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1. Field of the invention: The present invention relates to a novel powder
conposition. Mre particularly, this invention relates to a novel powger

conposition having 1 ° inproved anti-mcrobial, cooling and skin soot hPng
properties. i5 2. Description of the Prior Art: MIliria Rubra, commnly
known as "prickly heat", is a skin condition that results from an

obstruction of the sweat gland ducts. Mbdre specifically, kerati ar e
farmed due to the nmaceration of the stratum conmeum acconpani ed Iﬂ”lﬂ@”@@lmmw
di stension of the sweat gland ducts. Prickly heat may be identiTi

devel opnent of an intensely itchy rash on the skin that is conposedi¢déé*

smal | vesicles, and may al % ndary bacteri al
I nfection. Babies often de\ﬂeq\z%"mm Crid %ngrﬁgl cul ar durwmmmm
of warnmer . weather. ., Several known nethods exist for treati mmm’
heat and the synptons thereof. One such nethod is the application odpgg-
powder MXtmgﬂgLﬂWWone or nore antibacterial agents
such as borjc (ii d alicylic acid, and chl orphenesin. D sadvantageously,
sifch treat rje-mgMate for use on babies' skin because the

anti bacterial agents tend to irritate the skin and o because of the concern
over the toxicity effects that may be associated with the use of such

antibacterial ag€&hegpresent Bvéblior?Rted ts al noved poddee cdmpbsitibhe Maredevel op a

powder conposi.ti oa t hat, was, effective in treating the synptons of priddy
heat, but tRRIHCWAEYdhiHneentionrglatesto 3 AoKalPRNAErIaMPOSHNMIRNNGF THE

| NVENTI ON improved anti-microbial, cooling and skin soothing properties.
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2. Description of the Prior Art:

Miliria Rubra, commaonly known as “prickly heat’, is a skin condition that
results from an obstruction of the sweat gland ducts. More specifically, keratin
plugs are formed due to the maceration of the stratum comeum accompanied

20 by the distension of the sweat gland ducts. Prickly heat may be identified by
the development of an intensely itchy rash on the skin that is composed of small
vesicles, and may also be accompanied by a secondary bacterial infection.
Babies often develop prickly heat, in particular during periods of warmer

weather.

i

z Several known methods exist for treating prickly heat and the symptoms
thereof. One such method is the application of a powder mixture consisting of
talc with one or more antibacterial agents such as boric acid, salicylic acid, and
chlorphenesin. Disadvantageously, such treatments are inappropriate for use
on babies' skin because the antibacterial agents tend to irritate the skin and

10 because of the concern over the toxicity effects that may be associated with the

use of such antibactenal agents.



io In accordance with this invention, there is provided a novel powder
conposition conprised of, consisting. of, and/or consisting ess tilﬂg[} of ,
based upon the weight of the conposition, a skinirritation re cil g@gent
conprising 1-Carboxy-N, N, N-trimethyl met hanam ni um hydroxi de i nner salt,
scutellaria baicatensis extract, bisaboloi, or mxtures thereof. i s

Anot her enbodi nent of the invention is directed to a nethod for treating
pricidy heat conprised of, consisting of, and/or consisting essentially of
topically applying an effective anmount &f a powder conprised, consisting
ofs, and/or consilkwoul Bsdesitabi ty dedelap akiowderrdonagiasition tbdtwas effegtive
conprising, 1Carhoxy-N, N, N-tri net hyl net hanam ni um hydr oxi de i nner salt,

scut el | ari & ¥83kRg e sWaplomsefRickly heal el that was arﬁoxﬁfﬁé@ YSBof . The
powder s of b%Ble%‘ isbray‘enti on exhibit one or nore beneficial properties. Not
only do the powders ' relieve the synptons of prickly heat by providing
antimcrobial, soothing, and cooling benefits to the skin, but they also do
so without the use of harsh antim crobial agents which tend to irritate
sensitive s skin. DESCRI PTI QUMMARYK GRIFHEINVENRTION VENTS The main

|
B cant v educon” SORTARE SAFH e rf

epticR, JBEFE 5 mrhiEl 4 YhyEP gt
limted tochripsRivfy cimphsed 6ff | dBriditingelofapdldt danbistngxeskentiangr opal t)

which is also known as trinethyl gl ycnme (betaine), scutel ?ana bai caf ensi s
extract, bibesegl epon dhe weightickshe inompgsitiprn 8 wkirnbrigatio reducinaAgens 13

