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hyperc%l% %Q/Qﬁ{ B%é%? gMaLéz é e%g}?cgﬂf%?h%?scteé‘%c}ggﬂcvg’

sensi Ul ZI hg, OXIC propertire

Conseghentpeiié IFDAagﬁn’uUsted that wonier urdlerg6ing OASEuUtaRs ahénapy must
s 2 to 4 weeks, Since it takes about 28

| ast
use prz’é@ﬂ% phPEthsganirol.; MoregvescrecentiyAgrutansohas 963@, llnb@d to
depres¥iiifand ab&lelits ar‘e%hﬁ%é&‘?@%lgp'ef c&?é’entﬁ]ﬁﬁﬂ%%erthg their
0 her apy. e nmaxi nmrm

not I ceageaft 4°to 8 wee
underSjamm‘mg of tis Wsa;lbrhtycamg shoud beucdutianed talcarefully monitor the

emotcG2] SRR RS e REmISe S A Son & than in,
[0020]t NEntRiRfBNARZN PR MediMatiBRs BBIHES coiieHteroids may be injected by a
dermatologist directly into severe inflamed acne lesions to help heal existing lesions.
However, these do not prevent development of new acne and may leave a
permanent hardening in the place of injection.

[0021] Acne vulgaris is a chronic dermatologic disorder that must be treated

consistently. It is not unusual that traditional topical therapy will initially worsen acne
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automatically toxic for the skin overall.
Intracel lular and extracellular enzynes that found in
w0 b@s5oBisso ar e essential for healthy skin condi PCDINS2003/028188
right pH and skin protective capability against
due o S o S R PR B e B B SR eBneutic agents.
This indtjad nespansehusuaply lasts 21 tcadtwéekfs GS]EW&ETH taRes HpoIRD8 @,ayg to

r one or a few applications but
regendif Shiny st of Bedsebens fest REFRROCROPTERAMRIE. a5 n
ImprovidhGertaF @nyi E)éb(ﬁﬁé‘@ ﬁé(tliceDa% Ol {‘H ERAEA SR rér@
prone skin, e ap p led several t1ies
maximpipt bapefit of éw’f@mlc pgerzts] suchas oral cphtraceptived, lon acne occurs

noteafﬁ%ﬂ s ACIRSs #zﬂ)ﬁﬁgl s one of the major reasons for

rea ment anong patients with acne vul garis.

[0022]MMamaO TR prstiair s dre t@db f6rahk Skirt éﬁﬁ}%ﬁ@gtwhlch makes them
?m aII during the mai ntenance phase, renal
autom%qlé)gl

Vé%]@ rAthfa@&h@veralbdakmej@mr amhemawwlmtemymes that
found Fnrmelskwgreyé’éé%ﬂ Eivisy Eéalmyt%w?gﬁﬁq ﬁﬁrlagﬁéllaf Rla5SS protective

I cacy 0 var il ous

capabllmytaganmttpaﬂmgéns[ TrheorseqdenckesRIls imbairmdt 8P¥hzymes,

ﬂ% Ejl de, herence was neasured through a conbi nat| on
even tigpug éh%ma ¥akan eldrace: elamentsthat ptitary sict for enzyme

perforrﬁ@hée 'Eéﬂhbpbé %gld%ﬁf:@l%g@-r 8?’5rf Iap ouné&qigy{ §é@of8lllowmg

nont hs was stu
repeat%treém@ntﬁefog exampias inaihie. caﬁbalylth Biethzogl Pexoxitdd preparations

for acnfeﬁlrbﬂ%'%ﬁe ' { el%}i 'h\fﬁ%@op{pgag ,%Ig{/erﬁgégfﬁtso!go B{Sitatseg‘g’g\?@:‘;é‘rr &
[0023] amdnm@ctnpqan@e WithHnGLaAMS reginee!ls MQBfErﬂ@ nl';éécgﬂle%%?hé‘ for

nmedi cation regi nen for acne patients
treatm%ﬁ@“‘@ﬁ(%m% Patignts withtacae idgaris. d\ﬂoélvatm@ gatibhts tgranihere to

treatmé’rgt E%%d?é\b/ th@frﬁg’ ﬁ#égégaggmﬁﬁagér%rﬁéﬁs%g@%%e A gecent

randormﬂaed rmxitrodiedmﬁrdyshwmvldg y68A§ ad0fls W’tﬁ é‘bﬁé‘v&lpﬁrlgre%ﬁ%‘féd the
om cal l(_Jllasom ol agi cal significance I's not

efficacy Hgv%ﬁﬂ‘&? RY-RhgiNagGAlRgIC intaveptions fs?ér%?hanqingnadh@mnoeéd
t
o) PRI NSO EST oA 8 o T Ssont o

report arut thex riefurs)qf sph‘qnommrmg gandd.oThgiongralbathéiehice rate after 3

v 8, A R o8 S e
did not B&AEWHBRNOW R &@Rtived 6F thbP %ﬂhéfdl&bg%}ge&ﬁ’é #8 T @cgrﬁﬁ%lxﬁ)q of

significant health and cosnetic requiri
the regimigyr oved t herapies with sinplifi ed regi mes. [0026] The

[0024] Bt Bslalei s %ﬁﬂéa?éﬁé&%f Weniciss hibabind Skiiecne

med |cahan gegtﬁmetmefbe ache edtigs ethedRitley thd BIRYRInc, I'ES lmgl%‘%ctﬁé
sed by reactive oxygen species contributes

e
Comp“aé]C&rﬁq?P%%ﬁ?WrQ oi{Be pagjenis, p @te@swem@leramd endatimpiified
regime & néé&&y.r adi cal -associ ated aging are so-called "age

spots."” Age spots are actually the accunul ati on of

[0025] sﬁéhﬁ)ugh pengisrthe noadtlcechmon pkihuliséase andoperwitidicgreatest
Iate the skin in highly damaged areas.

eco”"“f 6%237']%(:%9}%‘? 88'??@?19@5%@% it Bt ihecareiskis diserdardbat can
benefit frshridiprofed & Bl RTedifSs LAE compositions. For example rosacea,

seborrheic dermatitis, eczema (atopic dermatitis), psoriasis, photo-aging, actinic
keratosis, and great number of other bacterial, viral, and fungal diseases as well as



activation of water-soluble reductants. in the
cytosol, lipid-soluble antioxidants residing in

w@ 20508489 menbr anes, and the anti oxi dant enzynB&T/US2003/028188
superoxi de di snutase, catal ase, ascorbate peroxidase,

: { ' | d . gl t [ duct .
siin pErE B S BRE Bt ASE et Bl 8RS iyems
requirifly limp@vedrthelapiisof s 8RSplfied regirhéd.ar nmetabolism A

uct of energy netabolismis the uncoupling of

(00261 Biq ?'gwﬁfa#quﬁ@ediﬁ%ﬁwld bertaisiow or frurisgttbe aging process.
Aeing RESSBEENES, 96k YBHAD Bl Pl el Sy e

radicabdgmage eaused/by rdpativexxygemdpecies couib uteasignificantlydethe
.__Speci es ROS%l .?re hi gh#% dan&%ng to DNA,  proteins

aging pieRgnbingdBaNigtaUOE AL fEeo (Paieaansarialar adineate sq-galled

] " e . L . .

2ge sHb8 TAGERpoROAE d6Ahe LN etlaatn R B

lipofuschn, & brewaveasie that ataurpulatpsds the skinfin idghlyedsahaged areas.

epner.ative. diseases. Therefqre, .preventing or
to027f; FRRERh ARt FER R ioahecrod Sas i tts dRmpge fpludes the
activatio ewatet-seludfd Feditictdnts nﬁﬂh@rdytc%cﬂfﬂgﬁdéo%tﬂé @Mftioxidants
strategy for reducing cellular oxidative stress ang

residinggineedilar gginyaneeoarsl therandioxigéing enzymesg suparoxidesdismutase,

' ' , ; ' f act '
catela5 Sk BREHARS, BUIANRFy SEeREAPSaREl Aokl Byblise
Biogertib rocrictibs obfrekiradidalsisscaxs gaistlp duting @oril peydesses of

som%%lga}r ameters of the antioxidant system and the
cellulag gqtghqlEmyf szfgs%q of angyge netabdispbisatheaunemplingrof
electrdHs*in ¥d %Hsd&%%&ﬁ@@%@ﬂ@fﬁé ]suggltbﬁgee%% EﬁTi\%tiotrr'gf RbrNilar

reveal an intensificdtion o rythrocyte Tipid
oxygemdeadsting 4o thenpraddctien dEpydregen pecdxide thaxheaupra-reactive

tectian. . This. i nbal £ 1ipi _ _
nydroff] P SUoh FeRE P aaRD SOpcies Rl ShareaioR A magiadRPNA
proteirishark ﬁl’éﬁfﬂ?éﬁé‘ﬁbi@ls%‘awﬁ\btﬁeﬁular@rﬁﬁﬁﬂnf%h{.y I iﬁé’ﬁ@ﬁﬁéll condition of

. ones. That follows to an increase of the |ysosoma
aging, iantipydant funetionsadedling tty funthertdeselaratedheyagingpebcess, and this

txati .o bl god _cj Lation and facilitates

oxacofE0E 8 OerPiof 2 el RlyBleRBie (TSensadcMRemtares
preveritingairtetteasingiheearmaticn ofredbtivé BRidaRtSFPmetabolic electron

PCT/ US2003/ 028188 i ncl ude an anti oxi dant therapy and a
transpai preserds 8 gieakistrateayi for reducing eellulgruddative stresd padeate of
aging [ 0029] The Departnent of Dermnatol ogy and Skin Ageing,

"and Cancer Research Centre of University Pavia in
[0028]! tFarky radioali denades has blsol ieeroimplidatsazag@scause, or exacerbating
fact representative, of the main np:}{]abolic F&thwasin .
actor T FEMA: N 63088 URbERY shansRred siudyexa H@ﬂﬁéeil%ve'%\gfe"pld
peroxiddtioh ih cFpREdtyted, 38mERFEBmMNErsbfithe LRRES fné %géﬂevrﬁ bdd the

_ . Was observed’in any of the enzynmes studie espite

activityt ofdysesomal eagwnesiir etzerka phtients ofenxerigindgeo/endopenous).

The reBfd 8k 1 08 BB R DRI D05 and
a depresgion bEantioxidait pebtestier®! TRiBNAibalaHte drilifgg psori asi s,

.chroni c, sun-damaged . skin and neoplasm_ [0030] In
Peroxli%mn(ar&wxld@ﬁkWﬁéera@tm@w:qs megifiegtionsinibiosterobiang's structure,

especiaiySSRARADRE. Friit%ollows to an increase of the lysosomal intracellular
activity and then to a lysosomal penetration in blood circulation and facilitates
cutaneous inflammatory manifestations. So, the complex treatment of eczema must



a significantly contributes to neopl asmformation.

This is clearly evidenced by the fact that the areas
WQIswalb4g3exposed to the sun's rays (e.g., facePChus08628188

hands) are 100 tines higher than on the skin of

noluae, S5 4RESAR B el B bR eCcibied A paith of [Rgbmal

membrgRegni ¢ exposure to ultraviolet (UV) light is the
| eadi ng cause of extrinsic a% ng, or alterations_of

[0029]t HeedRepartmaet efdeimatplogiantatkie igeing: andtSensar Besearch
Centre'cﬁ‘%rﬁ\%rg y§ E’%(na"’\brlﬁgf] tltﬁﬂtefd L a"?;tlﬂ %nlfvmeesx Pé)ﬁ%%ntatlve

occurs I ng ca nuneyous

of the it mbtwodlelpatmﬁ?%@ I0|€md€£rmls bf @&hermalalhum subjetteahnging in
changes %0031 One, of _t he mani fest ation of agi ng skin

age fram 1yBentb49 &9 vaars &w qiffleraneg ofj aglvityp Obseeed | i ey Phthe

cnzim3 Sl URSHEINION T2 RSy OB B Oy actvity

of the elmymesaih meedrs epidecﬂnmrdtancpeéhe signdicanoeeafithe variations,

., which topi cal Iy .appli ed woundi ng.agent, creates
which dig&PAftef &F b elaauc Senitp S kg PO3iATR, Ghigini s damaged
skin arlceRédglagthocess. Conplications of chem cal resurfacing,
I ncluding permanent sequel ae, such as pignmentary
[0030]dykcarditinma £nzymieeagtivivn depresgmrmuohgonmaﬁ suumpose@ﬁkm has

o iU A PSS BRTOBF ARl o BN by e

fact thétQﬁe GPbas oSy 6XpoBEad th tHie s €raaf(@.g. efé@eptbace of hands) are
ossess nultifaceted nmechani sns of action and

100 tingesnlighes haneon ﬁds@tsl%@f BReHosEH aecassavampabdgmene This leads
one to rwﬁp@é’]@l}{[: %glr?lgti gée ‘éﬁ)ﬁ%éad&;‘%\’&ﬂ éc}gpa BHbAR dxposure to
uItrawoletv(daJ\t dighatsetherjeadlag calis¢ béexthipsicragitag, i cblealaeratlons of the skin

due to @M@%Sﬁ%& RiBRF oot e Biale biR) SIMORRARICL a petson's UV
exposf8RRACAFHY hGE 18P PHIRG a% A8l s hlstoloqlcal, physiologic,

PCT/ US2003/ 028188 from er metazoans. Fossil sponges
biochetiical aﬁﬂmmtdaécham@esi’recanbrl an period are anong the

1003115 i b AR phodng SERIBerireRs el e Tl e

cells, réél@ltlﬁé apeaidutundighitiieskim tbhditidies. | TRE Paingfdycr topical therapy
onposed of three distinct rouF t he Hexactinellida
ﬁ‘b‘?ﬂ% Sa,

of phof@gaamag skinoyydigyes tpbe ghe A shemipal el dspdgocedure

R T T T

of an drgmteahgepmrdpr@cess.nclongnlmamnheof\menacal nésusrfacmg, including
CnItIOPSInC limted to

but
permangisgquelas, sug @§ Wlﬁa)’%chﬁ%'?‘f?ék f"tfﬁé‘)"‘)@c‘i'é?f"@mng’ may
oceur é\?érpﬂ’]'oﬁ H%ré'@{tidllbé)oheﬁﬁ@él'v@ﬂn% indef 0- agi ng and

actinic kerat08|s Mbr eover, the skin care
[0032]t H&@i@f@m,utberamfermmes prrwelrfor thevapruticriopical wosipgdsitins that

oo sl oL AP BSAAL TR HRBan e S, b0 Bk by o

patlenteéﬁiﬁplidm@t the conpositions of the present i nventi on
are applied topically. The topical applications can

be applied nonthly, weekly, daily or multiple tines
dai |y dependi ng MWYOFTHEWVE TION

[0033] The present invention relates to novel skin care therapeutics derived from

invertebrate species of the phylum Porifera. Poriferans are commonly referred to as
sponges. An early branching event in the history of animals separated the sponges



condition to be treated and extent of disease

progressi on. Mreover, the conpositions of the
w@e@soms3d nventi on can be applied in conbi nati PCT/WE1003/028188

other topical or system c therapies. [0035] In one

from of EMIEEMNS Fosf RBRIEEhale RS Mebr PrebplaiB e

among@ﬁbldlkﬂ@dtlkaovsﬂ éIﬁMaB&iﬁlﬁﬁ@den@ﬂ)r o%beb@sessn genera. The
Cer act inonor pha, Order Hapl oscl erida Fam |

approxapateyy P10 @dylwgswe@nqa (e clasyifipg] in theomylum Porifera,
which { ﬁa@m@t?ﬁﬁr&%sﬂﬂ{c?g?%é W@H&k&&lﬁé‘ﬁdg S@?ég %@ubé%sc}t the

rom narin ér sources inc
Demoépormlgiaedantidhedlatlcamaaécalbaﬂeeas sporges. and i nland seas.

