand for describing each and every

value that is within the range. Any value within the range can be sefected as the terminus of



provi de particul ar benefits because basic am no acids,
especially arginine, are sources of nitrogen which
WGE pl1§02bé0 synt hesi s pat hways and t hus enhancePCT/US2009/033291
mcrocirculation in the oral tissues. Providing a | ess
acidic oral environment is also hel pful in reducing
gastric distress and creates an environnent |ess
favorabl e to Heliobacter, which is associated with
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i‘on” ot nmune receptors, for
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osure an acit r ef ?ence the present

mﬂmé@%@@mﬁei@éﬁtw@ﬁ%mbﬁmﬁﬁkéﬁ@@ﬁstood t hat when
formul ati ons are described, they may be described in
terns of thelrﬂinoredients, as is comon in the art,
EEpIR)! aRddg Pl t hese i ngredients nay react with
[0@{5? @J!QJ llilﬁ&u t (jﬁ'ohﬁorﬁe bidadred fRInIE BAILOMg @%rddlents So FRELs a

stored use and such products are intended to be
m@BW%?@@”%y7¥hé“?@FﬁﬁFat|ons descri bed. [0054] The
foll owi ng exanpl es further describe and denonstrate
il lTustrative perthogiiventrs Wi thin the Bd¢ope of the
present inventivamin The exanpl es are 3iwen solely for
il lustration @nobxamethyietidoe be constt.ii®d as
i mtations ofactthiis i nvention as many2¥ari ati ons are
possi bl e wi t hidasic adepariisdyafgrom t he spirit and scope
t hereof . Varilwesborgdi fi cati ons of th&.40Avention in
addition to t¢dsenshbuwnicand descri bed-Werein shoul d be
apparent to tHobdedsilicRl ed in the art3'di¥d are intended
to fall withikfathe appended clai ns. Exénple 1-
Toot hpast e f ofieflsaitigi | fedo%%] Blae £ bot hP¥st e conposi ti on
is prepared fromthe follow ng ingredients to produce
panrbeot hpash euiavi ng 7. 50% wt . argi nine. Exanple 2 -
Pat1 ent study [0056] E atlents sufferin fron]dry
[Opft Fear %‘“m‘%ﬁ?[fﬁé‘é e prieRes RESRY PR MG FOERARRL
E ihappau ) erd @t:faﬁﬁwd: stk toatush o/ith tieshmpdstiian bhiexX AM PLIT
np03|t; f

of EXAMPLE |
%ic:; aday, and mm;u observations on their dry mouth condition prior (o usage, at day 4,

and at day 8.
{0087] Prior to use of the toothpaste, 7 patients suffer from dry mouth throughout the
whole day: four patients also suffer from dry lips and tongue; two patients have difficulty

swallowing; 3 patients have difficulty eating, talking and sleeping due to dry mouth.
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twi ce a day, and record observations on their dry

mouth condition prior to usage, at day 4, and at day
W@2000008B¢] Prior to use of the toothpaste, 7 pRCT/E81089/033291

suffer fromdry nouth throughout the whole day; four

patients also suffer fromdry Hps and tongue; two

patients have difficulty swallow ng; 3 patients have

di fficul ty eating, tal king and sl eeping due to dry
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ey 8t dasrésmmpmtwﬁb@zawhfr VoL e REOPIO ST BibVides
@l HodiPHLN LR, Sfeasah@BY LiAQ,f hei r mout h feeling noist,

pl easant and snooth. Exanple 3: Artificial Saliva

For mul ati on conprising Arginine [0060] An artificial
Exa@bik ¥a ahotcnukakh 0ftuBrif! ©paras: Afamet he fol | ow ng

Igr edi ents: RAW MATERI AL VEI GHT }{?gl oni zed dV\at er
YT 2684515151t G IO B0 PELAGT AT e FHOB FE e

rAWdIaxyethy! cel | ul oser@:#8000 Fl avor 0.40000 Met hyl

par aben 0.20000 Di basi c potassi um phosphate 0. 08000

Pot assi um chl ori de 0. 06200 Pot assi um phosphat e
Ddoneb&sie 0. 04300 Caldizadhschl ori de di hydrate 0.01000

%1? nesi um chl ori de 0., %@ 0 Food col orant 0.00050

i um fl uoride 0.000 OTAL 100. O0O000CLAIMS 1. A
L-hgtiiod to treat, anellidf@te, inhibit, or prevent dry
HJB?&{RQhﬁQQBHs‘?' ng admgni;sdering to the oral cavity of a
fedt 1n need thereof a conposition conprising a
éb@él c amino acid, in%¥9e¥ or salt form 2. The method