o b agochmirigRS. FarBBRERCR el Bl R b et e '
1-'Car boxy- NcidWdrid BBicAIerE Baagt BisdBIIdbPKiigGréd Hirespl t. which is an

amino acid extracted from sugar beets that Is commercially available from
Qsl tor Ltd. (Fi nkaother eBiboginentotf)theriolentiohds wiredtedbosa mMethdd3tr dfaatingPP" |
rnay be used, | he, powder conpositi.on of the present .invention.in a
Aot . badBiFlo bRt HRBTTRISEN Wi SRS hef. CARIGE: SasEtng GrsaBbaly Ploos o
to about 5Qgoffeally HPiIRG Yar EAGURAROHMAENDDE % bewakP EhomkisBd Y eoRdshing 't

0

preferably from-about” 001 %to about 5.0 % Scuteiiaria balcal ensi’s
extract, whindfor eonkistingdssantigily lof ar siio igftatibe redycibguagentazdamapmsingal -ensi s

Georgi pla nd i rcitally,avail.able from | chi.maru Pharcags .., Ltd.
under the e, REERA el bk fRel FaIt: necisiaiia
CRYTPOSIi ti OrhAéalbR8isPERPEE bisRBBIHI 8Pmiurds MEPedf . based upon the total

wei ght of the conposition, from about 0.00001 %to about 0.10% preferably

from about 0. 000Thempowdens® ot this I&ettion @xhiit ore er proeé deabfigial propeaias.t
0.001 % to ,about. 0,05 % Bisabol gl ich is available from Dragaoc Ltd.
under the t"?%fd@'ﬂ'éfngo"tﬁfaag i‘?{ Ofe,cfte\/ﬁg@ebﬁyrngtg@q r‘# tpﬁ'éﬁ\aroﬁﬁ%‘_r&éﬁ%@l'{ on of
the presentaritierioifN sbBtriiiy, a8y RboliRG BeReHROR HE skifl Blut Wedyd BlscOfotdie
conposition, fromabout 0.1 %to about 2.0 % preferably from about 0.15 %

to about 1.vétrgutshendserst diapstefantiahitrpblal agento which 2end to iabalet senstive

Sever al otc%ﬁﬂcorrponents may be present in the powder conposition of the
p’TSesent in ‘ion such as a base including, but not limted to talc,
cornstarch, and m xtures thereof. Talc is preferred. Preferably the base is

sterilized via met h%é’ﬁ\hlww hE ﬁﬂsﬁéaﬁéﬁ@[ﬂéd’éméﬂ?ém
sterilization. o be ents of the
powder of the present_invention, i tabl e amount s..of | c_may range,.from
based upon the t SRBMaBI GBS AL s Aeferamaoes iea ! PerleealPYRRioT cos
than about 309 s¥n irrifark rédldedUkiitable skin iritant reducers include, but are not
limted to 1-Carboxy-N,N,N-trimethylmethanaminium hydroxide nner salt,

which is also known as trimethylglycine (betaine), scutellaria baicalensis

extract, bisabolol, and mixtures thereof One suitable mixture includes



4 s preferably fromabout 70 %to about 99 % and nore preferably from
about 80 % to about 99 % Another' conponent that nay be present in the
powder conposition of the present invention is a cooling agent thatJUN 2002

includes but not is not limted to nenthol; eucal yptus of 1; peppermn nt

oi l; cycl ohexanol, 5-nmethyl-2-( 1 io net hyI et henyi)-, available from
Takasago Internati onal Corporation, Tokyo under the tradenarre, "Cool act P";
6- 1 sopropyl - 9- net hyl -1, 4- di oxaspi ro(4, 5) -decane- 2- et hanol , | - ment hone

gl ycerol ketal (Menthone dycerin Aceta ) avail able from Haarmann & Rei ner
(8 H8~R") ubidaboldie soydeanani, ard esiarhamiltCexiraet "@hAY is 2avaliatid hrbm

et hyl)-cycl ohexyl -2 is hydroxypropionate,|-nenthyl |actate, aci dI - ment hyl
ester ( l\/EnDﬁ?gOQ_Qid-tt@tlé)deI\iﬁe |tme@amaumroqnmentrphélhafmﬂane "Frescoi at