.In an the nmbodi nme t of the present invention
[0034]tﬁ8‘ in Pareythe G SomRpsttions T the BFe st pwantiondreiseful in

treating BH8 pPevé nblﬁgsa w&@\‘i&ﬁe@{‘ 3] §I$lﬁ @8[8itioh H38Ldl elslﬁg not limited to,

anot her e ment o res vvater sour
acne vllgasis etbsane&Esaboirdeic dpowtitiscatzgma fatoRis deamatitis), psoriasis,

photo-SSBGER Sinic etarosis. (NIRRT dhf TRREGaTe theendilles:of the
presemﬂenhbﬁ @r@@‘é@l@[ 8¢ skRGBYIAdIng CORMBEItIdhsY ¢ %aﬂﬂ@hi&%r oily

nbodi ment of the present I nventi on a tOpI cal skin
skin, aﬁ@ﬁé despepegiaditiaatingnisada anreemiatee ebddiresht thet er

compoﬁﬁ%ﬂg%? tﬁeebfe%tegfjin(/é%ﬁ Qr%f%ﬁ pl 5?@&%;‘14 88%%2%{%%&&0”3

can befdppliedtrhontsly, V\{e@QWl]jal)noﬁmutﬂpm tiieh @dilyeddperfditidien the
nt |nv ntion the_powdered Spongilla is

Cond'flgeﬁegeﬁeﬁe b6} estent pf iseAve PERAICSTIARt iNereaygF dheent s.

compohﬁﬁh@@f% Erés%ﬁ{ M%nt (Fg&a@b@ apggéd id 8bhfefhdton \enth other

ant1 biotics, anti - nmat or | antiseptics (suc
topical as sybigmindiverapieist ed to, 10 WD 2005/ 034839

ooss ARSI AR 5 Sl i s o
derived GONERR PONFRY SuBPENI® @@Hularié)JGlQ@s Bémogﬁtﬁng‘mr&sdl@ss

owder is present in the amount of from approxi mately

Ceract&ommxcpha Qoden Hpiesplenda pamie Sponpitisierg Qenusrdpongilla.

ousei TR kaing B B ERAnt TIPSR PR oo om

marinecwatair sbur@sdhcluaingbut aobt limjted to salt watsit lakeedovddry and inland
dei oni zed water, chanomile water and cal endul a water.
S€as. [ 0043] In another enbodi ment of the present invention

[00371t & ahegﬁ§@§MEEﬂéﬁp§§reém'.m. H*%%'ﬁ&ﬁ%?é Hd¥ested

accept uents, rance Porim
from fresimlsburms$uch[e@0i4/e}s Ilakqeepoadsahdrstreadmsil ment of the
vent [

res on. t ther eut osi i 0 . .
100381 B nethF Binb3dinaet os O BRSH Weler Aidiienie oo n Burasia,
spemﬁ&]@/‘”tﬂb'ﬂlﬁam&ﬂeran@ﬁ‘d at |east one additional

exci pient selected fromthe group consisting of from

[0039]0.In angthey embpdimentef the psesant invsatiop aniepicaliskimrarel t o

r owder, fromO.1 to 5
therapglrjtgcn,% @@%%"ﬁ%&@%ﬁ%”%omﬂer fromO0.5 nL to 5
[0040]min gEt 8ndthes embbAindNntdT Bes pradendiveatiohropicd skin ddred

m_ of 0.1%to 10% boric acid and
therapeutic is made from powdered fresh water sponges selected from the group
consisting Spongilla lacustris L., Spongilla. fragilis Leidy, and Ephydatia fluviatilis.
[0041] In another embodiment of the present invention the powdered Spongilla is
compounded with other active and inactive ingredients. Ingredients include, but are

not limited to antibiotics, anti-inflammatories, antiseptics (such as, but not limited to,
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fromO0.5 to 10 nL of water. [0045] O her enbodi nents
and characteristics of the invention will appear in

wa b@s/081389 se of the description and exanpl es tP@r/Us2003/028188
foll ow. BRI EF DESCRI PTI (]\I OF THE FI GURES: [0046]

e R L T T e

powddir fveant seaweed pbrdbalenegirdel | Jaﬁrla—é] ouIFI W Sp@n@ﬂl@ FAWd e is
atient before receiving trea

pfesefﬁdf& Heiamernt of ff‘l’mta}ﬁ’é’“?)féﬁ’@ltﬁ’h Qsﬂ %fto fl ﬁ@"/pﬁe@reﬁtlla powder.
[0042] NHEMokiRSt eIrRQé‘cﬁJnt ehit LBHR ot gsﬁﬂ ifbSntidhenBId &R Ne. rr]'lg;é dishfs

after recel ving che I n “accor
include hateressidrited $roaf thehgropp esasisting vé watarrfoDinjetdtide) distilled water,
PTI.ON OF.THE . | NVENTI ON [ 0049] Natural Marine
de'on'%ﬁcgwaﬁr chapomile \atgis Wﬁh‘a WaE becone a active

[0043]grlﬁ anoffier'é¥aSadiftent ef th%ed}‘ekéﬂ%%ht@n tﬁ@%cﬁg}é rngredlents

i ol ogi cs and chenot herapeutics. Natura
“includes paarcnacegtiealiysacogptabla dduemtscﬁagqaace mﬂoring sndezmalliehts.

rooa4f’ 18 yeF £hEBr B eTmndl 01488 pep sy Horerfiol e thprapsutic
compdititusapises émneto D5 GRAMS B sulyBrwtiafy M]'@SS{DHH biRS Wolwler,

possess structural features that are unique mari ne
and atd%@érﬂn@rmidameﬂ exeiptent pelectaskiremi the greupeanssisting of from 0.1 to

05 o] BN AR, o TR, B
powde2 Barh @34 83 9 g?@’ﬁ/slﬁmgl‘a)ﬁﬁbﬁ&@v bowdeg fioh®d . 5wily tdb mL of

o, LNE raI roducts_isolated frommarine organisms
0.4% elp b BV RsionRentapid i b ek 500 ddnicorio % boriasis and

from 0V8 {1 M rriLN6F WRdel ne organi sns. [ 0050] Bi ol ogically
active netabolites are produced by organisnms for a

[0045] Lider efanglunpn@eand crelracterigticsedf the ivention nvillrappeantathe
aggr essi on anong

courseséfgtgpgg_sc i Calda%%ﬁ%'eﬁqg%@ﬂ%‘é’ can informthe search

for functional bio nolecules directed towards

SDeCIfI c appl iBrEF DEScRIPPIONGETHE BIGUREYY Sunscreen
ducts were di scovered through basic research into

[0046]t H:é%r@ brapists aspegibepeegiaphical pcation wherepee species of the
Porlfelraad*'tﬁt]@ ?Pt%éelnﬁ %ﬁlnoéegﬁ%%%aﬁ{/&t%' ticellular marine

to a large group of sinple aninal
[0047]s Fdgures2 k!eplwts apaﬂmﬁdﬁf@brr@%&mgﬁp@“tmt forisgtmairedccordance

Qns o ear s nd are anong the ol dest
with thﬁﬁ?ﬂ%'gg%ﬂg'@érﬂrﬁse'ﬁr g‘é‘%’ﬂ approxi mately 5, 000
[0048]S ﬂﬁﬁur@% Qéplgﬁptﬁg%%t@hﬁnkﬁ@"@ afteP ﬁ&ﬁﬁngﬁ‘ﬁ@at‘?ﬂ%?ﬁﬁ%cﬂ@ in
soft tissue suspended in a |e e protel naceous

accordaat:e withsthp peachinghHof féletmeﬁemne‘{/@ttmm conposed of
needl e-1i ke structures known as spicules. Spicules are

Bnd col | agerserI0Rp SRy BB Gy i
[0049]PdNatlie MarmePhiluytsidrerelativelytew Bnivhble Becbings dective area
of research for new industrial chemicals, biologics and chemotherapeutics. Natural
Marine Products Chemistry is a critical part of this research and is responsible for the
isolation and Identification of the vast array of novel molecules produced by marine
organisms. Many of these molecules possess structural features that are unique to
marine organisms and result from the unique aquatic environment (high level of

halogens and nitrogen) in which the host organisms live. There is mounting
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grade of organization. The stiff body houses numerous
channel s and pores allowing currents of fresh water

W 20081084889 The | argest in current pores are KnP@muszs03/028188
oscula, and the snallest are ostia. Food-bearing

oS855 A 0 RS AR BBty

derlveda lﬁoausmbnbtxbwnrbfamgammblrésxtjh@ WIldﬂﬁ diee Marideonfdrisis of

10050}, £3330i U BeEi MRSt 368 OOLFub BY FESATIS e 6@ Pbe8 of
purpoéé%ﬁhblﬁb% dfet Y erRRSImBhRNGtEES c‘h%hh??l Qénéﬁﬁqe I

channel s.” Because sponges are essent ess|
aggressimyamoagispacicsy Thelseaatu rabpnmcebseseééremfom ks seafch for

functlohsffg%ﬁglﬁgutegr@?&f neI |n t Ig%tlg%%gg-‘ég%a%&ple new

sunscrebf Pryd$its §rRe idtcovetd tﬁ%dqhtbémc A ar @ RS Qhé’ftolerance of
suspended sedi ments which bl ock up their delicat

reef cogglstte mitea-violgiggdigtianpor es, t hus prevent| ng basic body

00511, 95y RIS B G B SFBE G

smplem*rﬂnelssmn@s Rndunows inveriebeates] SpoRges pEgURRed U’lﬁoﬁ%‘@f years
xual , and the other, truly sexual

hem e
ago af@oﬁﬁ?&m@%gﬁ Aldest anipiaie eaﬂhoxﬁ&ewtb'hap@mmmatelv rﬁeooo
e

specied WA RRiopBY Bfe Rholi1? SPEABCE aREEATBSsod bl o SariGiTE Wbbehed
in a jelw&emt@inammgendirﬂssuppomm bamdhamesk‘eﬁda ccﬁrﬂmwo‘f

in their case, remain t hrough the w nter.
needieyikedisyeR SBnpscrpeRrlED 09 el RBEY cargopsed of
calciurh RarsHAS kil RPcAfagRoNge particles stinulated by

the altered tenperatuie of the water, creep out of

[0052]¢ ﬁmmg%mg toaphtylendreriderai, athiglsy prigetive gwwutmm tissue

arado SRR AR T Bh GG B AR SAL ] fores loving

cu rrentsaifr‘ﬁ%hrwaier £ UN1eeS Thenargessinbivient beraateokMSwa as oscula,
prolific source of novel therapeutic agents, often

and thésellgpiorecsial Feodriraringpeatesflows intadhe dmon@eu thraugh the
ostia |rPilf%aH6%ﬁﬁqﬂ<b%o§/ i &&tﬂ#o%@ﬁ\éoes%ﬁarna,aw ?F Esggmg QU 858 %0 flow

OW a naj or FOcUE 'O
within ﬂblecﬂmgedjydgp dotidn <f flagellatédh vhoamocytdwe (Dhbﬁﬁb&yte@faﬂﬁﬁ)

ﬁ 3@@ F‘%%Joout this new source of therapeutics is
Const'tvﬁﬂ?et fTe50IRg aPRRiaiuss HigpPing stispended feed prEicles as they
pass aﬁ)‘rh ttHé's@zﬁe§%@ﬂﬁ@ﬁlaﬂ8ﬁ’aMé?é rB?q}‘é{ﬁ’éeO{ﬂo?nge rl%eee%s%mtlawgessﬂe

iability and reproduci bi
they arﬁd’tasﬁvdy r@t&mﬂ dpenitie effectiveness oﬁthelrkmhldma&i sleargwiain tiapiplng

ood, oF 441 ORRRF SHANAT S BLE et bbb RS suscert

to ponm@mmntsreléas"et L@Eéﬁde@s@dlﬁwn@@%wwbéwa pRERGIdliBSte
expected to roduced onl orari l é&as a

Systen}%fstHBﬂ% énéﬁoﬁ%éh$$ @reélﬁm"ﬁ@)hﬁ%lﬁtbﬂdy fanations. onges haye

e chemical fromthe
great p%Wefré 6 F‘és?;‘eargg%[[btrﬁ ftc%rﬁ%wﬁ?y 6'{}%8?%{“#%n one clinical study
[0053]r é'qm modmtwetmo&ssbsm Rgewn @b 0BE@Sinang sponges! BRUblie of

abl e Oﬁﬁll on for worldw de distribution.

them, a‘ﬁf’%ﬂgﬁ 8‘.“8%%(‘*?96 Visesualyi IBile sroINGRYY frpseweates Sponges,
toward$ 'tl@é‘”ﬁﬂﬂﬁhﬁ tRE'18BhLAlayEPSF tHEWpBRGE BRESHES TR B exceedingly

conmer ¢
small bodies, sometlmes called "seeds" or "gemmules." The whole Sponge dies

down, and the seeds, enclosed in their case, remain uninjured through the winter. At
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success is mnimal to none. [0055] Nevertheless, |ike

many natural products, sponges have been used in
whorwsopishy and ot her fornms of natural nedici nECT/082003/028188

centuries. Eastern Europe and Eurasia have a |l ong

A AT R T A ——

temperatdiecofiths watenvoresp d@asfitNgit Yoersls”, dggreg/raup ng’(ﬁjt%f: @p%%ﬁgé
| ClI

d f h d
1005415 oSS TaAIS CRANG Ik noW kN che e RN iy i
500 tﬁé@ﬁf@ﬁbr friaat r&ﬁrt&'ré‘&ﬂ | SoltS&d, uap{Jﬁée% h&HM h@g/eshufo be a prolific

di verse syn TOHES as TUISIn

sourcer cbfewvaei thﬂmpeELﬂmwenmtdﬁteapmﬂgb@n(ﬁm @cﬂo@%ﬁlp@rmltcb fhat of
sed . for cepturies for c|eaning

tind a8 al so begSo n#
exis '“%’u RENaceyicals, 1P TUGUBEOVERY FR SRRIISCO! PRISE dhnovaamazjor
focus ¢FtR@ phafBEAlticaPRsd Btdt@élﬁ'rol ihBE5RE € HJm%\)éHTﬁﬁjé BliR@ry

and natural nedicine literatlUre 1s replete
area oficongese appepthisarew sourasdef thempedtices thpaugstioaraf thsiegupply

o B PR AP RS i . S gty anc

reproddeibitity ntatddial fresh fatufdlfsbardealis aldoscritichf ReadSe®easonal and
treatment for fgﬁmter and thyroid-rel | at ed di seases.

environtRentah Gaargasyin rEﬁﬁe mﬁhwctéﬁtqhgmleai cempasifioneariah bixlogical

oroperfi EEghSoERAS, BTSN ey

expecteddo @espradlec@ls:srgyttembbsam;oas tﬁu‘esb@?@ﬂh@deﬁnf@@hwﬁrﬂnental
stress.nEABHNH ek QUantiigs Of ke iier Ghemignl TN &herhatural source
just forhid?nﬂ@ﬁ@ﬁ@ﬁe %Nﬁ&&l@t&@@te%actgwgscry ﬁ)n“soc;f%%gﬂﬁé?rccgames andasa

bi ol ogically active conpou
result IBQObel\dlah}e@ptlmformjdw:ﬂetdemmmnﬁleere&rrev\mne marme

S T X T PN O K -

succesl@rlé)mhtm@s@ nbagever, nost of these bioactive conpounds
unchar acteri zed. Furthernore, as di scussed

[0055]ak5\!ﬁ)/@rth?|%§e“|1§i Hagy inaturabprioduniss SmmeS]olnamﬁceamused in

e Mok RIS RO U e, TSR gA8H3 o

Eurasna hque laelon@ msltmry\tﬁﬁemlr@ﬂdwdmr@eeﬁﬁil pvddrs fio-raddatic animals
of these bioactive conpounds may

InCIudiGE PS8 WA Poé'ﬂf??cé;% meRicnrsknealiadfively s datdiaga”
refer t@ﬁ&m&&%'fﬁéﬁ%@t@ysgﬁﬁé@ﬁ rgdgpséd‘?& lcﬂafguljg%:%%s' fRussian

purified and studi at1on. ere
folklorepard bameopathin tsachingsisuggesittiat Bardiaga snudedglyfarfireating such

. t P f iti , their
dlverser %’F%&i{ggn ﬁr'éing:?@.'&%emcgﬁ?ufﬁ’t%#él : ?nn?]at es Ithe need
[0056]t eaw spbivgest S pohgliL6fiehahe) Heﬂ/@' &6 Bélen Qﬂs@é%f ¥€nturies for

nmpounds, maintains the integrity of
Cban'%@’@‘r’ﬂ‘i’%lﬁ”ﬁ@ﬁéﬁ@ﬁl@l aed prepastimplanis dfter lmeast e€ancée

operatt 01 Ahors AL e A R et 20 et v

dlverseﬁpmpgrétlmslna@nestmmsdried sperRRRGNd @sed fo&ﬁéét'aﬁd—@éﬂiﬁte myriad
del atia fluviatilis, are not presently used to
dlseaseﬁ oﬂ%@ est medicinal sponge preparation in recorded history is dried and

burned S. officinalis is offered as a treatment for goiter and thyroid-related diseases.