\,,gg‘,%g,%@ 1 V\herel n theobasic amno acid is arginine.
he nmethod of claim2 wherein the arginine is in

Dipgsie OBPMBPIOsGENi ne YU bonat e.
Potassium chloride 0.06200

Potassium phosphate monobasic  0.04300

Calcium chloride dihydrate 0.01000
Magnesium chloride 0.00390
Food colorant 0.00050
Sodiem fluoride 0.00045

TOTAL 160.00000



4. The nmethod of claiml1, 2 or 3 wherein the
conposition further conprises one or nore of a. a

w@ 200ei100263 on source, b. a phosphate ion sourcePCTUSH09/033291
pot assi umion source, d. a nmagnesiumion source, e. a
fluoride source; f. a flavorant which pronotes sal iva
flow, g. a polyol hunectant; h. and conbi nations
thereof, 5. The method of any of the preceding clains
wherein the patient is predisposed to dry nouth. . The
met hod of any of the pregegdivpg cl ains wherein the
patient is suffering fromdry nouth. 7. The nethod of
any of the preceding clains wherein the patient has
di f Al GdthdiMo RS b SRIrkBGnHi R0 6 AS e dreSUhE cfpridiny adMbitBring
8. The nethod of any of the preceding clains wherein
t he '8t PRV 2 8it B areyeswat i)%%"ﬁg"‘h@mﬁ“%’%ﬁ?af‘“ e
dry af®Uk Bee or ssiheroet hod of any of the preceding ciains

erein the patient has speech difficulties as a
F S Ui PSRl f et R el ol G or 1 he
p6.eqedinagodcifaians 2 whaetigitr ddiengati tbnfrrabSogisiof bienisonfieom
oppartunistic, infection of fh gue, i sul t . of
Py o RRed ¢ S R b Bl PR Bl Si e &
cl aimee sdherein dry nmouth is caused by a di sease. 12.
The net hod, of , ARY.0f the preceding ciainms wherein the
patient 1s being treated with a nmedi cament, said
medi cdrenthogdusiagodet d dry nouth. 13. The nethod of
any of. the,Riesedishg.ciains wherein dry nouth is
chroni c. The nmet hod of any of the preceding clains
wher eith & RENEHHPHEPISn is a dentifrice. The nethod of
any of. theopaeseding clai ns wherein the conposition is
a nouth rinse. The nethod of claim 15 wherein the
mout hrii ns ”'P*"é‘”téw*‘g’rﬁr‘?"f(?[?iS%\'f“‘%lgfvi va conprising ions
sel ecteda fa@imeakehiim phosphat e, potassi um
nagnegggyl‘gngn§QQQLQ§%ions thereof. The net hod of any
of the'p dEEA IO A HE whi ch reduces or inhibits
dév dhopnbat ofehy cfahd mereding claims wherein the patient is predisposed to dry

mouth.

6. The method of any of the preceding claims wherein the patient is suftering from dry
mouth.

7. The method of any of the preceding claims wherein the patient has difficulty
masticating food as a result of dry mouth.

8. The method of any of the preceding claims wherein the patient has difficulty
swallowing as a result of dry mouth.

9, The method of any of the preceding claims wherein the patient has speech difficuliies
as a resuit of dry mouth.

19, The method of any of the preceding claims wherein the patient also suffers from

opportuaistic infection of the tongue as a result of dry mouth.

. The method of any of the preceding clalims whereln dry mouth is caused by a disease.

. The method of any of the preceding claims wherein the patient is being weated with a
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medicament, sald medicament causing said dry mouth,