M."; nment hyi r X e nt h PCA) ilable fromQuest
It er nati onal Uk o eI SEERHe BV freaRambim, tuBfBuet’ L e cetite

t her eof . Tm.&peé iahg a6 tadi@ YeiRacte® drdm &mgmaats thae ¢! eRAAeidiglly Ot al
wei ght of the 2 owder conposition, of fromabout .01 %to about 50 %

Pr ef er abl yavauabl femoCultay L3e. (EinhsugannBiprotieGt) bander dﬂp@rﬁraclm"ameal

ht of bout, 0. 01 % b
B ot anl y THBIRaREn. 6 B D3edoBhtne BRwae! Salviuicn o He HrsSent
about 0. 10.rﬁéehﬂoawah éh@@wt%:aaédtdb%nemaabwwgm of médcmpaemahnfrom I,

respectlvelg be used s in an anount, based upon the total weight of

t he conposabeeih?. Oplso% Ebab@ub5blﬁ9/@refeaahiutfr@nm0}@t GBbe¥ptetboubl .G r om
about 0. 05,9t o, about no pgef erably, m about 0.20 %to
about 0. 30/%3%@0%95%8@005&% b8H€é1 @sa%?'ft %bo fde a fresh, cooling
feeling to the S%Qfellaﬁa”bétwf&sfg eQﬁQ&P%hnéHqu‘d@rﬁJédO%& %he rbét bhthe
preferred cool ant. Anot her conponent that may be used in the powder
tonposi t i oBcufeltania Bmsw n@entglopiam and ast comgeerciallguiavalbdieadom ngent s
i ncl ude, a t I|mted xi de, di ur ei de avallabj,efrom
Sut t on' Lablruiy BRars Lot nele et Bt rauafiadl, songor R arpaves”

ther eof . Thﬁyasérugwnhstn@a}sowdérwbbéﬂgﬁ &f ?htﬁ?l‘é%@ﬂt liRv@RtiGH My dn based

upon the total ht of the conposition rom about 0.10 %to about 10,0
% pref er abBmpunt, ortnaabduupOnStr% ttotalbmﬂ:gﬁt ®f %heambrmpositipneffeorablapoiit om
about 0. 5% % i refer e, to its ml

anti septi cbéﬁ)@?ﬁs}] ‘? ﬁBQH %ﬁﬁ)f])e?@ %?f&ghél’ Lﬁg’@gﬁ’ g &a{’ﬂ‘étngpgsoént
iventi on BRY g AsteRaebly FEAPAEOLIQ 8070 %mwwd/ of benzet honi um
chl oride, (-p- Chlegé}o 3, Qm(y enoLllscz Cl\/b(j8 al S0 known as "cht or oxyl enol "),
and m xtures thBumi:rQIolT Mmqh a‘evauablamrtonmuragbca,l Leyemderghe@adenamene
preferred odi nent ,, bl ﬁo Qh aati on with bi Sﬁ%)i ol _ski 7
irritant redid® ﬁ&”?ﬂjenf“ay ?hé‘sﬁ Fht S PANEPH BP9 gBht "B sBEPSEM t he
conposi ti ofvehtibASn RIGSABLN, b%st!VL%Bd % 158 \K/éﬁ@gl?of E%éﬁ%tsntfbnl@ro%t 0
about 5.0 % preferably from about to about 3.0 % and nore

pr)ef er abl yabeghOaBeuo @haitd.00 /oatmaferabty %m(:hboubﬁw 2feito(alpputhl.or %, 3,