The unusually high concentration of iodine in S. officinalis made is a uniquely
effective folk remedy.
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phar maceuti cal conpositions that have undergone
rigorous safety and efficacy testing. The present

WO pwsens4389 has di scovered that Poriferans can bRCTEHS2003028188
sources of conplex biologicals that provide new

R S Y T R—

to predatasrstemdi ¢hangaene thalf Q‘ﬁclfrbénwrdrﬁﬁémgathe?%% re'iﬁil\?ed an
is, eczenm (atopic dermatitis soriasi s,

elabOF%tﬁd%'%-ds ﬂ?@ SYgHRM 5\3@1& IRcledge naa%%@u@plarﬁfeb@mcglat active
(bloacﬁ\%\)?ﬁt gegﬁgzgr%ﬁg hl?ﬁéﬁ%’\@%ﬂ ﬁﬁ(ﬁxt%gﬂﬁg @%g% pgci?f?& defived
bioactipe compiongdg peasess cyttbiexiy antibiotidyemtifvital adrei- irﬂ"l‘a‘inmatory and

antifofid RIgPRBRS. tHRMeNaTEmpSh et BivSk pirRptiYe ;5&%&&%%&.
unchaﬁaﬁfbriz@&e'ﬁdrl%@rmbhﬂ? A RSQNsed dBYES! RbsH %?:Oa‘il;ﬁr es v\g?unds are

t herapeutic conposi ti ons er| ved formt
produ0§§dn gxtrepety low Spwegitiatians aosweight percefbb&$isl andtherefore

Ry LN W T T Y
tons oftspoabes. Murly @ittRese Bltfhctie é@ﬁi@oﬁﬁé@&ay SRR heirlt dificacy

nost i nportant pathol ogical factors 1 n acne
througly @amrahb\f@mergwh'égad FeMemgntaly mechenisnss thatlweldd be lost if

purfieq 48 SRId(E PRGN HERBEL, 468 PR IVBHEr 12 Blantod the
technofagyi ofde@elolﬁmadmlf@fadpe‘cws%drﬁpbmg tﬁénamrmulgron afAd

a}fo 2005/ 034839 PCT/ US2003/ 028188 Fur t her mor e,
applicatiops hat elimipates the nerd tepufityeanst enracteriae énd IVtswaéb@actlve

compotRAs Llﬁé'\ﬁ?alﬁ@ché ﬁ“l?égff A t]l‘%lrr LR Ily%gﬂ??dlseud;yg%ﬂe%é§ and

when used direc e topica
resolvq@rfbpanrablemssofcﬁunplwam emdmnmentahimpatt.can be used

S e e R R
SpongM! M@gﬂ@Léiﬂ%/ﬁ%ﬁ@Eﬁiﬁpdat@h&\héﬁ%t afd Abt pre5&MYTRERE Yo provide

di sease of [ oSebaceous duct. Propioni’bacteri
pharmm%alpﬁ%nmsehm%mt have bodergope sigocess safetyoaadteffanacy

esting) 5, s U % POBSSH 0ok oyl e ARORRah gL oo

of compmtbiwlbgibalstthat pvide hewahpositiof8d tsERIN forltRe ating, palliating
EE\%II# opustul ar _type acne. The overuse of antibiotics
and preyentipg & yaristy Pﬁdlﬁﬁésmm@éﬂlae it noidimifeditp cacae ivutgaris,

rosaceét :Eéﬂd?ﬁ]e‘i’é dgrmé’tﬁﬁpécié‘iﬂﬁé?ﬁm &é:rﬂfdtlﬂg)é Ip%8n%§ bg‘&{l} ~aging

preventi on cen

and ac’almné@raioasr dhiestymergdtic pm&pharrrrm)eof thfesé Bemasiex biclddiesls
t.o tre er oxi de, as an

|
nas adiiafit pYetsithdith ibGR-infiadfant BTG b B ngrdsmaiess
therapaUtiRRnefit afdidxs diferélhﬁ)x&iﬁyn Sd:ééfffcgw 'EP{denot lﬁfélﬂéfd as a

peroxi de reduces al ready decreased skin |eve
I|m|tat|<§u ek pyarely asi avaxewplary @mtmdanen’raofdh@inmntlehl the present

inventcf Biab e ERRER thSBDe G coBB; Rk dbly Rl ot batey

spongecspeaciay Syomyika latbistrisaint i - acne antibiotics, the
dﬁbeterlous effects of topically applied conpounds
[0059] s (- smboRipent e thg ipaesa dnveriipn anremturameew@@ns

t d c

nerap RSB v BHESHRY T BoBAlSCA B w38 pfiiigpvents
the mostsmpostahtpathdlogiidat adturs inreeatrdevelphigntadhese pathological
factors include excessive sebum production, excess production of keratinocytes,

outlet obstruction of the sebaceous follicle, P. acnes proliferation and inflammation.
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vulgaris in addition to other skin diseases. [0061]

The nechani sns of action associated with the novel
W@esA3see t her apeutics of the present i nventPORUS2003/028188

nul ti-faceted. Like nost conplex biol ogical

rapeutics such as.|ow npl ecul ar .wei ght heparin .
Furthelgaisa i FBirech PEERaraiRAERARe ProssitiiAnop ase aidhioive to
therapémm@@irﬁ& gﬁd b Ineﬁ-tébt.c'anhfenn.;1 diPEETBAS ThisPibhicdH) Bnti-acne

known. However present I nventor
prepar@tmnswfetbe nmsmumvamélong:ancbmuseobalphes@r inreoonbig@tion vdth other
t l ct i, v%?] gretdl ents of the anti-acne preparations
opica 8r§¥f GIUG PRFAIS ¢ synergistically via one or nore

[0060]Omsfdlbd:lfé@eﬁgaﬁthM§V§lﬁaﬁ@% HEERRGN, iMiIEfictGRal inflammatory
stimulates a | ocalized histam ne reaction that di | at es

diseaspobthe pilassbaseousdusty dfrepionihactesiuse @acredwraliferatied in sebum,
producteg %%ﬁﬁﬁéctﬂ{ﬁﬂtorg %II%VJ gstgj éﬁab%cg:y’c&% e‘?ﬁlﬁ ﬁé@ﬁﬂéﬁ(ﬁé in the

tri’en Pes reac
produoneh |o$ redatiwetoxytibe spemafslj whichcoafribute talthecinflamrmatoby reaction

nd | ynphatic dr a the re f exc ssfl id,
in pap aewmaaty%acmfeaﬁ 8V‘?r§'3?r9$@8§§'8§03 ’g'
emergdfid S@énﬂl{@t SK R%érﬁ%tl%ﬁnst&ﬁ? pé&%%"!ﬁué Baﬁgh%é’ﬂr\rwag gé Qrgﬁ‘grﬁent

excess se uces sebum production,
and prevantiene d\prbximatelysixty pewdepnt off i scpesarentesisbant iosdprumor more

of,.t he pores, an uent f i on 15 WO .
of the S eATRE S LB TeR s S TaLhS Mo, 3 AT altamative
treatmé®tf king . AcaaBibtit pRITh6HES préméﬂjré%glr@léf tn@tskin nFugeletrfiore,

skel et al spi cul es nmechanically separate epiderms

benzyl perexide rewlr@awmr%s@d skén ketveho@fﬁ@@r@@ﬁ@@@nutase
catalags §iF B BEIEARGMEH, Bl e PRI QAR ot g

acne. MSE{}&@'@W abtdrial msmalo:ctmm anrerly availaelgusiti-acne antibiotics,
mati on of conmedgones. Naturally occurrinpg anti
the del&t%ﬂU@ efestpeticnicaly appk!féic@@npau@%@M@a%ﬁ@zvlmr@%@p and

with théglz(gglégéd E:Srqé’éﬁ dviak e u%nﬁld@‘leﬁ&tlstof o@mragk stiehds the

ator and 1 nprove local mcrocircu
retinoidx rhaismuea&dwsgretdh eeed dqri read, salfe aagd effiectee tréatrents for acne

present. invention reduce skin fatty acid
vulgang aa{“Pﬁﬁ aﬁwn&%?ﬁ%?q ze keratin turnover in the

[0061]Seltﬁécrﬁ@6ﬁarfn§||ﬂs' SflREon ag%élé‘t‘éﬂrm[f?thesh&fél Bhfi@&¥ne therapeutics
clinical evidence su&oports he concl usion that the

of the prieseapiaveniomaepankitiacatedoflike g5t eemplex biogicalitharapeutics

such o4t} e eb i pREarafiie g pRATERARI EHED. e

exact reBearsiein dfalolion of tie pleseakeampesitions areméteLilty khange
t he bal ance of the body's chenmistry. For

Howevissdhedresgntrinyriier believes, withQit beind, bownd, to t)l(weg% theories, that
the ac@}%lﬂpféoq@ﬁ?sltcﬁ tﬁ@gﬁtl ébﬁ&ﬁ atrﬁt%ﬁs @i ur : %&‘ ABrdiRRite

0 Nno acne. ernore, chronic
synergmtnellysulhfmeaosrrhwef ’Es)ldowmghaechamsmm Jihel predeht aivention

ot o BB ST I A A b S8Shin

blood v &MHtréAehaitiale® ThRTFEE@tPhIA&eaSEd b%cﬁfnf@@f'o%%é(n
control bacteria and prevent infections. Accordin

nutrients, antearditnsiikseaaching tha ekivreallsntDuenipetheistimul ation of %Iood
circulafiGi &R 8' %BH%nc‘? arean%'lrgee??ﬁ pemoval of excess fluid, bacteria, and debris
is increased. Moreover, the topical therapeutics of the present invention dissolve
excess sebum, reduces sebum production, and makes the excreted sebum less

sticky. This prevents occlusion of the pores and consequent formation of
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havi ng hi gh bioactivity and contain high
concentrations of zinc, linoleic acid, antioxidants,

w@ a006/08488and ot her bi ochemi cal s that act to blpckusive3/ 028188
conditions that |ead to acne and facilitate the

i d.
comedigs, RhrinelBRd. seltie) SoBis BeRuBe Sug Hs. B Mohindfe so
skeleté]%{dl&@éé rr@bwmhanwé@;ﬁrafe alde ik R@RBe PiyRAS fdduRBs e

i nproves ski n tone nd texture. The enzynes
keratinagiftes W@@sm thﬁ@hﬁ’dﬁ%f@@ﬁtng@’ﬁ@twnmn@mmmrg_:bamd siabum

oS RO 93 i

occlusiom sud tenseqendidnatiokion coedonts., Nahﬁaﬁpﬁ@&&hhg Qﬁﬁ bIOtIC
di ssol ve stagnant spots, infiltrates,

comp%egwif@%?n% ERVSING BFBelo iU} slelipids seduge lﬁﬂ@mrreatf@n “Also it
may aé%ié“vlﬁé’ﬂlé%r‘éﬂﬂ f\gggg? iﬁF%Wmér%fr StiGENE ﬁﬁrﬂﬁids%é?‘@ﬁe

scar formatio resent | nven
topicaldbetapsutios eﬂthetmeserhtenwﬂmsnay oeduct skih atBacidther ei n

conceiiohs, kg fna Ze Fatininolas i 15 sekacepts SRSt api ¢
Furtheﬂﬂbf’@tshdmﬁ?c)ant BhES- é’lﬁﬂé“rﬁ:eaﬁ@)p@ﬁ%ltﬁé ‘éohabélbﬁsthét the

Furt hernore, the conposi tions of e present | nvention
therapeutic peengsatipnsadfahg present memmrz@w p®dgeg direct and ind irect

anti- mPﬁh%%@g%ﬁé%gm% traditional therapies for acne and

| ogi cal diseases including but not

[0062] IMnItlﬁlé dond infeditibhe 0eér nkichianye bhébhemidaPBalance of the skin
astringents, salicylic acid preparations and systenic

and U"ﬂ'ﬁ@%}pehﬁng,esthierhﬁlmﬁ%@f thaborys ghemisty. Fer axampleopeeple
with m%f}greﬂé‘% sVHrb B IHAVY s&ﬁ{lﬁ&‘?\rﬂ'y% dsofing n‘r'%lr é%ﬁ/qmm people

he-counter preparations’and preéscri
their agés thad deutdt halve ;aceparFarrﬂwenaora)fchrmﬁc pcRs euﬁenarellazme &kin that

o i R B8 S0 RSB B P
[ooes]l ”Mﬁi‘b#e@@nﬁh@erﬁ’tkﬁﬁ@dﬁéds tHESSEBOINSEIShEdY :@F?anﬁ/c; iRl Sin's

are intended for use In a professiona r onnent
immu l@oﬁi‘bﬁﬁ&i@ﬂ@cﬁ@ﬁﬂ%ﬁ; edntuddmctemaaadd peexand infedticas.

Acoordiidlnci GRS BleHTes M S45PtPianteEooer fidia Segrepared

havingusigh divhctipit glmu:bonht@bﬁhu AGoABBRIPXIRShsOT AiMte liHBlsiceskid,

St at es Food and m nistration USFDA) and ot her
antioxigagis; ralgiuan pag Qlﬂzﬁrch*@cf@@@ﬁelsébawt|tq didhe canditiens that

lead to éﬁ?fétclhté)cfe tﬁ@f\eaﬁﬁem i nvention p_roduct | abel i ng

I nstructions e that conply with all

[0064]a|cWhen albbe asecpealing a:genf,]théJ pBesent Gnagition réjuvendiel aineeskin,
section 21 CFR part 201

St'mU'%{ﬁ%Bswm P st @C%l@gﬁwasww%lmms skin tone
and tekt@P@' TR enéﬂﬁég'&:oﬁ%‘ﬁ@ﬂlﬁ th8 eBhiposiohsRfigNEShd Egggﬂold

nposi ti ons nade I n accordance wth the teachi
deblllta’tﬁ@ opdesd eells framctheiskin'havier !Ire,an wdthaluy hadnieg tles soweder,

iing I8 SR FRIEL R SOaNEL§hpY B Bl R 1o

dlssolmagwﬂﬂmfw llﬁlltrﬁéﬁ%hov%ﬂé@ﬂ\ﬁérsda‘is E@i*hbkjél'\ésy Ieg ulate
soluble in water and forms a greeni sh-red col oréd

skin pt gndsebHMpreguationeand preyenhfurthesfacne sarptianoars] scar fo rmation.
[0065]2 AN edBhShYern8r hes GaHoREN SR that the compositions disclosed

herein are effectlve in treating mild, moderate and severe acne, rosacea, seborrheic
dermatitis, eczema (atopic dermatitis), photo-aging and actinic keratosis.

Furthermore, the compositions of the present invention can be used safely with
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remai ns i nsoluble and conprises the organic fraction

provi di ng conpositions of the present invention with
wore@hassaal - abr asi ve properties. The pH of thePGDUSIIDF028188

fraction is between approximtely 7.0 to 7.5 with a

v BERRENE e R By LY e RV bt o
I|m|tedgoanacht}orml aﬁtlm&ﬁoblaPaalﬂbakmr mgers), daticyllessdio pﬁe;@ératlons and

n 210 n 50 when neasur ed between
Sys’fe”%lﬁ@’%raee%*ﬁwgpwg r\@é@e dlﬂ% liglitsgiio eptibinse agﬂ.antléaﬂamrmemt@ry
prescriplibn @rugdlysi cal  chem stry. [0068] Table 1 includes a

non-linmiting representative analysis of the organic
[0066]arfaveritherapanier preparations and pr&s?crmtbﬁ@(hﬁtrﬁadaﬁﬁ:aT@béparations

1* / US2003/ 028 8 | ic, ) /
of the Jresetf [VRIGh RO RN DIAESUHD 1B SOREY T PERFaNhy
inventiGRMsreBYerd 'th@gomﬁwslﬁgﬁé Bfffhe present invention are presently

(1O materi al (OC) materi al
undergoig alinica tual@ramt@'enntegdeg .f@amekwa professi®®l environment

somin P28 RS RS B Pk o, A such e
compoAltispsiciBite gent prefticn Qn |6 irtuck ikStrdétonsaBl taesnd

| ci uml60- 170St er oi dsO. 0002Ganma- gl utanyl 7-8 Trans a
produgtjapeling approved by the United States Food and Drug Administration
(USFDA) and other healthcare regulatory agencies world-wide. In one embodiment
of the present invention product labeling and instructions for use that comply with all
applicable sections of 21 U.S.C. Chapter 9, Subchapter V, part A section 352 and
section 21 CFR part 201 (hereinafter referred to as FDA approved product labeling
and/or package insert) are provided.
[0067] Compositions made in accordance with the teachings of the present
invention have been analyzed extensively. The desiccated and granulated raw
material of the present invention is an odorless, grayish-red non-hygroscopic
powder. The powder is partially soluble in water and forms a greerﬂﬂsh-red colored
solution when mixed in a ratio of 1 part to 3; approximately 50 to 60% percent
remains insoluble and comprises the organic fraction providing compositions of the
present invention with mechanical-abrasive properties. The pH of the soluble
fraction is between approximately 7.0 to 7.5 with a mean pH of 7.35; the specific
gravity is between approximately 1.04 to 1.07 with a mean specific gravity of 1.058.
Peak absorption is observed at between 210 nm to 250 nm when measured between
200 and 900 nm using methods known to those skilled in the art of physical
chemistry.
[0068] Table 1 includes a non-limiting representative analysis of the organic and
inorganic constituents.
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Phosphetgy ent 449430 However, in addition to lother possiblé
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[0069]

It should be understood by those skilled in the art that the elemental and

organic analysis performed on representative samples is not intended to be a

comprehensive or even partial listing of the active ingredients found in the

compositions of the present invention. As previously discussed, there may be

myriad bioactive molecules present in the Porifera products of the present invention

that have not been previously identified. The analytical data in Table 1 provides

persons skilled in the art non-limiting data that may be useful in characterizing

compositions made in accordance with the teachings of the present invention.

