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THERAPEUTIC COMPOSITIONS FOR TREATING AND PREVENTING
SKIN DISEASES FIELD OF THE INVENTION [0001] The present
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treatment of various skin disorders and tiseases. BACKGROUND OF

THE INVENTION [0002] Skin diseases remain a significant medical and
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Moreover, the long-term use of antiblotics has resulted in increased microbial

resistance of the bacteria responsible for various skin diseases. Additionally, other
chemotherapies can be extremely foxic and have long term deleterious effects on
the patient's health and skin. Therefore, alternative therapies for treating skin
disorders that are safe, effective and easy to use are urgently needed.

[0003] Acne vulgaris is the most common of all skin disorders that affects 85% of
teenagers. Nearly 80 percent of the population experience acne at some point in
their lives. Moreover, in addition to being a serious medical condition, acne inflicts a
heavy emotional and psychological burden on its victims. Marion Sulzberger, MD,
one of the founding figures of modern dermatology, wrote in 1948 "there is no single
disease which causes more psychic trauma, nor maladjustment between parents
and children, more general insecurity and feelings of inferiority and general sums of



psychic suffering than does acne vulgaris.” The impact can be
devastating, leading to depression and even to thoughts of suicide. A
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follicle. This canal is lined with a keratinizing epithelium. In acne patients, there is
increased production of the follicular corneocytes lining the follicle and retention of
these comeocytes within the follicle. The abnormally desquamated cormeocytes and
the excess sebum build up within the follicle to form a microscopic, bulging mass.
This enclosed, sebum-rich environment is ideal for the proiiferation of P. acnes, the
anaerobic bacterium that produces chemotactic factors and recruits proinflammatory
molecules involved in the inflammatory phase of acne. Obstruction of the sebaceous
follicle, the primary pathologic event in acne, is giving rise to the micro-comedo, the
precursor of all acne lesions. Htisa microscopic, bulging mass that results from &
combination of hyperproliferative corneocytes and sebum and leads to follicular

plugging.



WO 2005/034839 PCT/US2003/028188 [0007] Once the follicle is

plugged, its lower portion becomes engorged and distended with

sebaceous discharge and keratinocytes. While the pore opening remains
clo‘gé)dz,ofﬁ@%%n is called a closed comedo, or "whitehead.". kdg@s2003/028188
noninflammatory lesion that evolves from the microcomedo and appears
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epithhéf%%pr{gzrmﬁée&in surface, and in a deep pustule there is extensive destruction
of the entire epithelium, Acne nodules are solid, raised inflammatory lesions that
exceed 6-10 mm in diameter and are situated deeper in the dermis. A nodule may
persist for weeks. The acne cyst is a large nodule (may be as large as several
centimeters in diameter) that has suppurated and become fluctuant. Scars form as a
result of damage to the surrounding dermis. Scars may appear as small deep
punched out pits ("ice pick"), atrophic macules, hypertrophic papules, or broad,
sloping depressions. Darkly pigmented skin affected by acne tends to develop
significant poétinﬂammatory hyperpigmentation. This tendency has given rise to the
suggestion that a new acne lesion should be designated - the acne hyperpigmented
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3 WO 2005/034839 PCT/US2003/028188 macule (AHM). The AHM can

last for four months or longer, and is often the central complaint of acne
patients with skin of color. [0011] There is no single standardized grading
sysEMiBYREERE, but there are several useful methods used topglagsHotABs1ss
disease. Most simply, acne is described as mild, moderate, or severe.