m Xyl enol el Cl al | vai l ahl e f Ni pa Laboratories Ltd.
U%der t he P%’Q&%ﬂ&n@?fefﬁgﬁa @eatggyyog"?ptpa &rqu)&r its uni que conbination
of nontoxic ant SEverloiir Abdierits AR M8 bl aer i? B bbdler Lmpddiibhft 0
t he above conponents for the powder conposition, the conposition may
i ncl ude ot ther mﬁemnMVeomm |as ra:lhaSeng’;cldlrlmg nchmtl not tllmjtetdo)O at@ld, caki ng
agents, absor bi agents. epel Lent m_ns, and
Toxtur es RATBlen. Sd MiabFs haiette akaRg s eted ho B ebbL S PEs R
limted tosfefiliBes ivia ﬁ%tﬁbé@v@lpﬁﬁeﬁhﬁn e BROSLH Qé'@lﬁ stkaf] sfenlibysbat ed
alumnumsilicate, and m xtures thereof, and suitable absorbi ng agents
el ude, bhefose é isotombimedeasith &mlnesmne@antsoofam Rowdeaisf ¢he msesent
Konoshi ma Chen}'.cal go thd. {,) tradenarre %Rﬁes um Car onatteI
Li ght." sulVaBi¥ ' wa fay gpﬂT‘P'é AgemRY ERgPLLR™. MRS HPHR R WFled to
mRgnesi um §eRM Arahe THEWaH !:orﬁ%élrt‘iﬁna%%%? 50A05QbDIead AERNEBOANA00 %,
wat er-repel I ent agents may be used I n an amount, based upon the tot tal
wei ght of the conposition, of fromabout 0.1 to about 15 % and preferably
from0.5 %to about 10 % 13 JUN 2002 6 s The perfune may be present in
an anount, based upon the total weight of the powder conposition, of from
about 0.05 %to about 1 % and preferably fromabout 0.1 %to about 0.5%
Suitable vrtam ns include, but are not limted to vitam n E, DPanthenol
(al so known as "Provitam n B5T}) and m xtures thereof) and may i o be
present in an anmount, based upon the total weight of the powder
conposition, of fromabout 0.01 %to about 5.0 % and preferably from about
0.05 %to about 2 % The powder conposition of the present invention may be
made by conbl n| ng the corrponents in any m XI ng deV| ce vvel I -known |n the

T T o o



15 psi . ~ ~ ~uN zoos s In another .mxi-ng device, an effective anount of
the scutellaria baical ensis extract, - zinc oxide, betaine, and, based upon
the total weight of the base used in the powder conposition of t He pedidint
invention, fromabout 5% to about 20 % and preferably fromabout 7 %to
about 15% of talc are m xed under tenperature conditions of fromabout 20 C
to about 32 C, and i o preferably fromabout 25 C to about 28 C in any of

t he above-nenti oned conventional mxers until the resulting second prem xed
m xture i s honogeneous. A ribbon mxer 4s preferred. Pressure is not
cyitical, ptefecampy frovmaeoue?0 %per shoutddP Pk sand atoretpreferapdy fronmabbout 14
psi to about 15 psi. is The second prem xed mxture is mxed with the

r emai ni ng 8@oate abeut 3Pc%i n a conventional nixer under until the resulti ng

third mxture i ?ﬁg}g%}ﬁ T p eiﬂﬁ i treal ;
however conveni eir'# opera ?%@e?‘e‘fr‘pggf’&%%?’ Q%trléﬁégtﬁ%%ra oyéoéj@r&bfo
about 35C therd pagzehtinvention ¢S SUERSINGRagerinBat incidesbiowtt ndtdispsdt Iinditedd it 15
psi. The first premi xed o mxture is then added, preferablép;/l a sgrayl ng

with a contemthehapPusdlypiHsngoitievrerpesiit oail a cyelobexapat t ethgk2-(Into t he

Wit che MsiniehdlviE lBite S T R IRt cERR oRRTtidn T oy
di scl osed bedei ntheuittaddnamey “CooRdAC PrC eliddpropyihe-rmemeRe -afoxaspiro-

conmponent, ingredient, or step which is not specifically disclosed herein.
The exanpl & Sidecaee-2-giethanelilunenihoner (glzeenal | ketal alMentron Glecenin ¢ he

not be conBCHIRLEETARE! i FRRMERA & REHar R T iundssinediiiphalies s ¢
Exanpl e 1. “freaalat i on RIGA™ em X &.nRethfi-Bg1GhetflNt ol | etBy Byietbixyl-2-

eucal yptus oil, and 0.1 kg of p-chloro-3, 5rn-xyi'enoi available from N pa
Labor at or i Bydrexypropidoate, hmenthyd dastate, ‘anidismentby Pesterc(Meninyt dlactate)n 0. 1

Che t radonatBNens, T JEBo MRt e, CanpAdr oFEroaidh JMicc Apgfhyt 0"

at nospher i pyPriofigdre ecarborylate eMepittily| NRITIA) Gaviai B drdrf aQuest Tritefnatidial
m xture was m xed at a speed of about 25 revolutionsl mnute for about 10

m nut es untUK Limitedeyoder te riradenamensQuestice’n cats Mixires dheresf.2: The
Preparation _qf Premx 2 0. 005 of Scutellaria Baicaiensis Extragt

cvar 1 bl o EPBIine cReRhPivae fosd Ton SHAURL FineR cit T BinCwelort & goe

Byt ract Poywd@ider dbnipdsitior?fof JrdeAr 500t D1 NiMd BbaBt BydaTes hapasiférblyNthe
hydr oxi de inner salt available is fromCultor Ltd. under the tradenane,
"Bet af i n BRFerthahmayb bet used gnoén zamouoli bEsed: uponi thed totat weighk gf dhet al ¢
under  anbi %g%p%%ﬂ%nt. %r%rrlﬁsabgutao.%q ‘7?390 about 0.50 %, more preferably from about