However, in addition to other possible synergetic and complementary bioactive

compounds contained in the present invention the ingredients identified in Table 1
may also provide certain beneficial effects. Without being bound to this theory, the

present inventor proposes a possible role for many of the quantified ingredients in

Table 1.
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acnes isolated fromhuman faces. Low concentrations of
nitrite (ca. 0.2 My inhibited gromh of P. acnes in
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[0073194%@0?%!@%“%@“9@ Ris\angieright el attsrtotmevant eégnamstweli.

e s
production of sebum and contributes to acne. Zinc via 5-alpha-reductase inhibition

blocks this conversion and thereby reduces sebum production. Zinc is required in
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status of collagen fibers in the skin is affected by
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Cl dén
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[0078]r eﬂrsprat@ginase B @mzwrye tHat ihbggﬁéve@ , 0k éﬁl@ﬁlaﬂﬁ/ pASithising for the

nphocyti c | eukem a. ut any
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aspartate-ammonia ligase activity, which restricts their ability to synthesize the

normally non-essential amino acid L-asparagine. Therefore, they are forced to
extract it from body fluids. The action of the asparaginase does not affect the

functioning of normal cells which are able to synthesize enough for their own
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anti oxi dant and anticancer defense. GGI activity was
found in both the epiderms and derms, the forner

wheing34ser e active. GGI is one of the nobst st uRPdBUS2003/028188
chem cals in cancer chenoprevention, a desirable and
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etweey) hiegedwogintioxidgpy enzyhpgs ¢onsiitutes thenash siaci\esysiemn péfree

radical lPoR&O! HESUr tRfdieQ@rmipbﬁﬁgineﬁ%&wﬁzgeﬁ%ﬁ@aryawra!'(oer ﬁnti-aging

Uni versity Faculty of Medi cine, ain

factor. rlaeficientyeinsSOREAT iigtitesrostrototbus teéfctorinavostisflamygtmy
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free ragiggls5canenging gevadatingesll membrang integiityatGarepositions
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when Usk¥&s 4 hdripeid SBDYcAH gadH Eﬁ@ﬁo% ré‘gﬁ”e‘? ef%%ts on tissues
h ntitired t as
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0821 Sy ENERAEF T RN 0BERMAD: Bl Bk apSlions” B eRierubmie
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_invention the Porifera is use prepare topi C:

reactive pxyaere gpeeiss insinBpamationofi ageediy determining theuactivity of
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antox I EPENA S 18 BAFEE! T RISIR RSl of S0
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. .fl‘;’:\l/%i lijfs Lei dy, and Ephydatia fluviatilis, have been
antioxidative effects are valuable in treatment of acne patient’s, since their
antioxidative defense enzymes are severely impaired.
[0083] Ceruloplasmin (CP) is a copper-containing protein that is an important extra-
cellular antioxidant and free radical scavenger. The liver is the primary organ that

expresses CP; however, recent studies have identified the lung as another major site
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used by native people to prepare folk renedies (e.g.
Bardi aga) for centuries. However, these crude
W(p)mmp/asmsi ons generally conprise inconsistent PCRUS2083/028188
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[0086] Spongilla lacustris is generally preferred for making the compositions of the

present invention because this sponge genus is highly tolerate of natural

environmental variation and grows extremely well in a wide range of habitats. In
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| akes are better natural habitats than rivers and
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preferable done in the open air on a warm clear day. However, commercial scale
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drvers 5618 prBidrate doars ShErmer ararRica It CRE edieey asApRsgpriate.
Generf@ﬂ%béﬁ%@ﬁawb&tihgﬁis_rlﬂ)dne RTeAE Aliral RRfiors AEW ﬁ%  difficulties

_ erature or humdity range be naintalned
associatgd wittpdengpdopiag andrspistainibg ariificialaspengevarm’ hahitats.

e and humdi.ty.r e suitaple for an
Conse Q. Bt ol HEkng EADREE 28 HBioss auelipiéigs an
alternativé@ngdllectelaspongatlosidifies 6a0 bbdehetPieMepbsitbry, ansly-
relative hum dity shoul d be bel ow 90% However, it is
temperaiiieterage dagikibfor heirianarting selayednracessing ane éurther
investiddtfyn exposure to at nospheric precipitation and
xcessive tenperatures after collection. The sponge

[0090] mrv]&tlsem dried Uadcfaluamgient,lemeduaﬂrr] candisigns Ieefmpﬁlfamr’e, tewlpeatt,

. than 10% prefera ess .t han the raw
reltiven @i é’ndstOf%%_Eer%cwﬁaﬂev nw%?a%é@&y panitgerd- i e
embir 4 B86per B RE Nl  AAPHIN BAELAL 1 Siyupihiss
should her drigdhindidesiingrertetripedatuomand hugnidihosan ba cohrolbed:. sit &f not

foaod, sciences, analytical chem stry or the
essentiah gt 20 REPe o OB AH IR MBINY A Be Paghtipeghoyever, the
spongéifized sBLRIbémdirftailedoithi®d Bripdifdrévahd huffidiBPRingditable
then wei ghed. The weighed material is then exposed to
for an gpiRtestupieslievapasative RECEsE ity pragesde -asrexagmpte, teappratures

shouid BREARNE At 3ot EERRLELURSL L okl BB ey BEAE BN
recomeHAEd thatlife SPEMIEMSsiShelIE pRActBd I SkpEsrEd

, chanber and re-weighed. Residual noisture is
atmospharisraeiptation and eyeessire tepparaiusas aftebesllastian.t iibe sponge

mass 8 QFB e8P ot e BBl e e
5%. If siesatanl netertialiint be sforet éot gdtrbciea pdricktbeiové further
mai nt alg%ﬁi in quarantine at 55 to 75F. Routine quality

procesging; Fesidys maisiiex can pe asdAlRBd %o Rr fass. dResidral mnigiire

SR o5 R W0 RRAEABONTASI Ky TR 1 o

sciencey, ganaitigal arenfisBPpr the phamemiceutippl saierdes. thorfexathple, 10

arams Sbij850 S trAGed B a4 3 ng Ber AGY 4D BPGbeds dde

weigheduhblt®ial istAsh iekBosds td I Beatb6uireBistlch HsChbrnsty bW Goheat
for pathogens, coliform organi snms and bi oburden.

lamp opeaied at a ierapgesityre suficient tpeavhporaid anydenaining freper loosely

vound P8 Fppr R e A cA100 B oshd A EREGH B
chambenand esvmidadd. YResidtialahbigtlirt as thictiatsd bb#ie pereehydifference
wi th GWP and | SO qui del i nes. Manufacturing personnel

betweeih op SaEnRle Afaiall DeroraYIngrand e WeiabbaePHng: al |

[0091] TRIHHAG Y, kﬁws@rggeg@ﬁaﬁgﬁggé h gérﬁlé& %ﬁﬁaiﬁé} M;Bf%gér%ft%gﬂom

[0092] Arter r uar I'ne era

light andemeinitaihed froggarainting ait 56eto 754, Redtis dualitpceaBeitbrboesses
%@Fn ard particle size using sieves. The dried sponge
are conaic

iceg,qrt brelripdrspagioednatedial eepnistest with y5aad Mﬁﬂyfagbw%ge
Practic8Ratllifdhdrls {EMB)&rfPRR ARSI Sthhdids Organization (1SO)

regiments applicable to food, drugs and cosmetics before being released from
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particul ate. The dried sponges collected and processed
in accordance with the teachings of the present

WO pwsfs4sen shoul d not be processed using aggr eBST/US2003/028188
grindi ng techni ques, rather the dried sponge |s

quararg Fmg gzﬁfﬁgﬁg%]?y %%h%r a¥8' g cr u%ﬁgmc b({)l%)élc% urmé for

pathogefs aéomombrgeﬁkms YY) m@dsuragh n@hentitsl Hahies %&ﬂ@é 9erformed
rin |ncg@of the crude sp @ge preparati on shoul d be

to Veﬂfgématq fﬁr'\d%tﬂbsﬂﬂt@ﬂcxa puilyl Alarrogessiag iafter thednitial

g e e T

with Glalirdarsd B@rggucmhaeps Mareufaetufing wed:dnner rUstbe Maiisalia GMP
icle size to no re. than mm First a course

and 'Sg‘rmﬁae%lﬂf&%m'h@aﬁp ing EFOG%%CIP§e'b’éH%'é0rﬁﬁramdP60fded
[0092]8'%rtr@|e§§e fﬂoﬁ?ahalzan‘ﬁﬁb #HE 5w, dH dﬁbtérlaﬁ?\épaﬁgé’rs%ﬂﬁér
'so permts visual inspection and renoval o

reﬂnedmchpmcegserbto 3 ptargiard particie aind using sieveswetihddried sponge is

subseqguent , gri ndi n an I evi S where th
oxtremply Fadlecana, Equlresiih ittt Serulichriliag B 5P ESematanty fne
particulEte. Wﬂétdr@d%or{g%%%lle&l%&taﬁdﬁﬂoéégs%‘éj |H9§c%bfoaéncb$mth the

ground and sieved again to reduce particle size
teachlﬂﬁﬁr@‘ thﬁamesprg imvantiantsioutchrotdwsprocassad wng@ggmm

a5 B HAC, svlod HEB S BY L R o AL LB

debris Hmtlnﬁ@y be @g@émuwﬂie/s@rﬁﬁld G*oréd@@ﬁtpllé eshe(ld firom aguatiomiollusks
and a@/gflgzres ectively Froces& ng i s conducted

may GQfHa@in ergangle; [qmdu]g offthe crydensponga prePratptiand
shoulds’dezécﬂﬂi A pagﬁ}h%r‘?tl'f‘a@ml ﬁ&teﬁhh %e%b%n?é’rﬂi‘ﬁgﬁng shells to a

mat eri a aged In airt noi sture
degreeckb\at thayewauld mobt Seaeavbvied in flee siamhgeprocéﬁ'seSo Sevieral grieding

ons s 6% rS BB T SR e S0 B9

0.2 mnePPI8H & LauRevWiaid a;§P§i@>9|r’Jg| $roBeYBsealth 8646 particle size to at
processed and stored in accordance with the teachi ngs

least 2gnm; WEhip initiaraieving eredess alsp pemaitsl \dsalingpettian mmm removal of

bi | dat I
emairf 4585 B0 e TR BRSO b o o Bing
procesdes whete therdw aiistialig UkintatelyHoUEYRT to 86 BRre tiddred.2 mm

testing data rray suggest rmuch | onger stability

particlgfer i ods (up to 1 Oyears). [0095] The therapeutic

[0093]0Wfﬁé ’59815 ﬂ%{g[ﬂga)sgésq%cg@ %@@H rﬂ%Earfﬁ%rdhﬁS paHRIB size to

pr oxi mat e

more tlmmﬁ@ inina Aﬁedme desiccaed spongmpdbwgler lscgrpommdelé fustihdr
ients includin ut no

purified g geasrated RpmeonBurreps by prossttiahénqwer ulfsives
havmg%é@r‘éssﬁ@ﬁ) drh8Mrsap e@wégmﬂm Ol LRSIt 0.2f ROk e%gé&ﬁ/e:y) Al

CO ori ngs, antlse tics a anesthetlcs Sul t abl
procesgingds §ondu¢tad@ndar &MPeonditiopect i on, irrigation water,

d d wat d I t
105415 RS apf 3N RSkl e AL s U Eopepoe
materiglogpasijddCintainight mbisture: prRIVE BbAtAIHPS andfstdrdd in the dark at

af orenenti oned exci pients can range fromO0.001 %to

95° to B0% wnderrArsicapted ﬁ@lmdigomh Nopresapuativeseregequitechdue tethe
naturaldénst%cFob%] propér];f1 Ies o?%hneu ponglpa powder. Spongilla powder collected,
processed and stored in accordance with the teachings of the present invention is
stable for a minimum of three years and six months (stability data available as of the
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scientist, pharmacist or prescribing physician. Such
ranges are well known in the art and can be

waleqosposisped wit hout undue experimentation. O heCT/US2003/028188
exci pients that nmay be used in accordance with the

filing détsgjgﬁ(epﬁngs@{t ageeq&rﬁfs\z)ég% gé,‘lg ﬁ@d\%s}e‘ndg értg‘jhﬁa;? §0Best

much IegareXalinitygletiods {uftd 00ysEis R eavveed powder, from
roximately 0.1 %to 10% B/dro en peroxide and_from
[0095] o} e dReTAREEIG cotPRStigna 64T BrEROTHBY AN CAMPEIG HAM:

approxﬁ(}f/é&?ﬂ"?% #5100y fanltlbfg é&u‘é S[?orl&éj é goﬁeépand can optionally

loric, ascor
compouwonded with [p(b@@l&]acé'lhm:al bmmlpata incluclorgy dwt noblmgltexﬂ ta WGter

sent |nvn|o r]era % from0.,8 to
saline, BifiRecp s 0915, Riaees. TR TF s eicanisiras;
fragran'c@éséolé’r"}?gs %ﬁbébﬁé@nms@heﬁf&s Bl iedledatdro Mdllee water for

group consi'sting of fromO0.1 to 0.5 grans of green
mJectlosemu@@wrpwatm distilteshwatet, dejonized waders anl Tiaraliwateeameng

v BEYSE s Gk vyl PSRl SOPRRBRA 20, O™ ¢

concerﬂrilan@hs Of 16 bR rd@ntorEaeibipstsuandengt fm 0.00 1% td eo% or
of 0.1%to 10% boric acid and from0.5 to 5 nL of

more d\@ae@qdmgfqrbmedegu lemeptssang atdhe dhircusaipn of i farauiaion
scnentlé’{’aéﬁéme@f& r??&?&ﬁﬁ(ﬁ ﬁhyélmé{nl QRich r?%@%%é%‘w%%ﬂ&%\gw% the art

l'ene ¢ ar aben,
and cap rbepd/étpanmieelnmthmp uanoe bxpersmeutahabl éther excipieatd that may

be useHbAreoIgaREs WA RGN Gyal BRiPrSseimvertipe iRy fidde from
approxﬁﬁ% F}?(g 1908 I25%t cdrbf‘ﬂ)é\ﬁ&’ert ﬁoﬁﬁébﬁf@xm@é’téi‘y@ ¢4, to 25% seaweed

, WaXes, emol | I'ent s, g ycerin,
powdeclfmm appsgxmas&jy Ak 40 10% flayd ragen pammdﬁapnd fromapproximately

0.1 to {43068 b esd" s Belbury S3u1 88 pbeRlinkeat b0 aFR.
hydrochmruboasmw%ml@mcﬂrcoa/mai&aﬁopémksﬂtI ons using exact
nts in grans and milliliters of each ingredient.