TR eTRUGHAM TiscPCINDIG, lgai@H%ﬁ”%ﬁ%ﬂ#_t&ﬁ_ﬁ%ﬂ“%ﬂ&r{’%toﬂeaex%’ the central

y is often require resen

i | he
odif ‘l‘ﬁ't'{%? XSﬁés%aﬁgﬁtéeéﬁh%ﬁéﬁ fd’ﬁ’fi?fns.' However, each one has

clinician has numerou
08 hificCErrainresingleatitasiantizvd yiagintpsyers-arefficawy 100k bes
S06%! CRETM iptiqn tapical prodict is.benzoyl peroxide.
° Bepzo Iper(glifi}ydhe6 ?Sqﬁ)gi@g?é%%ﬁ%?ﬁ? aastB is ¥IRSHRIERAY: IGhRg i described
a5, s%?ﬂ%{?éﬂy%ﬁégea%oﬁmayaﬁm i8 vohkaamid, iemutibhallysttssful

corrtiiioruthas lynty geepEengairbaynd tsethecH SR PRS Uf)rts.afgff%prtesenﬂy

' 0 formation, sebum, production or the way the skin tollicle
th%‘ﬁﬁ a&%ﬁﬁ%sd? 0 r\?vlﬁseﬁeﬁiﬁlgmsogf@ﬁsuw RVEPl 6EAB eombastrighificant
adyersrospiiiesaislivandngetegraesief effiarigty of trade names in over 200
ofammutphioRs,d ' otions, washes, and bar soaps, in a
e o e o DS SHIRT Foog e barooy
peE%’Hﬁﬁyu&%l&?W BREX el oritionicrobialitheatdassfteotiaeter kiling P
ac@encknsatibntateed e W%Mﬁ@@h&?%% S ﬁ%%%‘ﬁ@ﬁﬂﬁé%usfy to

i fects consist mainly of skin irritation including burning, Ing,
o g U8 12 GHRE Ak ek ety miss agrchoroation,
Semama@@écz e ma,em;rkmwmﬁc&:rg{(@é r@,ﬁ_laa%&%mh%}s%@nts stop
usiRgRETM AR iSIES B Rt gg other skin antjoxidants, that are
ggportant in preventinéj3 %%13%2%@ gg%’g%'sm&% t&q Yok beingriaty of
raggiaamesiaRyaly eR fmplstienncntiniBggaly) pesaride Iptomgaashes, and
barseapajunesaginietyabtberdisnBA S| ADSLRRL AR Sption fopisal
o I_H?ﬁtryg tf |iCY|iC acid. SaIiCﬁIic gcid .hg%)@%é%ﬁg}r’rg:)f?‘tﬁg %t%n%?héf used
shedding ot LSS HRIGYeLRnAHoRdatimidan sas senef asaticyBoramsdthatips
shqmlntb@ Furssntecemuinglpol sNRVMEH: @SIRRerERue Y &ideAlgYlies %ﬁ&%?ﬁ?ainly
of 6 iRl ﬁ%@iﬂﬁﬁﬂﬁﬁﬁn §[| %gssess antimicrobial properties. The )
atient must use saficylic 1P SRS M eI e 6hipEL s Yiese eevtimma, skin
rashedlippes. ndichemicn inkalaiioblef therskiny, a0 e R5QUuGSxiME RS
redlRBRNKIFIE NS PTG S BE S LR MapY CaSes i
inatoVer:the-counter (OTC) preparsaﬁf}%%s? %?iart% %?fé%ﬁ(\;/}aéﬁ%& %’U&'ﬁ@ﬂ%ats
a iﬁrgdeﬂ%BMfﬁVﬁﬂg!lﬂiBﬂ@mﬁm apigibMoeeaverthsyrdestroying anti-
oxidants naturally occurring in the skin Benzoyl peroxide promotes premature aging
of the skin.
[0013] Anocther nonprescription topical freatment is salicylic acid. Salicylic acid
helps to correct the abnormal shedding of cells and is useful in treating milder acne.
Salicylic acid helps unclog pores to resolve and prevent lesions. However, salicylic
acid does not inhibit sebum production or possess antimicrobial properties. The
patient must use salicylic acid on a regular basis to prevent acne from retuming.
Salicylic acid is available in many acne products, including lotions, creams, washes,
gels, and pads.
[0014] In many cases over-the-counter (OTC) preparations are not effective and
must be used in combination with prescription drugs. Antibiotics are the most

commonly prescribed class of anti-acne medications. Auntibiotics work inhibiting the
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commonly prescribed class of anti-acne medications. Antibiotics work
inhibiting the 4 WO 2005/034839 PCT/US2003/028188 growth of P.