13, The meihod of any of the preceding claims wherein dry mouth is chronic,



An artificial saliva conprising arginine in free or
salt form together with one or nore of a. a cal cium
w0 ewogazste, b. a phosphate ion source, c. a pRPCEBES1009033291
ion source, d. a nmagnesiumion source, e. a fluoride
source; f. a flavorant which pronotes saliva flow
and/or g. a polyol hunmectant. Use of a basic am no
acid, in free or salt form for the manufacture of a
medi cament for treating, anmeliorating, inhibiting or
pgf\fﬁpltﬂtlgt% Oq QQN ;J?ecu}-n ?C}ilf&%b \iggftﬁlﬂ%l Smﬂ%i%li\m %Srded lﬁ‘ipﬁie
asic amno acid Is arglﬁlne e use of claim?
V\m:"eﬂ 6f methiveofamgeinhareededing dainh evhfroinmieobmapsgionispgnouth rinse.
bﬁ&%ﬁp&ﬂ%cﬁﬁ o1 %J&ﬁﬁqaé %h@%ﬁ@ﬂ%a@im&hmc%mg@d 409@35”4« Ibm;
I canent which further conprises one or nore of
a catleiadiomonicsBuplaephals; PARSHHBSPHALE T 6Ff SBTEE"s émai
PPt A§Shd GnSQUECReceling aifRINRS UMk ONnS B R Esiopfhet of
fluoride source; f. a flavorant which pronotes saliva
f1 of#"%y. a poiyoi humectant; h. and conbinations
t hengokinicikhaliusenpfisied aagimha% mwher |itforhhe shildivaRpRNtr ricg
a dentifrice. The use of claim 22 wherein the
medPtanent is a nouth rinse. The use of claim 24
wher eian 4 dagigaDdh burkdese is an artificial saliva
conprisin sel ected from cal cium phosphate,
potaSS|udgmﬁhgﬁégfﬂﬁ$'and combi nati ons thereof. A basic
am no cacd ghassiom foneeuror. salt form for use in the
treat n, inhibition or prevention of
dry no qpt m“ﬁ lh%%é%%hgnlno acid of claim 26 wherein
the basixlamilnouaei d is arginine. The basic amno acid
of cl ai m g lohalRinhedifesaki8h Mol i n the form of

argi ni ne bi car bonate.
g. apolvol humectant.

19. Use of a basic amino acid, in free or salt form, for the manufacture of a medicament
for treating, ameliorating, inhibiting or preventing dry mouth.

20. The use of claim 19 wherein the basic amino acid is arginine.

21. The use of claim 20 wherein the arginine is in the form of arginine bicarbonate.

22, The use of anv one of claims 19 to 21 in a medicament which further comprises one
or more of

a. acalelum ion source,
b. a phosphate ion source,

a potassium ion source,

S"‘:

d. amagnesium ion source,

¢. a fluoride source;

b

a flavorant which promotes saliva flow;

a polvel humectant;

=

h. and combinations thereof,
2%, The use of claim 22 wherein the medicament 18 a dentifrice,
24, The use of claim 22 wherein the medicament is a mouth rinse.
5. The use of claim 24 wherein the mouthrinse is an artificial saliva comprising ions

selected from calcium, phosphate, potassium, magnesium, and combinations thereof.

e



The basic amno acid of any one of clains 26 to 28 in
a conposition which further conprises one or nore of
W@2009/162bTi um i on source, b. a phosphate ion sSPCF/U82009033291
a potassiumion source, d. a nmagnesiumion source, e.
a fluoride source; f. a flavorant which pronotes sa
iva flow, g. a polyol hunectant; h. and conbi nations
t hereof, The basic am no acid of claim29 wherein the
conposition is a dentifrice. The basic am no acid of

CJ ael*’\ @35%.93?[\}/}4110 au 31 fg' %r T&R@FRT O'i‘ 'U%Qn b% t!‘g’cﬁ!ﬁoﬁtdmlﬁ[&(ﬁ'g{%% The

basi S AnHY m 31 wher el n nmout hrinse is
an ah&u@nem&ht&aﬁmvéﬂmmwﬁ¥lS|ng ions selected from

ITE t%i@ BIQQI% cE@Blecie}nHGE @«%@e;\'{%a Eﬂ@&gﬁﬁxﬁb W is @%me

I nations t .
28. The basic amino acid of ¢laim 27 wherein the arginine is in the form of arginine

bicarbonate.
29. The basic amino acid of any one of claims 26 to 28 in a composition which further
comprises one or more of
a. a calcium ion source,
b. a phosphate fon source,
¢, apotassium ion source,
d. a magnesium ion source,
e. a fluoride source;
f. a flavorant which promotes saliva flow;
g. apolyol humectant;
h. and combinations thercof,
30. The basic amino acid of claim 29 wherein the composition is a dentifrice.
31. The basic amino acid of claim 29 wherein the composition is a mouth rinse.
32. The basic amino acid of claim 31 wherein the mouthrinse is an artificial saliva
comprising tons selected from calcium, phosphate, potassium, magnesium, and

combinations thereof,