0.05 % to about 0.30 %, and most preferably from about 0.10 % to about

‘ 0.20 % and the eucalyptus oil and peppermint oil, respectively, may be used
25 in an amount, based upon the total weight of the composition, from about 0.01
% to about 0.50 %, more preferably from about 0.05 % to about 0.40 %, and
most preferably from about 0.20 % to about 0.30 %. The menthol and the
eucalyptus oil provide a fresh, cooling feeling to the user. A mixture of
menthol and eucalyptus oil is the preferred coolant.
30 Another component that may be used in the powder composition of the
present invention is an astringent. Suitable astringents include, but are not
limited to zinc oxide, glyoxyl diureide available from Sutton Laboratories

under the trade name, "Allantoin,” and mixtures thereof. The astringents may



-model Mateer-Burt ribbon m xer for about 12 mnutes at a speed of about 25
revolutions/mnute until the resulting m xture was honogeneous. 20 Exanpl e
3. Preparation of Powder Conposition The product of Exanple 2 wa¥ joNxmRd
‘with 88 kg of talc in a large 37 SC nodel Mateer-Burt ribbon m xer under
anbi ent conditions for about 10 m nutes at a speed of about 25 revol utions/
mnute to forma honbgeneous m xture. After spraying in the product of
Exanple 1 into the honobgeneous nixtureévia a s 37 SC nodel Mateer-Burt

t I tri f about 0.07 | mm, f i od.of ,about 8
Fnat s, R uRed e amaRh hsecSnen i fctal HeiBhih St HrRPeRYR: Thider
anbi ent ¢ il Jt'tcﬁ'?é BltolatiRR b, 6T ABUer ?r%%?'a%bb?@% %Exrﬂgtasfbas.@h}aut 40

m nut es un e resulting powder was hohbgeneous. e 4. Consuner
Testi n4 ofarkRbvdere Queferabty dronSaatpdids0E%t tee ghowdeB.prioducknic i oxideaispl e 3
were given to 28 babies anﬂ sanpl es of Johnson'sT"" Baby Prickly Heat
Powder mr@eg?W%ﬁ%tQZtsdﬁ‘ gantiseptig aRAARONGERLPIARENI®Y| of whi ch

possessed syt AR Qirhglenathe' 8 Rent i efioh ha 25 aAUnpIERSAA €1 L her

Scutel laria baicalensis extra rimethy anam ni um
hydroxi de agerstr Swnprised iafst drthzetrdniodes adiotid@00 (gp-CHlo-2% Camomi | e
Q1. About 93 %of the participants were classified as having m|d. to

moder at e r’edeR2NGPLMEDdatsorkngwn asrehipsprylienplhandaiguresthesecled s
havi ng ”Drﬁre?éﬁéaeaﬁﬁrﬁlﬁabiah@ge‘}ﬁ;g‘tp% € i éigrsﬂargéa ae%%é(dié%@é,po"‘der

to the aff'ected areas) on therl es after suc eas) were wa and

patted dr yPCMX dsnasedrirmcombitaticrasitht bisabol@sskindaytahoredlcingnsgentt | ve
days. After the ten-day period, 96.9% of the rashes on babies who used the
Johnson' sTFhe gRoURt PEiRNiMigrebial agemdwrRad ithdhe Zompesitiemof tB8 1RFes8Rt babi es

0 used t; e f I i oye rensfeci ki y r
pgbi es V\ho'plgggggﬁh@ago@?n@f) &%gﬁgf ?g(; éz‘.%%bgm tﬁg %afdtrlfeteﬁ'%gfm fsrc’&gported
that the rasmes0.2nw RVashafd ernoBhy rhoaprefefalily dasmeiblou O fAitd BBbut
i nproved| cl eared after 10 days of treatnent. Simlarly) 96.87% of those

usi ng t he 36hifeon Ghicroxgignol pr-peinipresdat Sl anale pyhichd isrcommersiaibyenent

after 10 daYR e ftar B Morel AR oo e Rebet e SRR £,
conposi ti o ¢freRatédely itkeanmurNtdmsiMatbnt be spTberBatimicrstiby dredt

rash. Since many of the participants had rashes over nultiple areas of
ehei r bodi BREServaldveEREARAEEShows s | that the powder conpositions were