acnes and may be applied topically or taken systemically. The most
wideR28&8etRd topical antibiotics are erythromycin and clinday§iteoz 025158
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gasﬁjéfﬂ'fé@t}ﬂﬁagapset generally the most common problem) and may be approved
for use even in pregnant women. However, antimicrobial resistance is a major
problem associated with all antibiotics commonly used to treat acne and this is most
pronounced with erythromycin. The emergence of antibiotic-resistant P. acnesis an
issue of increasing concern with both topical and oral antibiotics in the treatment of
acne. Over the past 25 years, laboratory studies have demonstrated a rapidly
increasing pattern of P acnes resistance to antibiotics, especially erythromycin
(published studies indicate that the overall incidence of antibiotic-resistant P. acnes
has increased from 20% in 1978 to 62% in 1996). Bacterial resistance is diminishing
the effectiveness of current acne therapies and threatens to limit the options
available to heal the most common skin condition diagnosed and treated by
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the effectiveness of current acne therapies and threatens to limit the

options available to heal the most common skin condition diagnosed and
treated by 5 WO 2005/034839. PCT/US2003/028188 physicians.
AntiBidtePé&idtance in acne treatment is a global problem as &otilistims/os1ss
resistant strains of P. acnes have been reported in the United Kingdom,
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hypeisalneasisasie lass of bone mass. Moreover, Accutane is teratogenic.
Consequently, the FDA mandated that women undergoing Accutane therapy must
use two forms of birth control. Moreover, recently Accutane has been linked to
depression and suicide. Parents are required to sign a consent form asserting their
understanding of this possibility and should be cautioned to carefully monitor the
emotional status of teens being treated with Accutane.

[0020] Anti-inflammatory medications called corticosteroids 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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permanent hardening in the place of injection. [0021] Ache vulgaris is a

chronic dennatologic disorder that must be treated consistently. It is not

unusual that traditional topical therapy will initially worsen acne 6 WO
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[0024] Both researchers and practicing clinicians concur that the simpler the

medication regimen for ache patients, the better the adherence. To improve the
compliance among this group of the patients, effective, well tolerated, and simplified
regime is needed. |
[0025] Although acne is the most common skin disease and one with the greatest
economical and sociological significance, it is not the only skin disorder that can
benefit from improved therapeutic regimes and 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



benefit from improved therapeutic regimes and compositions. For example

rosacea, seborrheic dermatitis, eczema (atopic dermatitis), psoriasis,

photo-aging, actinic keratosis, and great number of other bacterial, viral,
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adingeroxidation/antioxidant systems induces modifications in biomembrane's
[0028]UGtHER radical damage has also been implicated as a cause, or exacerbating
factor in eczema. A recent university sponsored study examined the levels of lipid
peroxidation in erythrocytes, some parameters of the antioxidant system and the
activity of lysosomal enzymes in eczema patients of mix origin (exo/endogenous).
The resuits of the study reveal an intensification of erythrocyte lipid peroxidation and
a depression of antioxidant protection. This imbalance of lipid
peroxidation/antioxidant systems induces modifications in biomembrane's structure,
especially lysosomal ones. That follows 1o an increase of the lysosomal intraceliular
activity and then fo a lysosomal penetration in blood circulation and facilitates

cutaneous inflammatory manifestations. So, the complex treatment of eczema must



especially lysosomaf ones. That follows to an increase of the lysosomal
intracellular activity and then to a lysosomatf penetration in blood
circulation and facilitates cutaneous inflammatory manifestations. So, the
complex treatment of eczema must 8 include an antioxidant therapy and a
pharmacological stabilization of lysosomal membranes. [0029] The
Department of Dermatology and Skin Ageing, and Cancer Research
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mSREEsgative of the main metabolic pathways in epidermis of 63 normal
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femains a need for therapeutic topical compositions that are safe,
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herein are novel skin care therapeutics derived from invertebrate
aging skin continues to be chemical peels. A chemical peel is a procedure in which a

topically applied wounding agent creates smooth, rejuvenated skin by way of an
organized repair process. Complications of chemical resurfacing, including permanent
sequelae, such as pigmentary dyschromias, infection, or scarring, may occur even
though a controlied chemical wound induced.