[0096] Ha’m/tbera is cogxmsitionsiof the peasent ivertien sraerally cagprise

from O%gcpgpﬁ Y HRESE sbbgﬂahgél fe@ﬁgnsgﬁdng‘g la éé‘ﬁd%rj aHE 3% 188 8ne

ar e - aqueous OW per cent ages
addltloﬁél Sdiplest sélrbetwedffmnethet treupalonsisting W frght 0df toehb lyrams of

vol une, of ui d i ngredi ent wi_ll _be considered equal
green $QAWRA R%Waﬁf b 1M ek 10 0.p gramsof Wrﬂ*ﬁe’seaéfﬁ?éﬁ%'d‘? } P01 to
OSgra\f‘hé bfé&%fﬁ&\%@r %n‘?bﬁft%%’fs réﬁ*?lsro?'ijl ainw&erafrBho. S%Lto

nmposi t1 made in accor dance wt the teachl ngs
5 mL af Bél %rteé@ﬁt hydiogesmperaxiderefyoro dh ailnto15 tlgof @fl % to 10% bonc

T T
water, WQ%X&@M@WeIIQI&elﬂdemc éd:l@r@bp%h@fglyc'ﬁﬂl methylparaben

HDOSItIOH hen be clai ned

tetrasoglsum EDLFA g@ﬂﬂraﬂylpanab@nmjpéomb@rgﬁ swﬁ%@wépplcatﬁ@hcaﬂons
as knoff{ 50644 BUERRFOARHRA%, STEE 184 iARBERL’ By ©

excipidnt®©sath aa sut; natlimiteBtapline, bulesed pRogpreaé, dishwaxes,
Tr eat ment
emollients, glycerin, cleansers, fragrances, colorings, antiseptics and anesthetics

may be added as desired or required.
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[ 0098] Therapeutic conpositions prepared fromthe
dried Spongilla powder can be prepared using

WO 20051084889 Ng exci pi ents and procedures known tPRCT/O8X63/028188
skilled in the art of topical nedicanment preparation.

For exanple, in one eng 8% gof the present
i nvention topical acne Mﬁpeutl c conprises of 1.0

[0097]grsfotibwiBgan@inples prowidteforfrrdtions usivgy emlace aihjoumtslin?g@ms

and miliers g B¢ Mared BB OB Vet Sreaacnct Wb Ahd yaimes should
not be Fonkidered afatichsh SR @thefh gl&% udBdH IR, efét?{ueéﬁg%%\sed and

seconds. Duri ng heat ng rogen per oxi anst or ns
contain lave pergentagesraf sok),tgefﬁhendfomw th\eeeelam\ee weight aoff égchmecdume of

QuS Ci ten The the utlc | then
iquic 1sefR W68 RanERETa-beqliido F Relgr ARG Bms, THe
append® b@"‘rﬁs wilefheréford Be expRods@d Hs rﬁllﬁslt Eor eﬁé?ﬁplbhgrbom osition

washed off with water. Recommended usage is every

made incacrogdanse vilaths! fethmrgpuoé the pasently swention nayrcontain 1.5 g

of subyfb AR R ekt Puier. S AL e REEKE"2 ffof Btori

acid, 1C§jraﬂn of @’eaﬁ%eefw&tbmdjeﬁamwem oftfiéramivater] Mhey carhipSition
rogen, per oxi de, .0mlliliters of 5% boric

would AN o8 SRihed 26 folowsi %Barts ok svbstaptalpue SHongille powder,
0.5 pafB S pAERECASIROANG PIahChy BIPLERSHORS RS LR 8 oo

powdeP@ﬁdU@Q;ﬁmﬁﬂZBﬂSBNqates,tetbefore use. The therapeutic is
then applied to the face or other affected area in

circul ar noti ons, Ieffl\&o 25 to 30 m nutes, and
then washed off with F\lecomTended usage is

every 4 to 5 da)Bsas|dEx@5§§b|eA(§1eTmmanbnf\cne Conposi tion
Home Use [0100] In one enbodi ment of the present

[0098]| nﬂ@fﬁp@ﬁlqmmmmepﬁ@da%@mme drigd Spaneélageewder can be

ropa TR ot Ay SPETFOLLA BRUEfn B0 T e
art of tiﬁpeamumemam@rmhtlmt Fonexdmpl, in d@emdodmnémt-cithe

osition for ho use i ncludes m_xi ng the powder
presenin nﬂpamc?l@qneﬁg's @P@uagéommeewﬁﬂéhg@nﬁep ehRgilla

f t
powdef PRANEdna Raler) AR AT SR eBxte Uoigle), The
mgredwntshaxmd:c&nbmweommmdddogﬁhge The evigluye thibayis hentea iwdbé&
microye B AL Sedsins B4 B SRuPOSS ARk e o
water &9dBRyddri, WhidHPAdslilts from ) ﬁeskwfmmdgefnebue b@ﬁﬁ%@?ah'he

skin resurfacin conprise of 1.5 grans of pongi
therapgutigiisrthen agp@e@gqstk@fergw@éapes@anggs@aqu@g\gmulamgtlons left on for

1510 21 et 47 et BSOS R KBTS A8 Wy

to 7 ddysr nul a i ncl udes m xi ng the powder with hot liquid
just before use. The contents are

Example 2
Topical Acne Treatment for Professional Use
[0099] In another embodiment of the present invention, topical acne therapeutic
comprises of 1.5 grams of Spongilla powder, 1.0 milliliter of 3% hydrogen peroxide,
and 3.0 milliliters of 5% boric acid. The mixture and application of this topical anti-

acne composition for professional use includes mixing the powder with warm liquids
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then applied to the face or other affected area in a
circular notion for approximately 5 m nutes. M xture

WO 20054034839 eft to dry for 25 to 30 m nutes and P¢ENS2003/028188
washed off with water. Reconmended usage is once a

. Tapi cal T,

just bell¥ fiso D ABRNErapelL RIS HenAnpliptd ialfoh IT el il Hdd grea in

circulagmatisn®flefbparigt 25 & SOW\iﬂ@fesade théh wibhéd offevith Wter.
chanmonil e, nment hol or cal endul a water. The mi xture

Recomé'?ﬁﬂdﬁﬁdl'ﬁatg&t'ﬁ@ﬁeﬁf it‘hﬁéjap’lsof essi onal skin resurfacing
formula includes m xing the powder with warm i quids
just before use. The c?y.cﬁmé@re left on for 5 to 10
m nutes and t hen washe wth water. Recommended
usage i s evdpopical Asps anpd;ﬁtiweimmqunmeadhseti onis

101001y Bb8 2 EoRen e PedsBrin nuiieT il B Sapesio Tor
home tREoREREdSa. 8%?éﬁlsTdf®édﬁ§1Fa pWdsT] O@O@r@\ﬂﬂs@éf Ff’lahtéiﬁ?ﬁ@wder

eeling of the skin _may conprise of granms of
andzfg

pulfidiers of gy gelo. Eﬂ&;mﬁurecﬂncba@@waﬁeawéﬁus tanigrlanti-acne
compen T Ehdhy sk e s PGBVt e oo

The coh@itz& age tHeorappliaditothel e & otheleaffquted arsa with atlirash, left to
day, the face or effected area is to be

rst
dry f°r§f5éﬁ'f'i‘é'833 amféﬂ"}%\/bﬂﬁhﬁ%oﬁﬂ&@d"’%f h ﬁ@‘t’meﬂﬂeG’ ysgee is every
[ ce
day for FWEER of i LS LECRAREN Andifen Ok ARRK MGy
to 6 mnutes, a nmask is saturated with hydrogen
peroxi de in circul ar mitxaomBe 4t is left to dry for

20 m nut es -and wash off wth.wate day 2, the

Tace o o PSS REAL QP Reirabnt S inosioBaY 21 | &
[0101]a@o@mu'a?:esmt@t)teem%rﬁé@sﬁ)hélfbkﬂplﬁés}u@@cﬁw@ domepARCEF 135 grams of

other affected area in a circular notion. After

Spongifla ometess0- 2 gramsiofigsega saaweed pawdar, %lewb@ns 9%3%»(. de
hydrogeﬂ d)%'r{»‘?i Ea&h@h&ﬁﬂ?) anldt%éeoﬁlcgﬁéﬁ {]tﬂlétjé]%fé %\Qfs m‘iéﬁﬁ’acmg

formulalltrwmdwrmmng thierpowderawigphot lizghid jusebéfers edearrhésbonteﬁMs are
e fifth and sixth g‘ﬁéed a npisturizer and _soot hing

then am@g tpdhe fafe gpthena SEQR It & Clipidlar getiog 49 pproximately
5 minutdsS AVIR&iHe is '{ﬁb% fgftgcdrg%rai% 3Enfihtes 'aﬁHQﬁier&\falgh?d off with
ampl'e

scrub. econmen age 1s once a nont
water. Reztmmended uBgge ipogreatvwaakon Di sorders [ 0104]
Formmul as for hyperpignmented spots renoval (including

but not limted to nel |c B0€ spots, sun-damage,
etc.) of the skin nmay c@ﬁﬁ?q of 1.0 grans of

Spongl I | a powder ToBical @ila®kiroTresinbat seaweed powder
Omlliliters of enzyne gel. The contents are

[01 02]t ﬁ&ﬁmﬁiazsefer tregnerdrof oy sikmnawomnﬁﬁé ¢ geams of Sppagilla
t f
powdeg%éﬁgk(l?ﬂnl |lﬂFFsati Ly gg'rﬂ nt?:bf?%éé‘ &?o r\A%gér tgﬁe mixture

and application of this professmnal skin resurfacing formula includes mixing the
powder with warm liquids just before use. The contents are left on for 5 to 10
minutes and then washed off with water. Recommended usage is every 2 days until

sebum production is suppressed and then every 10 days for maintenance.
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30 m nutes and then washed off with water. Recomended
usage is twice a week. Exanple 8 Treatnent for

wobwso3@anaged and Aging Skin [0105] Fornul as PQF/US2003/028188
phot o- damaged skin may conprise of 2.0 grans of

Spongi I la powder and %e(n{r?ébiliters of jojoba oil.
The m xture and applicatro this formula for

phot o- daﬁ?gegl'o?itiél .a)yepgD@éﬂn@ $mmumermx1 ng :het
n n r
[0103]¢ %@H“Hl?gsfﬁbﬂﬂgo p%%'tné 9@@&3@%@&5@3@3&5 eﬁg @aaemﬁsé e
Spong?é 6%)3%5 o@g g%?nﬁga?g/ &éﬁ§%§~€%§r éb{ﬁagp%%zﬁé%ugg&é 8P

hydrogen mer@ddand hemairtura sihddpplitation oﬂthmprefessﬁimab cheep gpedling

formudERiAas a / Genaradken | Q1 B16 TICSkalf ThER b RprhaEa s o be

steamdd®! TREPOWHBPR Rix@aWiRH hot IRiuid Ju%hﬁeﬁ)?é‘hgecmﬁ@do?ﬁerﬁs Qre
grans of Spongilla powder, 5.0 liters of

then amql@ddgéhe fageoxi aftbenalfe@ed ama in 2 r:lr@uilsr tsfotlan%Af@r 5ttOr6| c

minutefi fashJS sAbitbieh it PuiBleh BRI AR Pl oy BoBomS s Rk o

dry for\EOtr’ﬁlnhtés ahdlWiadBed offtwitevate?. Greday Retheorate i effedted area is
n applied to the affected area in a circular

washewg@azg(o@hﬁﬂtq anid. heicentents arsmthen apaliedre thetace;afatleer
affecteg%‘#gé e fc‘ﬂ%ﬁ%ﬂh?q oh, "AfEé? é’ﬁtfh.mﬁsg 05'%(%%‘%9 sgﬁ@g@d%{ho

ks and t once nont
hydrogmalpﬁrgmdemcw@ﬂé.ﬂ%btﬂh& frie édordyy éoue?@hamlytes and washed off

with waigrs OBy Bods B5F FrUHbOBFe DR BnbBent S ahpUR foRTaeiod Bgeas.
On thefﬂ?ﬂh“éﬂc%&ﬂ"n djéysmérm%td’l\@é? an@R8ofHind mdR i§ QB?héi'P r6f the

hin the scope of the present |nvent|on he present
seventh ranelriasirdmﬁ tezatmenh dhe efferciedaared ispxiofatedavioaderu

co es_nuner ous ogi cal ly active conpounds
Recongg%@#qcﬁy%qget 5 Q&QS%WHB] skin health, pronoting healing

and reduci ng scarring. These beneficial conmpounds

i ncl ude, but may not b@damméed to anti bacteri al,

anti-inflammatory, antiviral and, other organic

bi oactive atfeatraentpf Hyperpiogientalianmidisgsds’® conpounds

f .
1010417 s f8F ) Berp e spBRORPII Fnefiflin Bltdlot Imitef o
melasmanpgs spotsnsuretiamagepetesyoitthe lshmemay com’pelsalo‘ig .0 grams of
spongllA et &P STaBR A CoRF IR G HRP U AT S SOl .t Sgyme

gel. TRe S¥YRBhE &id heRMmhiREd tddtker®d Q}@pl%ﬂbﬁﬁé?&:é’br other affected
significantly reduced by extraction and purification

area inghassrging cirewshmotinasl ferappreximately d&i roimuses, tefiviosény, for 25 to

30 minki% AEERwo el i eth VRO et 8 Mo aoeic

followi ng, non-limting disclosure. Safety Testing 1.
In vivo Rabbit Tests [ EMadpldise test article,
Desi ccat eq_ Ani mal 'p qe Thistle, Batch: San Pin

for Pho

reatment o-Damaged and Aging Skin
[0105] Formulas for photo-damaged skin may comprise of 2.0 grams of Spongilla
powder and 5.0 milliliters of jojoba oil. The mixture and application of this formula for
photo-damaged and aging skin includes mixing the powder with hot oil just before

.use. The contents are then massaging into the face or other affected in circular
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2.3.2.560-96, was evaluated for primary skin
irritation in accordance with the guidelines of the

woO paososrsd onal Or gani zati on for Standardi zat i oPCT/0SB83/028188
Bi ol ogi cal Eval uation of Medical Devices, Part 10:

motiongt 80 kehs MiphieR, |toBey 8 o T inifes A, tacFafaecpr
with wé)te@O/Reodmmm“éopusadﬁ i8thcd% WEeR005/ 034839
PCT/ US2003/ 028188 vehicle control article were

topically applied to t skin of each of three rabbits
and left in place for frs. The sites were graded

for eryt "rf?é?c[r@h?fcﬁ@é%rﬁ{ elc Défm tlt‘f’ssoﬁﬁg Scagour s

after renova the si nol e sanp e application. Under
[0106]t Herowias for saborrbdeit Idlesrnatmmlyf thecscalpycdrapmsea b @ gnams of

d K f ot h b
Sponc e PRy e b b o b e or 2
of bori€ @bl‘élu"lafteeﬁ]l)&@rebﬁqd)aﬁpllcﬁlﬁén dof ﬁﬁ@‘b?@f@sﬁ&nélhs%ﬁ Fe%turfacmgst

article was categorized as negligible. [0110] The t
formulaindludes mixing the pewvden with hatsllcuuds just berfof@ usgr frharopntents

oo 4SNP 5 B TP M AabE AL MG o

left for BOSABUtdY amd tHaralaSlyead dﬂwww@fbr NR@b@ﬁiméPﬁiédCl%r‘ageF@fd 6
10: Tests for Irritation and Sensitization. The

days ey f-h8 seeks and theg; arge adronth fereaienancene pot ent i al
[0107]f Offheapr%bé&hs ox ﬁﬂ%@%‘t%@ﬂdﬁg h‘gaﬂté Qﬁlahﬁét ihfeRdb§ Sk I alvt\glgs and

rritate test artic
the Porlﬁeu:a memboerhloAsgmme BiseRODRentant atayherareubed irechydad ways

Sept enb d th b t | uded
and SRR WENTOGEARE & SH REASSt I'YATRbr J5RGESSat: h
mvent(%r"t%ll)@(/é’é/ thdt Qi@z%nc@étéd@pc’é@ eﬁgé\ﬁdém&ﬁ SridesHiRbictS

Regul ati ons Materials Test Article:
biologitellyl agtiveswmpaungs Bmsiigiel thproneting skimbeélil promoting healmg

RV TN T T

to antilqérial} asthinBabtmatopy, dntivitA0shdVethet bRjarfc BiYaSedt Q&nts in

Chloride, sterile saline St orage Conditions: Dry,
addition e KnQrgaricGoROUNdsRuch asApging) Brormipar Phsphgsis and sulfur,

[0108]3g%' éx%%t Heoc‘inwgﬁghﬁéfr%é eneh)é SfRIB orh sgqor?sﬁg%’bresent

inventiby demgms yprnoxindeMpoveedhée cpjnesé?ﬁmnmn tm1l|ev@s thai tigahatural
[ test. article (wej sponsor