ChoeLr v N LR G 22AE5ya BRERAGRL 6 ol BePLopotiicP e
composition may include other optional components including, but not
limited to, anticaking agents, absorbing agents, water-repellent agents,
perfumes, vitamins, and mixtures thereof.

i3 Suitable anti-caking agents include, but are not limited to tribasic
calcium phosphate, silicon dioxide, kaolin, hydrated aluminum silicate, and
mixtures thereof, and suitable absorbing agents include, but are not limited
to magnesium carbonate available from Konoshima Chemical Co. Ltd. under
the tradename, "Magnesium Carbonate Light.” Suitable water-repeilent

20 agents include, but are not limited to magnesium stearate. The anti-caking
agents, absorbing agents and water-repellent agents may be used in an
amount, based upon the total weight of the compaosition, of from about 0.1 %

to about 15 %, and preferably from 0.5 % to about 10 %.



1. A powder conposition conprised of a skin irritation reducing agent
conprising at |least two of 1-carboxy-N, N N-trinethyl nethanam ni um hydr oxi de
inner salt, Scutellaria baicalensis extract, and bisabolol. 2. TthdUN 200?
‘conposition of claim1 wherein the skin irritation reducing agent conprises
1-carboxy N, N, N-trimethyl nmet hanam ni um hydroxi de inner salt. 3. The
conposition of claim2 wherein the 1-Carboxy-N N, N-trinethyl nmet hanam ni um
hydroxi de inner salt is present in an amount, based upon the total weight
of the conposition, from about 0.005% fo about 50% 4. The conposition of
d@ ai m 3 wher ei nTheh@erfume Koy -be Kreseanti imeahy Bmsurdn Hasaduapdry dnextiotel i nner

salt is present ip . an anmpunt. based upgn the total i ght of {hy

conposi ti d’ﬁ?'gg{B Bawds" 6@%&%%&%&9%@0@}30%{ SW%%BQFH‘O%' 891 ai m 1
wher ei n t hiefdfablyiffémhtadu?D. 1 @ us bREURGSI. conprises scutellaria

bai cal ensi's extract. 6. The conposition of claim5 wherein the scutellaria

bai cal ensi s extJuitablé svipamientincluden butowne, nobdskohitedoto t wearniot &, \Bei ght  of
t he conpositi.on, from about 0.0QQ001 %:t out 0.1Q% 7, The, conposition of
cl'ai m 6 wiarhAnekETeR Aieinss P g B tabalres et and My

unt, b [ f | ty fd50 -&We% to
goggut 0. ngcbége%ﬂemggarﬁp%rﬁ%?@ﬁ o) PE: al.Jldrél?ﬁ tﬁﬁgﬁg?ln \é{/ﬁi htskclgfnmlér)rl tation

reduci ng agpenpositora of ftam eatfuts@Otleld ao i sbdnati S0 s iande prefacabignfdom
1- Car boxy nam ni um hydr oxi de inner salt. 13 JUN 20D2

-N, N, Let hyl megh
n 9. The &Hﬁ%ﬁﬁﬁ%ﬁ’%wsﬁn@e wherein the conposition conprises, based
upon the total i & RRaSLd | inf. 9 ut 0.1
% scutellaria b-g‘?%: ends%‘frs @P{rsg@teﬂ %ﬁﬁ%ﬁ%&ﬁ%@?@&&%%@ﬁb % of
1- Car boxy-dgmbiNirng ithetdgrhpenéatsaim ranymmiyithgoxdedice rnweli-kaawn. irl @he Tarne,
conpositiaon of claim1 further conprising a coolin &t‘ sel ected from one
I

bY nore neRERENGOYE ROt RS tHABY YRS ST spw%t%n,geggg FofitrROR, mixer

pepper m ntpQhk; I |, = 2= (1- YA i

6-1 sopr opytfé-}gé rrrrgt6 E@ﬁﬁ’%ﬁ)o&g%?‘?%m{’ﬁg%éé dg‘géllr}%{eg?%eb?%aém bmF(rjreHrt] %rne
gl ycerol ksresbureb-oumpiditidns2-df bboet hyd.7 psi (atmospheric pressure), and a
et hyl ) - cycl ohexyl - 2- hydr ox %ro ionate, Inenthyl lactate; and nenthyl
pyrroli doﬁ@"W%M?loé@@.ouié “ﬁﬁéo abapbd? Comrist Peafaranly &ramapeth28HE