[0032] Therefore, there remains a need for therapeutic topical compositions that are
safe, effective, possess multifaceted mechanisms of action and are conducive to patient

compliance.

SUMMARY OF THE INVENTION
[0033] Disclosed herein are 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



species of the phylum Porifera. Poriferans are commonly referred to as
sponges. An early branching event in the history of animals separated the
sponges 9 from other metazoans. Fossil sponges date from the late
Precambrian period are among the oldest known animals and account for
over 900 fossil genera. The approximately 5,000 living sponge species
are classified in the phylum Porifera, which is composed of three distinct
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0.1% to 100% Spon |Ilaé)owder [0034c] In a third aspect, there is
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topidat tarsyatynpo tbeBpirgilla powder, and at least one additional excipient
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seaweed powder, from 0 parts of |te seaweed pow
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Priaotined. G3aiPls to 5 parts of 0.1% to 10 % hydrogen peroxide, from 0.5

(0Bt to 5 WQ%&&QJJQ&Q&QK&QQQ&%Q e&rgb%é)r e%rt%ot%gg%%résar‘fs to

enzyme ge from O parts to1 partso Jojoba oill, rom
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[0@34e] therape atibgdied slativigdrdrznprivedBe aferérﬁmlaphwﬁpé?aﬂlbﬂatr@npnsmg-

088 RS 36 SRS O A L RS e
exp,@,lg sReeedifega fthe 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.

[0035]  In one embodiment disclosed herein is the skin care therapeutics are der:ved
from the Porifera Subphylum Cellularia, Class Demospongiae, Subclass
Ceractinomorpha, Order Haplosclerida Family Spongillidae Genus Spongilia.

[0036] In one embodiment disclosed herein the Porifera is



10 harvested from marine water sources including but not limited to salt

water lakes, oceans and inland seas. [0037] In another embodiment

disclosed herein the Porifera is harvested from fresh sources such as

rivers, lakes, ponds and streams. [0038] In yet another embodiment of the
hfresgtgv er source iS I?cated in Eur&sfil?, % ecifically the Russian

PegRYation. [0638FI N AR R0KT &R DSHATSH P QoL BleAL PR wates fRkss:
ocgidnscere itherdseatic is made from powdered Spongilla. [0040] In yet
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made from powdered fresh water sponges selected from the group
SOHEHS ST SHAVRIfIdAR AR 2R BHRANS fragilis Leidy, and Ephydatia
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spéﬂﬁ@l@%.@ @ﬁ?@&l&%ﬂ’g“h other active and inactive ingredients.

[ tIén?gredlents include, but are not limited to antibiotics, anti-inflammatories,

Iseptitnstian ebadimRitt Histioged recinisdr irierbeoxaEe dhrransidc is
madid)omnestaees Sparaiirowder, white seaweed powder, green seaweed