Combif%ﬁﬁ%ta'ro(%?faé)rfgdt h?%gwamsw o SulalastiiTag that inay be destroyed or
sxgnlflcﬁlﬁﬂy‘ Géiiu-eé'dsw é(tradﬂ%ﬁ dﬁ&‘ &]rﬁi&%ﬁoﬁ‘ﬁo? the>s J@Fé?ﬁéntﬂfne% attive

sodi um chl or’i de. test article an I ne were
ingredignise dowever: theapli@@enbmvenm has elenyanstated safetynand efifieacy of

the preg%t ﬁggﬁ%dﬁ# ﬁﬁ{a@lgd%‘ 'Hg?] qﬂkg/ﬂfgﬁ@%nqlmltmg dISWFO%UtI‘é) air

Safety Testing
l. In vivo Rabbit Tests
[0109] The test article, Desiccated Animal Sponge-Thistle, Batch: San Pin
2.3.2.560-96, was evaluated for primary skin irritation in accordance with the
guidelines of the International Organization for Standardization 10933: Biological
Evaluation of Medical Devices, Part .10: Tests for Irritation and Sensitization. Two

0.2 g portions of the test article moistened with 5 drops of 0.9% sodium chloride and
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with 4-ply gauze. Test System Male Rabbits

(Oryctol agus Cuni cul us) New Zeal and 31 WO 2005/ 034839
weERONsSASARD3/ 028188 Experi nental Procedure: [Olna]‘/Umos/ozslss

the day prior to treatnment, the fur on each rabbit's

vl Sef, RS s e St bR P B

left in plack fop 4t hiaured ThieasiieWere Yrad schfed drythemsr i desmanatieds,
on each rabbit. The sites were free of blem shes t hat
48 andJ&h@UI‘S@ﬂ@M@W@Vﬁh ¢fihe single,sample-grplicgtions Ungep fesconditions

of this %r@%lgtzﬂmo ’é{jﬁhgmﬁ %ﬂ%ﬁb @e % Qb wdie. Jb%%?vélzf bh @H@Fmgﬁ the rabhits.

ene rops ofr sali and
The Primam;}'drritatld)reIr(depdostheetesbamcieabm béalcataxbed)to luaOeﬂ.yTﬁé nm

X 2 are. The test articl i xture was all owed
responSg LG 1) SHES WeSHARAGEeR ASUTedIgNay apni ne. The
[0110]Cq1i‘1f§;t@%t melecheumgefﬂ Eél&v'ﬁéé avawgﬂeuefs mﬁ»ﬁmtaﬂﬁslﬁﬁ%‘ﬁ?étlon in

trun each ani mal was
accordahes with the gkdelines rodithe hnrternahmalé%rgapaahheﬁon Standardization

10933 Bl £vafliptsor feded B SR Rt 1 et R Tiefionand
SensitiRAfIGIE! The pARSoscAGthRAGINE Faded @efeﬁﬁ'ﬁ’rY@ﬂwe pdi@ﬁtlél'fbﬁ‘é single
wer e entIf\;//mvvl ped wth a ga;}ge sponge danpened wt

topical @gipieatianiofihedest articlgro dritadenskint &f the makkit. ahlye f-@*{@i‘ﬂﬂlﬁh yas
reoondESABus PG Pt RS bRl Y SEgnPs, AR e

observvatimwwlee dodtiutledTdre SBpiemibeyr 9, 2002 &tasxfbridmtfed infadcbedance

t est vvasclcu |1 ow ng test npletion
with the REVSIANASY ther %&993éﬁﬁoname%r@ﬁﬁces?%h«%)ﬁeawétlﬂ@a % CFR
5g. the 24, 48 and 72 hour intervals were added together

and di vi ded by the total nunber of observations. This

cal cul ation was conducted separately for the test and
control article for eablatendlsml . The score for the

t.rol was sub SCQ r the test
Test Agﬁ Fcle to obt aﬁr?%fcr‘?ggqgr'& %PPPBFaﬁ] %tﬁa Score. The
|dentifibatiorNg.:| rrit at B@Ebfﬁ@ﬁn@m(@@? Soehpe 2) for each
rabbit was added together and divided by the nunber of

StabilityJlasting: t o obt aempletergnchen filewith the sranson fesr gpoesor)

: ). Resul [ 5] No irritation was observed
EXplraﬂ)-%pP%teésk i n of gl I‘ég@%l ts as sunmari zed in Table 1.

Vehicidhe Maxi num I rr 0tS%biSudikre ivorde, wierilestliagpl | cabl e,
Storaggfon B t o b, SN PARIUBRFL at i on cal cul ati ons are
Contro?é%ii’_t%ggggyvozgisg@r%gpéé%Q%l@bﬁﬁ tHe test facility, was cut into
Rabbi t Test Cont r @bImdi xi28uahCsedtionscmd nenistRaspavithed drops of
3% hydrogen peroxide per section.

Preparation: 0.2 gram portion of the test article (weighted by sponsor
prior to submission), Desiccated Animal Sponge-Thistle,
was moistened with 5 drops of 0.9% sodium chloride.
The test article and saline were mixed to form a paste
consistency. The test mixture was applied to the animals’
skin and allowed to air dry for 20 minutes, then wrapped
with 4-ply gauze.

Test System: Male Rabbits (Oryctolagus Cuniculus) New Zealand
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Nurmber ScoreScorePrimaryPrimarylrritati onCategory
Aver ageAveragelrritationlrritationl ndex

wEewsessey e(CPIS (CPIS)3) 659770. 00. 00. 0 PCT/US2003/028188
659760. 00. 00. 0Q. 00. ONegl i gi bl e 659750. 00. 00. 0 Table 2

Cl assification Sygg@ ﬁ%’tcﬁ ' tion Reaction
NUMERI CAL Eryt he cl ar Formati onGRADI NG No
[0111]e@miig: Yay prist hogrff]atmegt hbgmr(duaeably r:f}tﬂ:f tt’sgmsctmhﬁé dlipped with
def d t he Mo t hema ever e
an eleqlfic CHISRG (FRL16 SN ALEeT MR GRUr o3 HRd SAPeide ofthenack
and pofé.t%@ald?smgny ?@;29@ Q\@F@dlég gﬂ;atéog@l P-g%@f?e‘?@p eg%es

edene ér cept
were f@d@‘éﬁemfshas dhatvesiuld tﬂléénfereleﬂythﬁelﬁtewpt%atR)rr afi resml@

101121457 PoRERP e e Hi8 Nel mRR S i Bsads hesine, and

apphecﬂ@@é(bﬁ eadR dlte NPSitdRO5SY rbb@ﬁﬁ@@ér@xﬁﬁ’éte!y@ﬂ i & QB%@G

O her adverse changes at' the skin Sites shall

Squarer eUdﬁi tred adintp rbgure was aliewed 3o alrrdfvﬁ@t2%mlm65§)oneeto

wnaoof BT Dbl AP B g S UL, o
each afirfalSeasweappkd witld afl elastic binder to maintain the test patches in
position. Animals were returned to their cages after treatment.

[0113] After the 24 hour exposure, the binders, tape, and patches were removed.
The sites were gently wiped with a gauze sponge dampened with deionized water in
an attempt to remove any remaining residue. Dermal observations for erythema and
edema were recorded at 1,24,48 and 72 hours after patch removal.

[0114] The Primary Irritation Index of the test was calculated following test
completion for each animal. The erythema and edema scores obtained at the 24, 48
and 72 hour intervals were added together and divided by the total number of
observations. This calculation was conducted separately for the test and control
article for each animal. The score for the control was subtracted from the score for
the test article to obtain the Primary Irritation Score. The Primary Irritation Score
(see Table 2) for each rabbit was added together and divided by the number of
rabbits to obtain the Primary Irritation Index (see Table 3).

Results
[0115] No irritation was observed on the skin of the rabbits as summarized in Table
1. The Maximum Irritation Response was not applicable. The Primary Irritation
Index of the test article was calculated to be 0.0. The irritation calculations are
shown below:
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Safety Testing: Conclusion [0116] Under the conditions

of this study,
wo@rooshaisski n of the rabbits.

Index for the test article
The response of the test article was categorized as
33 WD 2005/ 034839 PCT/ US2003/028188 11.

Table 1’1qu i gi bl e.

no erythema and no edema were
The Primary | rriteCT/082003/028188
was cal cul ated to be 0.0.
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Modera#tetaérglhemavat eri al s  Desi ccat ed Ani nal Sponge-
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Severdehythemaafhelt fednéss] . tob668sMar Gormatdre peairtingf
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raisinghy dr ogen_per oxi de

2 3%

Moderate edema (raised approximately 1 mm)

Severe edema (raised more than 1 mm and extending beyond
exposure area)

Total possible score for irritation

8

NOTE:

Table 3. Irritation Response Categories in the Rabbit

Other adverse changes at the skin sites shall be recorded and reported

RESPONSE CATEGORY MEAN SCORE
Negligible 0.0t0 0.4
Slight 0.5101.9
Moderate 2.0104.9
Severe 5.010 8.0

Safety Testing: Conclusion

[0116] Under the conditions of this study, no erythema and no edema were

observed on the skin of the rabbits. The Primary Irritation Index for the test article

was calculated to be 0.0. The response of the test article was categorized as

negligible.
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The test article and hydrogen peroxi de were m xed to
forma paste consistency. The 0.2 grain portion of

W e®b/034884 i cl e m xture was used for approxi mat BCHUS2003/028188
patches applied to the animls' skin. The test

Il. mng@,ﬁ@@p,gwg dto air dry for 20 m nutes, then
th 4-ply gauze. Species: Fenmal e CGuinea pig

pped
[0117]( Cthlwtastpmtlclel dessyibe Ibe(dleWaélwalmed firtRe poediRiaftrdd e

PR S T
guinea ﬁb@'/ ma@&aimgé %8n<ﬁl§)été@ba§8§ oRdhé 'r@é{m?érﬁ%rﬁ‘t% r?q W@ ﬁ@ﬁ;@ggonal

has been used hi storical é@lor sensitl za
Orgammiﬁéhfpé&@aiamlzagom 0093 Bigloginalt Evalaatidroof Medidal Degides,

d, Topi li cat
part 10088 9 )l S BB o B R G5
Augustrm} 120021 ﬁ'aeeﬁ/ra‘c patch erasodppliet ey Sé@t@hﬂfér 1919089, and the

absorpti on of B tential sensitizers during Induction

observaiRnsaliate ernsudRhan Octrear 2, 8882 diMhectisgephbiy dffie Hartley
gumea?@g@%htg%ﬁﬂdﬁﬁ%éﬁﬂnzﬁgﬁﬁ HBioR PO YRitrondiSene (DNCB),

has bes@aebstalilatgdagent 1-chl or o- 2 4- di nltrobenzene (DI\ICB),
tlat ed. Exper| mental Procedure

bst
[o118] e ﬁ@@a@gﬁzf’aﬁqu?’% ithaceqregnce with dhe srovisiens ok
Good L‘:%l@@l‘lal’t@qg'1 P@ctl&@%GléP @gglatléﬁg IRy kged. The hai rwas

renoved with an electric clipper tTromthe left flank
of 10 guinea pigs designated as test animals and 5
gui nea pi gs designated eﬂelst rol animals. Each

mal was obs eneral. health. [0121]
Test Aﬁﬁg fol | owi ng a%ﬁgc%&g S (pnqehilhsﬂgt m xture was
Identificmd)lphll‘kﬂ to an BgphoSanErig 22§2meos9@5 mm area of the
rlate ani al s. The test mxture was allowed to
Stab"'tﬁ?g 20 mi n&@@ﬂ?& ane onrfile withghe BRenser (Per wpsnsdren

Explrau%ﬁqwtsd W th a# §f genic tape to the intact skin.
mai nt ai n the occluded patch in position, the trunk

Storag%ﬁoeddbhngw nea riygdawkscomditiomed wi th an el astic band.
[ 2] At 6 to hou.rs the vvraps and patches were

Control AGEL ™ 11" o ARsioHETte 24 B¥8 X%id5 minysendions eff #@ly gauze
pat ch renoval t\,géréqg@d éqﬂ)é\;ém&él al residue fromthe

skin. Cbservations for responses were recorded
Preparafignhour s f ol | ovik A& graen paiopl aftthe testfariele iwekgied by sponsor

i ped i th 359 CLEn LBy A arteH Al apeage Thiste,

[0123] The applwaahickteRs@ St 5ed 68 e i
ti mes each week (e.qg. I\/bnday V‘édi@?day Zgﬂhg Sergmde

weeks until ni Adeafsstiartieleond \be’déogﬁide)er@qd@e/véref imixed to
flank of the agjpmls ?s-ligecc;?%is[te é.bl g@g:ﬂg}é?ﬂ Qpﬁé}" of test

prior to each appllc Ion to
article mixture was used for approximately 5 patches

applied to the animals’ skin. The test mixture was
allowed to air dry for 20 minutes, then wrapped with 4-ply
gauze.

Species: Female Guinea pig (Cavia porcellus) Crl:(HA) Charles
River Laboratories Body Weight Range: 311 grams to
366 grams the day prior to first treatment
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[0124] At 13 days after the final induction patch, the

hai r of each guinea pig was renoved with an electric
wa@bkioppaes3df rom the right flank area. On the fol POIMUSZP03/028188

day, an approxi mate 25 mﬂx 25 mm section of both the

101191531 GRrtBR SIGIES ofeaiio Fed test vase Iterigni g SPgieation

studle§ | Rébeé%fed %@tfhlﬁg?éjf thdst l‘h‘éﬂirfeﬂ’ ko ﬁ}%l-cﬂ‘lgﬁecﬂ’ iflact Jk‘t‘*f‘b%ﬂl

each giw nea was wrapped wt el ast i
emplouaﬁi hboprica re@pbc@ﬁqmare ata<t¢d tmtha kurean 8Epa¥Ire 008ICBURaH

o SRR GBI BB B h B s

during thducten z@dahiaBenda ﬁ@sésﬁ nFQéQétlorétleéthV QWEST fHel tBpicBRt Ch
removal , the chal %ed sites and surroundi ng area

applicafionesiterranere olsrrved.atl Nersyisceptikilily ofithe Heaeteyisirain toea &nown
sensitAIUEE Shor? ASHEDRENLL I AL ) NS, Skt

were w ped with 35% i sopropyl alcohol saturated gauze
before scoring at Eewehmmmar%bedlﬁ‘eal uations for both
ction based on

101201 S e ot dn G At TEn et na Sach A AGKaB weisbed

and ldérﬂm@abﬁ%e‘halﬂ_ was ‘Peﬁ‘mo%&] Ogich e\??él"e%tr%mgeT from the left flank of 10
MA( ER) EDEMA( ED) React 1 onNuner |

QUIHGaRHQ% desumate@lra&@rst aninnhls g Hoy wigedipigshdesigidded de wadtrol

il 30 1 FOBLP A AR
[0121]erTHetTenadiMgaRyAbA AHdaoBS the estemixtureveiPapsticdl tb @it

eschar 4Severe edema4 formation [0126] Fol I owi ng t he
approxinate £nhen yAcmm arge efdbe apprepiiate aniralsi diedesioniure was

allowef| §8.8h £ 20 MR bdBAWIIRINGOTRE il ak BferFLEl 0

Ions was C oW ng

hypoaltemgdaracltamiasﬂhm imtatct skint Joteintaintthaottloted pBehtiarposhiod,
reacti ons vvag al so considered in the

the trufk Rheadtatings P waratapbed Wiy fideit Aoy

[0122]0%?26;] tg;’% hOns: tl-fen\ﬁfa:?sdé’rfﬂs %gg%% yo;érg 'F%rﬁg?%cg | }?ﬁ@%ﬁ@é frd N
wiped with dmggawze after gatablyemoval to remove any material resndue from the
skin. Observations for dermal responses were recorded 24 hours following the
completion of each test article exposure. Prior to scoring, the sites were wiped with
35% isopropyl alcohol saturated gauze.

[0123] The application procedure was repeated three times each week (e.g.
Monday-Wednesday-Friday) for 3 weeks until nine applications were made to the left
flank of the animals. The hair was clipped the day prior to each application to
provide a clear site.