cool i ng agent JLﬁ hol, eucal yptus oil, or m xtures thereof. 12. The
conposition oq cl/ai m"'10 wherein the cooling agent is conprised of, based

gpon the total 1n a preferred embodiment, the desired amounts of menthol,
eucalyptus oil, and chloroxyienol are dissolved in the perfume of choice
under a temperature of from about 20 °C to about 32 °C, and preferably
from about 25 °C to about 28 °C in any of the above-mentioned
conventional mixers until this first mixture 1s homogeneous. Alternatively, in

s another embodiment, the desired amounts of menthol, eucalyptus oil and
chloroxylenol may be premixed in a conventional mixer such as a stainless
steel bin with a mechanical stirrer under ambient conditions until the first
premixed mixture 1s homogeneous before being dissolved in the perfume.
The mixers are preferably made of corrosion resistant material such as

30 glass or stainless steel. Pressure is not critical, although convenient
operating pressures may range from about 14 psi to about

15 psu.
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15 The second premixed mixture is mixed with the remaining amount of talc
in a conventional mixer under until the resulting third mixture is homogeneous.
Temperature and pressure are not critical; however convenient operating
temperatures may range from about 20 °C to about 35°C and operating
pressures may range from about 14 psi to about 15 psi. The first premixed

20 mixture is then added, preferably via spraying with a conventional spraying
device such as a Mateer-Burt sprayer, into the third mixture and mixed under
similar temperature and pressure conditions until the resulting mixture is
homogeneous.

The invention illustratively disclosed herein suitably may be practiced in

2s | the'absence of any component, ingredient, or step which is not specifically
disclosed herein. The examples are set forth below to further illustrate the
nature of the invention and the manner of carrying it out. However, the
invention should not be considered as being limited to the details thereof.

EXAMPLES

30 Example 1: Preparation of Premix 1

0.15 kg of menthol, 0.25 kg of eucalyptus o, and 0.1 kg of p-chloro-3,5-
m-xylenol available from Nipa Laboratories Ltd. under the tradename, “Nipacide

PX" were dissolved in 0.18 kg of perfume available from Givaudan-Roure Lid.
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10%& () 10 /&0(.60§ ?(\g(l\clact:'Scu(geljrana Baicaiensis Extract available from Ichimaru
Pharcos Co., Ltd. under the tradename, “Ougon Extract Powder,” 0.5 kg. of
1-Carboxy-N,N,N-trimethylmethanaminium hydroxide inner sait available
15 from Cultor Ltd. under the tradename, “Betafin BPP,” and about 1 kg of zinc
oxide were mixed with 10 kg of talc under ambient conditions in a 37 SC
model Mateer-Burt ribbon mixer for about 12 minutes at a speed of about 25

revolutions/minute until the resulting mixture was horﬁogeneous.

20 Example 3: Preparation of Powder Compaosition

The product of Example 2 was mixed with 88 kg of talc in a large 37 SC
model Mateer-Burt ribbon mixer under ambient conditions for about 10 minutes
at a speed of about 25 revolutions/ minute to form a homogeneous mixture.
After spraying in the product of Example 1 into the homogeneous mixture via a

25 37 SC model Mateer-Burt sprayer at a volumetric rate of about 0.07 kg/min for a
period of about 8 minutes, the resuitant mixture 1s further mixed in the same
mixer under ambient conditions at a speed of about 28 revolutions/minute for

about 40 minutes until the resulting powder was homogeneous.

30 Example 4: Consumer Testing of Powder Composition

Samples of the powder produced in Example 3 were given to 28 babies

and samples of Johnson's™ Baby Prickly Heat Powder were given to 32 other
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LouB&sn & 200 g of gg‘l;ol %%g:ﬂolmllle 2).1 Abz(%.t(t)os/g%b (o)f the partlcxpants were classified
as having mild to moderate rashes and about 7 % of the participants were
10 classified as having more severe rashes.
The parents were instructed to apply the powder to the affected area(s)

on their babies after such area(s) were washed and patted dry for a minimum of

at least two times a day for 10 consecutive days. After the ten-day period,

96.9% of the rashes on babies who used the Johnson's™ Baby Prickly Heat
15 powder and 92.9% of the rashes on babies who used the powder of Exampie 3

were improved. More specifically, for babies who used the powder of Example

3, 92.8% of the participants reported that the rashes improved after only S days

of treatment and further improved/cleared after 10 days of treatment. Similarly,

96.87% of those using the Johnson's™ Baby Prickly Heat powder reported an
20 improvement in the rashes after 5 days of treatment and further
improvement/clearing after 10 days of treatment.