der V. el, jojoba oil. . The Spongilla. powder js present in the )
oo G o G e ot f PR b 600 PRp e
is BiRgthEPBRpYERTRStefB et penes iselheteddmivdtimgredients include
coMWEERESIRsIgNd1RBYHR arosporpneisiagR WRIS A inisstian fiskiied
[Odlxgﬁer, ﬁlgmgﬁd waﬁer, ch%regdon]lle\g ter and calendula” water. [0043] In
ahother SRISCATERPARLRRESISRERSA TSHHB mRsiewAgredRAeshaities
copiranndgsbwiibaibeacotpeadid tiasdinesinfragianse|rgptaiimgsancheimadilieats.not
ik dRnyiRBOSREn GRAMImeN dsrlassdihereinds e ﬁ%?ﬁﬁﬁt%at{&
composition comprises from 1 to 1.5 grams of substantially pure
Spongilla powder, and at least one additional excipient selected from the
group consisting of from 0.1 to 0.5 grams of green seaweed powder, from
0.1 to 0.5 grams of white seaweed powder, from 0.1 to 5 grams of 0.2
grams of coral powder, from 0.5 mL to 5 mL of 0.1 % to 10% hydrogen
peroxide, from 0.5 mL to 5 ml- of 0.1 % to 10% boric acid and from 0.5 to
10 mL of water. [0045] Other embodiments and characteristics of the
invention will appear in the course of the description and examples that
follow. BRIEF DESCRIPTION OF THE FIGURES: [0046] Figure 1 depicts
a specific geographical location where one species of the Porifera of the
present invention can be harvested.
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[0047] Figure 2 depicts a patient before receiving treatment for acne in
accordance with the teachings of the present invention [0048] Figure 3
depicts the patient in FIG 2 after receiving treatment for acne in
accordance with the teachings of the present invention DETAILED
DESCRIPTION OF THE INVENTION [0049] Natural Marine Products are
relatively new and have become a active area of research for new
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as spicules. Spicules cium carbonate, or
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accordance with the teachings of the present invention

DETAILED DESCRIPTION OF THE INVENTION

- [0049] Natural Marine Products are relatively new and have become a active area of
research for new industrial chemicals, biclogies and chemotherapeutics. Natural Marine
Products Chemistry is a critical part of this research and is responsible for the isolation
and ldentification 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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constitute the filter-feeding apparatus, trapping suspended food patrticles

as they pass along the series of internal channels. Because sponges are
essentially sessile, they are heavily reliant upon the effectiveness of their
ceWinew/oh@pmels in trapping food, oxygen uptake and remoyakQfoaRsiBsiss
products. Sponges are highly susceptible to pollution and release of
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sponges and their symbionts in the lab. There
Galcéﬁ%ﬁ?éﬁgpﬂ@mpﬁﬁﬂﬁ%ﬁé@%@@‘also critical, because seasonal and
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they ARIHYRAD RRARNGURGI s 200 Dowders o cgi?ﬁgg(c:f Shannels in trapping
food, oxygen uptake and removal of waste products. Sponges are highly susceptible
to poflution and release of suspended sediments which block up their delicate
system of tubes and pores, thus preventing basic body functions. Sponges have
great powers of regeneration from injury or predation.
[0053] Two reproductive processes are known to oceur in the sponges: the one of
them, asexual, and the other, truly sexual. In the common fresh-water Sponges,
towards the autumn, the deeper layer of the sponge becomes full of exceedingly
small bodies, sometimes called "seeds” or "gemmules.” The whole Sponge dies

down, and the seeds, enclosed in their Ccase, remain uninjured through the winter. At
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including fresh water sponges. Folk medicines known collectively as
"Bardiaga" refer to powdered fresh water sponges and used for medicinal
purposes. Russian folklore and homeopathic teachings suggest that
Bavdiaga/s4ssefu 1 for treating such diverse syndromes as bgigingaoz/028155
arthritis and rheumatism. [0056] Bath sponges (Spongia officinalis) have
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4 T/US2003/028188” [0057] S A
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arqn ehepnarifoabRiidhisents stheydeithenpiuaticansalabgaiibie SRS upply
§ i opi jologically actiye (bioactive) =~
B o PRt e s vkipbitty and
repﬁ?grné{&%)&&fr{ﬂﬁt‘?ﬁ@%fﬂﬁgélﬁgr@m@? #hdlsiotitifieatj v use seasonal and
envanthindiatainohEons Sintbr -t RIRRAIIS S HNSISH é‘ﬁ%%?éé%%‘?éa

| \Y unds remain uncharacterized. Furthermore, as diSclssed
PO o S RS, bt e meleguios are

9XP&§*R@Fﬁr§ﬁmﬁ§dm@weigMmpwaﬁylméﬁraﬁﬂdﬁﬁefpéﬁeéﬁ@rmméﬁw

%of literally tons of

g e Ve Lo o e pource

. _.sponges. Many of these
Justtfﬁ%g%ﬂmgmraﬁp%yh@@ﬂs@r@%@@uml srappitanysmeshamiemsolbaloy e as 4
restieisosbifa pisiiie s wwgﬂdmmﬂg%uﬁﬂﬁrm@e% V=