[0124] At 13 days after the final induction patch, the hair of each guinea pig was
removed with an electric clipper from the right flank area. On the following day, an
approximate 25 mm x 25 mm section of both the control and test article was applied
to the intact skin on the dorsal and ventral regions of the right flank of each test and
control guinea pig. The trunk of each guinea pig was wrapped with an elastic band
to hold the occluded patch in place.
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[0128] Dermal Observations:

dermal scoring for the induction
wa@ppeassssn Tables 5 and 6. No evidence of sensPCT/Es1003028188
was observed. All procedures were conducted in

T o L

wiped With giny gaazelafter patchlre@osal: At 24hsuRGHEIP20H3 PR L83he

Ani Nunber/ | ndj. vi dual Qbs
challeriga Sigs AT S THHNAIG SRS s
reactioR8 et cOhBEERaARE AL ﬁﬂé\ﬂﬁhlb the KR8l 2nARASR"

nor mal 4Test 311Appeared nor na

after challemge r@taferareeedip Sitesaveraayiped With1amd% dsupropyl mieoted

saturafyg qB ool SRRARRE Ael iMBL/IR. ¢

I ndi vi dual

rvat.iq

gd
5 Test 344Appear

?/_aLIT%

results of
and chal | enge phases

@%grg% Pr et r eat nent
pesdegnal
%gj 72 hours

B TR b ingrgtion

and chaiémgs pAdsdonéreobaktloe derfalteas®nshghich were scored as
14 Control 355Appeared nor mal

outlinedpetpmin daBedppear ed normal 37 WO 2005/ 034839
88 A \W00000000000000
Table %ﬁ?{“ﬁﬁ%&éﬁ@ 000000 ~ Ui 000000000000000

Cont r ol 325Appear ed nor nal

ERYTHEROER)O00000000 W00000000000000 EDEMA (ED)
Numerical Numerical

Reaction Grading Reaction Grading
No erythema 0 No edema 0

Slight erythema 1 Slight edema 1
Well-defined erythema 2 Well-defined 2

edema
Moderate erythema 3 Moderate edema | 3
Severe erythema to slight eschar|4 Severe edema 4

formation

[0126] Following the challenge patch, any test animal exhibiting a dermal reaction

greater than that observed in the challenge control conditions was considered as

showing delayed contact sensitization to the test article. Pattern and duration of

reactions was also considered in the final evaluation.

Results

[0127] Clinical Observations: Individual body weights are presented in Appendix 1.

All animals appeared clinically normal throughout the study.

[0128] Dermal Observations: Individual results of dermal scoring for the induction

and challenge phases appear in Tables 5 and 6. No evidence of sensitization was

observed. All procedures were conducted in conformance with good laboratory

practice and ISO 17025.
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Group Pretreatment Body Weight (g) Clinical Observations
1 Test 327 Appeared normal
2Test 354 Appeared normal
3 Test 325 Appeared normal
4Test 311 Appeared normal
5 Test 344 Appeared normal
6 Test 333 Appeared normal
7 Test 324 Appeared normal
8 Test 333 Appeared normal
9 Test 343 Appeared normal
10 Test 334 Appeared normal
11 Control 366 Appeared normal
12 Control 347 Appeared normal
13 Control 325 Appeared normal
14 Control 355 Appeared normal
15 Control 329 Appeared normal

37




a
0520
EPT\IAGBLTG6\)

'l

7100

38

=(0d3
M|m_
wep oy
Emmr_%_mn_écoo
mgoOu A0
e _o‘wﬁ 1891 '
9|01 . _eEow s
0 _obcoOm_
o 0 _obcoON_
: o 2 _EEMU:
0 0 0 0 _ob_w_ﬁor
8 0 0 0 C o Jmo_.m
% 0 0 0 0 o o -
a 5 w 0 0 0 0 0 o uwmhm
o 2 © 0 0 0 m w m m m w Mw%m
3 m\.JU 0 0 0 0 0 0 0 0 0 ; “wm.;
o 0C 0 0 0 0 0 0 0 0 0 0 o wm._.m
o OO 0 0 0 0 0 0 0 0 0 0 . o om N
%wo oooooooooooooﬁﬁﬁ
O OO | | : : 0 0 18
o o 0 0 0 0 0 0 o o 6
o OO 0 0 0 0 . o o F Q:o
o OO 0 0 0 0 0 0 o o :
o 00 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 3 = >
oOO o 0 0 0 0 0 0 0 0 0 o | _mE.
oOO o) 0 0 0 0 0 0 0 0 0 : o o | om
OO o 0 0 0 0 0 o o | v
o S 0 0 o o o m
o 0 0 o o o o
mm)w ooooooooooomooom
nvw | | o ; 0 0 0 0 0 0 0 0 d Z
OO m 0 0 0 0 0 0 0 0 0 o o o : |
om%d 0 0 0 0 0 0 0 0 c o m : m
O%O\)C 0 0 0 0 0 0 0 o o = v
OO © 0 0 0 0 : : o o -
o o) 0 0 0 0 g o o |
(@] (@] O | m :U
o.|+n 0 0 0 0 0 o : |
%t_mm:u_ 0 0 0 0 0 m_ o i
Sz 0 0 0 o = i
: 19q
o OO o : a3
wmoow o | w
2 23889 |
SSSS @
000%
28882
%ooow
EEEE
%0%@0
Ow =
5o
%mmwm
mmmmm
m =

Iqel
9o
no
eau|

Bid

S

ISUS

Q uoneziy

12

lew

8] =12}

- Suoly

npuj

uolo



e 2]
oD
o
R
g
o 3
O &
/)]
O 2
=
¢~ &
»0O C
o 4W
oQ o
Omrm
W\al
:.W@U
_a@u
0
C~LW
©
w/..~|.dN
© = LW
Lawp T
-, 2
o £
|A.~ar_.:
o._0o
o, 1 O
O ol o
OE_ _8
O W —
o 0
o1 ,0N
ol 1l oo
© ..0—
o .1 ™
OdadO
ISR Yaks)
S .mw&
Wr.mLU
~ommm
ol
cOapZ20
=

euwepd = d3
ewsAig = Y3
0 0 0 0 0 0 0 0 0 0 0 0 | loquoo gl
0 0 0 0 0 0 0 0 0 0 0 0 | lopuod )
0 0 0 0 0 0 0 0 0 0 0 0 | loguod gl
0 0 0 0 0 0 0 0 0 0 0 0 | lojuod g}
0 0 0 0 0 0 0 0 0 0 0 0| loguod ||
0 0 0 0 0 0 0 0 0 0 0 0 1891 0}
0 0 0 0 0 0 0 0 0 0 0 0 }1se1 6
0 0 0 0 0 0 0 0 0 0 0 0 1591 8
0 0 0 0 0 0 0 0 0 0 0 0 1s8l L
0 0 0 0 0 0 0 0 0 0 0 0 181 9
0 0 0 0 0 0 0 0 0 0 0 0 1seL G
0 0 0 0 0 0 0 0 0 0 0 0 }sal ¥
0 0 0 0 0 0 0 0 0 0 0 0 1seL ¢
0 0 0 0 0 0 0 0 0 0 0 0 1seL¢
0 0 0 0 0 0 0 0 0 0 0 0 181 |
a3 ¥a| a3 ¥3| a3 3| a3 SE a3 NE] a3| ¥u3 dnoig
)i [04Ju0D S)ISisel | Mg jonuo)d a)S 9L a)iS [04U0D 8)igisel | MequinN
[ 8y 24 fewiuy

JeAOullDy] Udjed Jally SINOoH

abusjjeyo - suonoeay [euleq / ojgel

39



39 WD 2005/ 034839 PCT/ US2003/ 028188 Safety Testing:
Concl usion [0129] Under the conditions of this study,
wWo b@38psayi | | a t herapeutic conpositions of theCPUSRESs028188
i nvention did not show any evi dence of del ayed der nal
contact sensiti h pi g. Thus, when
Spongi | | a prepar ;%fé&nréas?'gb régﬂglhggﬂ accor dance
[0129]wi Uﬂn:!etrhbe t:eadlhon@sf this $ﬂudy,phhe:&mﬁngnlththetépuutlblwmpesﬁons of
no b] e oxic and aller reactions induced
the pre8@n{ weRRER § it ShAmy S REASIRUS By qatgact
R | Ihs bR SBBRR HrobBEBhL &
Sensn@%@%ductel on: O?SO 2 pre wg%rnﬁ grBESfé agghco%apref)ared n
accordsnbe tvétht thal tegchpngseoShergeserd npvmiloedhese arer v d eebnsitable

. r.e-wei.ghed anou S icient, for one application
toxic aﬁg ei"ﬁEg"fgé%aeCt'onil'qogﬁgﬁatm&bq (PRGNS application can be
ExewﬁﬂﬁktheMo@afbr Ub® thh@‘ﬂonfé@%m@bslﬁ&%' bfjﬂ?feSPre'sé?ﬁ wbnnon
face. The treatment may be performed by a nedical
|ntr0du1t1}@ﬂor a nurse or patient, trained in the procedure.

1301, BB R ka2t B G5 inehd slfdeo s

providédpThtgréarkighust arpaatisaufivientior oneafspligtionrto tthedacs.
treatnent. Products such as tggl ycolic acid (over-the

Alternatiyight diis apphieatipnroan bebsed 1o fealdhrehssh neskuorcsineuiders
: ' ti
mstea&ibfgér?]:ééérﬂbégﬁ?%t eor@'qéI 3 E)(Seléfé'lén?%? EK% ?EH c%Pdoét&gaé HERe or
patientaflaivextintthe paseedural |toanre mfelyatmmrﬂéredttoemgdmts of all skin
glycolic acid, Jessner's, phenol and TCA peels; CQ2
tYPes. [ aser resurfacing and Erbium | aser peel s. However, in
[0131]”Emé39étléﬁtfs'hﬁﬁld9@é3iﬁf&ﬁ% 158 oid BnSreRsttB& dun exposure for two
Pa
i ndi vidual ly. FL’DThe treatnent areas shou be
weeks\ishi éol each rhreatrﬁemtd dueis suchfaseglyenliceaaigh (over-thermouster-

strengg{i Bgﬁ{l %g% gq%%}gé@(%u cggﬂg S%%ﬁﬁlfﬂé@éﬁhfg? &I[L%%)t 14 days prior to

treatm@h’eaAfl@ﬁger&’fehbdfoﬂlhwl(se[/@rh'Ba]odﬂE@%uﬁ [QVEN TG to pass
liliters of % hydrogen peroxide into a sma

followmamfﬁss'goal St@mtb Q‘ry@ﬁ“%‘t?'dl Jessheas nelienatand |T;Pﬁemel$ 02
laser r?%%éécgngq‘%}rﬁg _ér@gmlgggr égggsmdﬁé\%'? ihMnedich Ef@b@c (Gase may

m'crowave, tIne se
be exeiminedtinadiVMuﬁHw.O seconds depend| ng on whet her the

c | ass astic. ur t war med ,
o132l cHh sty n Shtie Bt Wi grall s rRtepmake-up i
0 I .
o ST e e B e AT e
a requprem@rc) can be mxed with the hydrogen peroxide first
and then warm 40 WD 2005/ 034839 PCT/ US2003/ 028188

TreatnTérﬁqsrgBQFatiéﬂpl i cation:

[0133] Measure out two milliliters of 3 % hydrogen peroxide into a small (about
30ml-50ml) non-metal container. Gently heat in a microwave to bring the solution to
a lukewarm temperature. Using a 1300 watt microwave, time setting is usually 2-10
seconds depending on whether the container is glass or plastic. Pour the warmed
peroxide solution into the pre-weighed container of Spongilla powder. Gently stir to
obtain a thin paste of fairly homogeneous consistency. Alternatively, the powder can
be mixed with the hydrogen peroxide first and then warm.
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[0134] Apply one quarter of the ampunt to the
m d-forehead by massaging in «circular notions. Spread
wWo b@spasse ! ?tly with your fingertips in smal PCT/US2003/028188
circular novenments up to the hairline using even
this paste begins to dry, repeat the
TreatnPérﬁsAspLSb g tlsdorsgs you nove down the tenples, cheeks, nose

[0134]ambp:liﬂ bAe gMaktdr bbtiatevaticodhy tieforcheel by mé@sgbm@sm
sensatlon of sharp crystal needles under the skin

circular Qtighgo iRjeask fig P eémém Mithg/oxh fnperipsoin. small ciscyas
moven:nﬁ?tg\r@'rtg th Rairfss UQ?’ng dvgh e;ﬁéf&r@%é“ﬁ? g'éﬁ?e %‘épfhs' o d

and nore sensSitiv I's extr orta
repeatttbe sagmagieps he yoasnevé downtthe t@hplesbeﬁeﬁles ntos@ramdschln Mild

to modiRple rfheR st RS, & sensalion b SneE sy S L aedgs under
the skmg coﬁﬂﬁeﬂly %kaeah@h@d/wmd@pﬂ.eaﬁoﬁ aﬁqs bé%?td@%m the

nfortable way to rinsethe face is to have the
perlortp‘@tl aega begausetihe skin iadhioner andh srore Isensitivewi lpis eXtegmely

th .ot h I n. th ..and .
importafif a8 nast RS i S ey e 8 PERLA bepetration of
active ir’@‘eiﬁl@h‘[sqmwmel&m TRishady sakeM afrittes dsdthly RReTeTHe neck and

Times* Total Suggested Tine FacelO - 30 m nutes Neck5

chest shauid giwaiscee daesiast- The mesiwosyorakiesawdnrinse tee fanmgyis o
have tHé‘ g)étlg @?ﬁﬁgg@ﬂ v%;cghyqthér t‘hEﬁ té’% ﬂ{:eé . \{vﬁﬂ%‘%ﬁetpa' n

washcla’ti‘n%*fl~ hetsdxiryerytlfﬁrﬁé]andrtstgmgBehMmmaﬁﬂtb«atst greduadly fades over
unscr.een th SPF 30 - 40, preferably one with zinc
the fol "P\%ﬂg"%%%ﬂ%rsthe skin, for at least 2 weeks after
each treatnent. Explain that failure to do so nay

result in hyperpicaRRitRdddTrealinbnt hitndaest results, the

pati ent hould avoid applying a nmoisturizer for at

| east 12 hours. Rich noi st uri7elatSupoesteed Bienawvoi ded
during t heFacarse of treafnent. 10se3®@mipoteer nmake- up
or a |ightNetiundation can be resumpedniitites the first
12 hours. [@hEgfpat i ents nust be '5‘5%%ﬁﬁﬁe 0 do the

*Treaﬁﬁém\gﬂé;wm gﬁl% ?gr L Bx clalz Idr%é pain and
dlSCOﬂET:;) I%meE%lg @\/ él)o hqet%“ 'n one enbodi nent

of the present invention a patient, depicted in FIG 2

[0135}Namstrhéﬁﬁé eRtieat Bd shhgéré@ﬁ With@G P @pas i, gPéferably one with
prepared fromthe dried 1a’zon gilla powder and

zinc tof laglmsoathedthgsskin, fer aldleasizbweeks wﬁeree@qsetneatr@gnt yExplain that

fa|Iureﬁgﬁiplﬁz@égg%%@ﬁw@ompﬁégnt%azQgﬁfh%glﬁ%sﬁgreésgﬁs the patient

should Mldra@ptyidng amsﬂluiﬂZ?wafat lbfa@g g}z ﬁbBrSJfREﬂonwlﬁhgzers should
er .an mlliliter o 0 en per oxi de

be avcﬁgégguwg e eourge Of iegtment: déss of gQVH‘geg er pdighty

foundétﬁfrpéé#?e TO& &P LS} theHBOR) hb@RR. RfpaRts§HuDE Mtructed to

entire face
do the exfoliating on the 5"-6™ day at home with scrub provided or return to the

office for exfoliating procedure.