This Example shows that the claimed powder composition effectively

clears and prevent the symptoms of prickly heat rash. Since many of the
participants had rashes over multiple areas of their bodies, this Example shows
Zs that the powder compositions were effective in treating the rashes independent

of the location or number of body sites affected.
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2. The composition of claim 1 wherein the skin irritation reducing agent comprises 1-carboxy-

N,N,N-trimethylmethanaminium hydroxide inner salt.

3. The composition of claim 2 wherein the 1-Carboxy-N,N,N-trimethylmethanaminium
hydroxide inner salt is present in an amount, based upon the total weight of the composition,

from about 0.005% to about 50%.

4. The composition of claim 3 wherein the 1-Carboxy-N,N,N-trimethylmethanaminium
hydroxide inner salt is present in an amount, based upon the total weight of the composition,
from about 0.05% to about 10.0%.

5. The composition of claim 1 wherein the skin irritation reducing agent comprises scutellaria

baicalensis extract.

6. The composition of claim 5 wherein the scutellaria baicalensis extract is present in an amount,

based upon the total weight of the composition, from about 0.00001% to about 0.10%.

7. The composition of claim 6 wherein the scutellaria baicalensis extract is present in an amount,

based upon the total weight of the composition, from 0.0001% to about 0.08%.

8. The composition of claim 1 wherein the skin irritation reducing agent is a mixture of
scutellaria baicalensis extract and 1-Carboxy-N,N,N-trimethylmethanaminium hydroxide inner

salt.
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9. The composition of claim 8 wherein the composition comprises, based upon the total weight
of the composition, from about 0.00001% to about 0.1% scutellaria baicalensis extract, and from

about 0.005% to about 50% of 1-Carboxy-N,N,N-trimethylmethanaminium hydroxide inner salt.
10. The composition of claim 1 further comprising a cooling agent selected from one or more
members of the group consisting of menthol; eucalyptus oil; peppermint oil; cyclohexanol, 5-
methyl-2-(1-methylenthenyl); 6-isopropyl-9-methyl-1,4-dioxaspiro-(4,5)-decane-2-methanol, I-
menthone glycerol ketal; S-methyl-2-(1-methyl ethyl)-cyclohexyl-2-hydroxypropionate, I-

menthyl lactate; and menthyl pyrrolidone carboxylate.

11. The composition of claim 10 wherein the cooling agent is menthol, eucalyptus oil, or

mixtures thereof.

12. The composition of claim 10 wherein the cooling agent is comprised of, based upon the total

weight of the composition,

a) from about 0.01% to about 0.50% of menthol; and

b) from about 0.01% to about 0.50% of eucalyptus oil.

13. The composition of claim 8 further comprising a cooling agent comprised of menthol,

eucalyptus oil, or mixtures thereof.

14. The composition of claim 1 further comprising an antimicrobial agent.

15. The composition of claim 14 wherein the antimicrobial agent is comprised of benzethonium

chloride, chloroxylenol, or mixtures thereof.

16. The composition of claim 15 wherein the chloroxylenol is (-p-Chloro-3, 5-m-xylenol).
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a) from about 50% to less than about 100% of talc, cornstarch or a mixture thereof;
b) from about 0.01% to about 0.50% of menthol;
¢) from about 0.01% to about 0.50% of eucalyptus oil;
d) from about 0.10% to about 10% of zinc oxide;

e) from about 0.005% to about 50% of 1-carboxy-N,N,N-trimethylmethanaminium hydroxide

inner salt;

f) from about 0.00001% to about 0.10% of scutellaria baicalensis extract; and

g) from about 0.10% to about 5.0% of chloroxylenol.

19. A use of an effective amount of a powder comprised of at least two of 1-carboxy-N,N,N-
trimethylmethanaminium hydroxide inner salt, Scutellaria baicalensis extract, and bisabolol for

the preparation of a medicament for the treatment of prickly heat in humans.

20. A use of the compound in claim 19 wherein the powder further comprises menthol,

eucalyptus oil, or mixtures thereof.