Efficacy Testing
[0136] In one embodiment of the present invention a patient, depicted in FIG. 2 was
treated using the therapeutic compositions prepared from the dried Spongilla powder
and formulated as disclosed above. More specifically, the topical therapeutic was
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with circular notions under the supervision of a

trai ned physician. The treatnent was left in contact
WOWRM/084889 patient's skin for 25 m nutes, and tPERUS2003/028188

washed off with water. This treatnment protocol was

formulét%e %t g fﬁp‘ﬁ%’a‘? gx?% tl‘?&)ﬁ? ccﬁnéﬁ %fg‘f Q:cg?g{sgcgﬁlﬂrﬁﬁlle

powdeBanB QJ(Bﬁﬁllhﬂfbeo’fj :B%rlwmlgmg%ercpemm ]Icml)(edilffz)rIOf‘ td bse phd$wated in

i nvention are der rom Porifera species, angd can,
the m"HQW@¥@$° bSRGUUlS. r}ﬁ}/ﬁ togicak Pﬂm&%wag g?‘%g? g’tﬂ gntire face
with cuéﬂ%‘?'rﬁ?tﬁﬁ" | el % BISSTRon N iR BhOMLERS The treatment

I ved tOpIC& erapeutl ective
was Ieitmecom’rea’t withtheopatiante skirl fpa2bamninueacand thsbeashed off with

water. offi Gealinint PTaEEPhIveS Rencrted FYerL A forttor TireEr Ster
treatm@ﬁth@és E@mbﬁerté@the Matiet ap@éﬂrsfé@@i@lplcﬂééﬁﬂF@ Qs well as
skin pignentation disorders. Several exenplary

[0137]eMhsdihetaneutia compositions ¢f thepeesent inventionarederiveddram

Poriferg EBist I aThat Vs (P BPhLMYiBANKR fgHs6&and disargers-

Specifishliylabié pestat inveatidn Pm\ﬁdm& Sponpillacderiveel tobiialrtitbrapeutics
i nvention. [0138] ess_otherw se indicated, all

eﬁectlyﬁjmgpgre@krpe@ts@f qp@ed(yégﬁr;st, rRSAGRA, s,eéqogmegh@grmatltls eczema
(atopldodi ﬁlbﬁ?Sé % (#fg ralﬁmgggﬂfdn h'to§|§a§|{d Qféat umber of

e speci oat’
other tmnﬂemdl,anm, a:rtbfuhgab@sm&@raﬂ wedl mslhalpmmmﬂatrbnecﬂsmrders

SeverdlcxghiTery & oqsieals SRdTENER. HEWeNEr ol ungeystopiy those

skilled “Nﬂ’% éﬁ aF Pﬁéﬁn@é@u@ibél &ﬁﬁp&ﬂﬂlﬁg itRat Al Yth&vddHpositions are
specification and attached clains are appr oxi nat i ons

p033|dmmt2w>€amgngfw@rthe sgirtiobthe plainnedi Iﬂﬁ@hﬂﬂﬂ;per ti es
A
o138 493ks Behife JRIBRER oh MR Sre o F alEhlieecihoreatents

properéies kLt as elolesliavabrit, Sehetidheoraripas Oand Be f@ﬂtlﬁiueﬁd in the
each nunerical paraneter should at | east be construed

specification gid clgims Res iuk® spdersteashashaing mpdifiet il imstances by
[ r SR
the terf{thppfoh PARIY, JeRE DR UnfeRd Rk RS L MeBifirary, the
numerfoal pamrm“teramttfonﬁlg irf tmletfblkb\hmgkmmexﬂﬂ@aimmm (lattdmd?ed claims are
|nv ntion are roxi nati ons, rical .valu
appro>g@la PR3 ﬁ'}?t mwwﬁ@&eep&gﬂaﬂs L&@Qrﬁhee G%ng@é’&ﬁeéﬁs"@t by the
preserﬂﬁﬁ&érﬁ@h?’ AP 083 1Bh&; af@VioDHERIH S8bm E@Wﬁmlttﬂﬁ’é"%}bﬁﬁcatlon of

I nher ent contai'ns certain errors necessaril
the doctsivel of |englv9feaswb$ tchthesscapeaf dhelelaiats, each asuunmerlqal paeameter

should B be" st BN SRt TR S otupbrbe Sy TRy and
by ap;ﬁ)ﬁﬁg xdingfy rodﬁélﬁﬁltéd;mﬁqtﬁétﬁ NowenhstaRdingtAaEthRl humeéfical

e context of the followng clains) are to be

ranges and pRipsaeters teiting fasth ﬂnet tpf@a@! iSfaReef thednyendiop areal |

approsifiebls bt el b er LRI A Mhetie P ighnlaR AEg roported

as preBiselytad passiié. Anggesnaricay ablues hbevesien, inheremtly &ontains certain
i ntended to ﬁerve as a shorthand nethod of referri ng
errors NRAPYIaItIaTasylting Tee e eigadated eyiation feund imiejj regpactive

testind M@ak nténl ess otherw se indicated herein, each

es mgf n%ﬁv%ﬁ% value is incorporated into the

[0139]s pEre feirmat abandhSanfanidt “therand sidnilardetarentsressdtindhe context of
descri&%c[:;%g invélnl[ion (especially in the context of the following claims) are to be

construed to cover both the singular and the plural, unless otherwise indicated herein
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met hods descri bed herein can be performed in any
sui tabl e order unl ess otherwi se indicated herein or
wWo@ewennisse cl early contradi cted by context. ThRCT/ES2003/028188
any and all exanples, or exenplary | anguage (e.g.
or cleabIZ%Htrﬁélcied%)%bﬁ’l%Qt hRESIRIP of an?é@‘?ﬂ va!‘[?éseﬁé(reﬁrpare merely
ter illustrate the invention does not pose
intendéd ta setve @s asherthanscmpthodfof t&ferrmg/ledt\/ilduallgttb@famhmparate

value 5| Fitin M FoOR AesobifnRe Fibod L thBnren ndicua

value i§ #fcvtpdrated Mitd fife Sarafidation efs tfmauewememidmly r{a@&é@herem Al
G oupi ngs of alternative elenents or enbodi ments of

methogds deseripedthergin eansbe pedared éﬂ anyrsslitable ergleainless otherwise

|nd|cat88?1%?é|H d offerli GéB {:I@Exh)ggéntr%? %anég@b ﬁﬁ'\gr@% &any and all

erre to an Iy or i

exampdmﬂbr eRéMPlaryidriyuaigede. g"ré‘sbdwsash) ptdvdded)hetiin & intéitid
ments found herein, It is anticipated that one or

merelyntgek@ti@é Hysiratethe IQV@}tW@%gogg nob Pegaedimiation on the scope of
the invEREISH BEhervRIE clinfdcl o fetigu E\%ﬁ/me@ LAR4EBH SAESId be

or patentability. such 1 nc I on
constrmd as inglicaiinguary, namelagped elemant essertial e thes prad:@eemﬂ the
. to contain the group as nodified thus fulfilling the
'nvent'WJHten description of all Markush groups used in the

[01 40]am%?ﬁ@s%faalt@hat[v@%eﬁg%ﬁéﬁ%dﬁﬂeﬁ@ csf&néfimféntfohl s

i nvention are described herein, including the best
dlscloaeddteramm nad te he donsleuedas limitations: yEaeh graup member may be

terl S @] BB 1L G AR ABOC By of e

group Gkoihler elertdrets daound/herein. el aatitipatddthegonedr more members of
description. The inventor expects skilled artisans to

a grou Y he dicdudarkin af Aelgteciizons & BiaUPHOE reagans ¢fesonvenience

and/or! ! %ﬂaﬂ&g@/. t\ﬁ/‘h%ﬂ%gfﬁu b?ﬁ?h{lél%\g\g@? ﬂaggéﬁﬁ%ur%r f%d 558 fication is

herein Aeeorati togtontaintthe group/mlmodlfledl chusifesfilid the written description
i fications d equi val ents, of the subject matter

of all W%gyf%ﬂroqpﬁ YS% 'Elt%‘? ﬁepﬁﬂgél&@i”ﬁer eto as pernitted by

[0141]aFFﬂJefé?ﬁekH @mb@&ﬂ’rmé\fﬁrs BOHS rnvé‘?ﬁloncéi%tdé%%hbea HereihDficluding the

above-described el ements in all possible variations
best moderkeeivni to the m\mm@rgsf@ﬂcarwmg@utrthe nvesioon| @fseourse,

v 55 58 A 2 B0 R A5 58 Hosocgoramar
skill in life Hrtd@ontreadinglihé féregoinglueskdrption. ofhd ﬁﬁehfbt%i(b'e@t% skilled

di scl osed herein are | I lustrative of the principles of
artisangria gsaRIQK fHCh MaERiansAs AinfePriaiednd e inyestors dttendjor the

mvent@ﬁ t§ @Bgﬁéi@t%e%* Shehkis 't'l?énh‘f%é@ﬂeﬁl )Pé?éﬁbr%dt a«%ﬁ ORCCOI’dIneg,

way o exa
this invadntien mmlud@s alb nfodgfwaabnsaand céqulhaleptsesfethe s%uéM)matter recited

005/ 0348 CT/ US2003/ 0 88 t
in the GaiTs gagPniederaiaan bEIted 1oy, apbusals IRye. Hereprer. any
combllﬂ%r&'tﬁé 'a)ﬁové%scﬁ’é&ﬁ@]@he‘ﬁlﬁ‘?Hta'll%sg?olé‘ Qhribficd Srddt is

that precisely as shown and describ
encompaesz® by §39invemiusa0iess oftersdse indichted herem or otherwise clearly

contradicted by context.

[0142] In closing, it is to be understood that the embodiments of the invention
disclosed herein are illustrative of the principles of the present invention. Other
modifications that may be employed are within the scope of the invention. Thus, by

way of example, but ‘not of limitation, alternative configurations of the present
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1 A conposition for treating skin diseases conpri sing
a Porifera-derived product nade in accordance with
w@ewd/odmauf act uring Practices (GW). 2. The coPgDEB1008028188
according to claiml wherein said Porifera is a
mventléﬁ‘?ﬁ@yebe%tlllﬂ_ébelncééétﬂﬁﬁh&é wnhame%gema & PeRdiA) zﬂc'cordm ly, the
wherel n said skin disease is sel ecte fron1 J%’
preserd dmesindiohrigy not liraidad to dhafapresiselyoanskawn saeﬂdaies}wbed
dermatitis, atopic dermatitis, psoriasis, photo-aging
and actinic keratosis. 4. The conposition according to
claim2 wherein said sponge is a fresh water sponge.
5. The conposition according to claim4 wherein said
fresh water sponge is selected fromthe group
consi sting of Spongilla lacustris L., Spongilla.
fragilis Leidy, and Ephydatia fluviatilis. 6. The
conposition according to claim5 wherein said fresh
wat er sponge is Spongilla lacustris. 7. The
conposition according to claim6 wherein said
Spongilla lacustris 1is harvest fromthe Arstrakian
region of the Russian Federation. 8. The conposition
according to claim1 further conprising
pharmaceutically acceptabl e excipients. 9. The
conposition according to claim1 further conprising
United States Food and Drug Admi nistration (USFDA)
approved packagi ng, |abels and directions for use.
10. A therapeutic conposition for treating acne
conprising fromO0.1%to 100% Spongilla powder. 11
The therapeutic conposition for treating acne of
clainms 10 further conprising pharmaceutically
accept abl e exci pients selected fromthe group
consisting of water, glycerin, gels, oils, waxes,
enol lients, cleansers, fragrances, antiseptics,
anest hetics, seaweed powder, coral powder, hydrogen
peroxi de, enzynme gel, jojoba oil and boric acid. 12.
The therapeutic conposition of claim1ll wherein said
water is selected fromthe group consisting of water
for injection, irrigation water, distilled water,
dei oni zed water, chanom |le water and cal endul a water.
13. A therapeutic conposition conprising: 45 WO
2005/ 034839 PCT/ US2003/ 028188 from0.8 to 1.5 parts of
substantially pure Spongilla powder, and at |[|east one
addi ti onal excipient selected fromthe group
consisting of from0.1 to 0.5 parts of green seaweed
powder, fromO0.1 to 0.5 parts of white seaweed powder,
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from0.1 to 0.5 parts of coral powder, fromO.1 to 0.5
parts of Plantain powder, from 0.5 parts to 5 parts
w@b008/034834 0 10 % hydrogen peroxide, from 0.5 pRCT/ES1003/628188

parts of 0.1 %to 10% boric acid, fromO0.5 parts to 5
lclaimoarts of enzyne gel, fromO0.5 parts to 10 parts of

Jjojoba oil, and fromO0.5 parts to 5 parts of water.

. The cofmgyaaition for @@élmqﬁiskihcmséése@@d ASin biiftraderiv
partsmg substantially pure Spon irm)a p%\%rgr, 0.2 ed

prod U%té{%@ﬂie 8t agiEianse A Fopgidanufagtugingi PlacticesCMBD. 39
) . S o ot e
1 08 RERAS on Btk e b o SO B Forrra 15 o

erapeut OnMposi
spongeonprising a skin resurfacing conposition conprising
ts of substantia illa, powder

1 S opruRslion masamite Haciars paharct saigke disease is

l.. i Lt i . er
slectB8lton e uf 220 ARSHY &t SPAYEHS el il gt

atopicstenaatitis, ps® riasis, photo-aigingand avtiwd keoatdsis, 0.2 parts

o) coral powder,, and 5.0 mlljliter of 3% hydrogen,

2y oxi i cambosition; Rl 1o ClaliS AhaTeh $71d SParEe is a fresh
water § dsing 1.2 parts of substantially pure Spongilla

powder, 0.2 parts of white seaweed powder, 0.1 parts
& gridencaempsitionasensdinggomiaim #iwhereinssaitl fiasgh water sponge

: roxi de. ke 21t . si tion .of -
s soly 457 B8] 005 cohBrahico! RGPRM. L RIPES) Shatl. rogi
Leidy, mangoh yoatipoffmldatilisd. 2 parts of white seaweed powder,

0,1 parts of coral O\Ag_er, 4.0 mlliliter of 3%

Rrdr ogdf GRIMpESHion %&&f ingdpicdaipy 5 avhersin saiddiash water sponge

is Spohbflatih&ydReuti c conposition of claim13 conprising 1.2
parts of substantially pure Spongilla powder, 0.2

part s Tdfe edimpesimsmneecbrdmgdier clabn G V\ntn'erd;]ihlsjaicb&oogilla lacustris
. h ' cal.endul.a er . 20. e, t herapeutic
s hanZ3RB 8 S stEihrrich SRS Exisia g 1 par

Bubst amid alddmp@éiﬁoﬁpoa@édrbﬁﬁpower clamd 21 Pafufthed Ycomprising

hydr ogen peroxi de. 21. The therapeutic conposition
pharmageuicslly gceeptakie exepiemapri sing 5 parts

b i il wd 3% |
b ool BinbeBlich 2haRany B, SAH T nRebBbPadiy ntoa states
Food e DrbgrAdminisEaienpdSFDANsp6¢6d PiatRadin amBAeqman@fdirections

claims 10 through 21 further conprising USF
for useyppr oved packaging, |abels and directions for use. 46

10. A therapeutic composition for treating acne comprising from 0.1% to
100% Spongilla powder.

11.  The therapeutic composition for treating acne of claims 10 further
comprising pharmaceutically acceptable excipients selected from the group
consisting of water, glycerin, gels, oils, waxes, emollients, cleansers, fragrances,
antiseptics, anesthetics, seaweed powder, coral powder, hydrogen peroxide,
enzyme gel, jojoba oil and boric acid.

12.  The therapeutic composition of claim 11 wherein said water is selected
from the group consisting of water for injection, irrigation water, distilled water,
deionized water, chamomile water and calendula water.

13. A therapeutic composition comprising:
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from 0.8 to 1.5 parts of substantially pure Spongilla powder, and at
least one additional excipient selected from the group consisting of from 0.1 to 0.5
parts of green seaweed powder, from 0.1 to 0.5 parts of white seaweed powder,
from 0.1 to 0.5 parts of coral powder, from 0.1 to 0.5 parts of Plantain powder, from
0.5 parts to 5 parts of 0.1% to 10 % hydrogen peroxide, from 0.5 parts to 5 parts of
0.1% to 10% boric acid, from 0.5 parts to 5 parts of enzyme gel, from 0.5 parts to 10
parts of jojoba oil, and from 0.5 parts to 5 parts of water.

14. The therapeutic composition of claim 13 comprising 1.5 parts of
substantially pure Spongilla powder, 0.2 parts of green seaweed powder, 1.0 milliliter
of 3% hydrogen peroxide, and 4.0 milliliters of 5% boric acid.

15. The therapeutic composition of claim 13 comprising a skin resurfacing
composition comprising 0.8 parts of substantially pure Spongilla powder, 0.2 parts of
Plantain powder, and 2.5 parts of enzyme gel.

16. The therapeutic composition of claim 13 comprising 1.0 parts of
substantially pure Spongilla powder, 0.3 parts of white seaweed powder, 0.2 parts of
coral powder, and 5.0 milliliter of 3% hydrogen peroxide.

17. The therapeutic composition of claim 13 comprising 1.2 parts of
substantially pure Spongilla powder, 0.2 parts of white seaweed powder, 0.1 parts of
green seaweed powder, 5.0 milliliters of 3% hydrogen peroxide.

18. The therapeutic composition of claim 13 comprising 1.2 parts of
substantially pure Spongilla powder, 0.2 parts of white seaweed powder, 0.1 parts of
coral powder, 4.0 milliliter of 3% hydrogen peroxide, and 2 parts of 2% boric acid.

19. The therapeutic composition of claim 13 comprising 1.2 parts of
substantially pure Spongilla powder, 0.2 parts of white seaweed powder, 5.0
milliliters of chamomile or calendula water.

20. The therapeutic composition according to claim 13 comprising 1 part
substantially pure Spongilla powder and 2 parts 3% hydrogen peroxide.

21. The therapeutic composition according to claim 13 comprising 5 parts
substantially pure Spongilla powder, 5 parts 3% hydrogen peroxide, and 5 parts of
2% boric acid.

22. The therapeutic compositions according to any one of claims 10
through 21 further comprising USFDA approved packaging, labels and directions for
use.
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