. invented the , technology of development Poritéra Spécies
b’“%?ﬁﬁ‘é’é%?ﬁd?{??ﬁ?éﬁ%SW&{%%ﬁ’% (e Af¥HBhAGRtRHlicals tenmextial
suceggsusiminimalliamamierize individual bioactive compounds, maintains the

AT G ' ially synergistic properties and resolves the
Lo0 B e T G e PabeesievedrApaared in
homggpaRgusand giagfsmsfinahiretinedRimtiladntusiss Eas®&Eill8pe and
Eurdsroiiaeaidy i iatili presently used to provide
: ul ugihf}far aceutigglmc%%?oﬁ?g%sgtﬂl}; #é}%%ﬁl%%n%gr%éﬁew r@grgﬂg‘sﬁ tigRnimals
ne Qﬁﬁs%gﬁ%.ﬁa%%séﬁﬁm@f@amwmm;m Borifapdiagn

refertie patwilated inetswatapoieiedisadicals ihahRmuids P& GRS Tions .
folkl SN AL AP ?é%acﬂ?n%s suggest that Bardiaga is useful for treatin

g such
diverse syndromes as bruising arthritis and rheumatism.
[0056] Bath sponges (Spongia officinalis) have also been used for centuries for
cleaning wounds, for contraception and even as implants after breast cancer
operations. Furthermore, folk medicine and natural medicine literature is replete with
diverse preparations made from dried sponges and used fo treat and palliate myriad
diseases. The oldest 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 & uniquely
effective folk remedy.
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and preventing a variety of diseases, including, but not limited to, acne
vulgaris, rosacea, seborrheic dermatitis, eczema (atopic dermatitis),
psoriasis, photo-aging ,and actinic keratosis. The synergetic
poRyhHEFAEEH0f these complex biologicals has advantages @¥gtus2003/0281ss
synthetic single-ingredient drugs by providing greater therapeutic benefit

[ e Sirvessplinguiciye SpeaifiatlRD/GRL | limitation, but .
I PREGNAS ar %mebodim%nt of the in%%ﬁ%%ﬂﬁ%%séﬁﬁy stsceptibie
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aW&Mmmpmuermmmsebmgzrmu@g@rbimd%ﬂ%gﬂ% hmain
urkPEABReEMSS Mﬁéﬁﬁéﬁéugg‘%ﬁ of the gse aceous follicle, P. acnes
proliferation and inflammation. 14 Wer2Go8)ia 4888 itopsigecusprends are
Prediipgdrin srdramely fevaeprcerdfaticivos aftbightr B RIBHINYSSHORA fherefore
theio iiditctiva 16 hRte R0} -foxic when used as_
pller o lRPIRR A MLANE D2 AR LRGeS ol fltermlly

¢ orgsirgfcéethhe ical anti-acne preparations o
be-used zg_%?fe, W&Hﬁﬁﬁ&ﬁ%ﬂﬁ]@!ﬁé@l@@#ﬁmwmdﬁek efficacy
throvgtapetuttelly [PEBYStcdindUssBPIaRRYRaIGREIFRHR HBRBURBS tost if

pufﬁiﬁﬁ'%%@rﬁi@élﬂmgﬁéﬁ&ﬁ dﬁ%as{e of t&gegllosebaceous uct.
Propionibacterium acnes proli STSIRIP NS BiRsenpivwRMes hheiwertad the
tedhnlaeyrelidreaiopynent Rotiessispaties mampssitions| ik Yo nRiRBUAISNOT
appiestivie PHOSTERSES Sh VR soRHibUte, to the Inflammatory. reaction in
corRERuagustular type acne. The ove%]lsj%v O% éil | EI%?I%% rl%?s’?gé fedliRigastive
eRergendetyg iifegiiiant bekinstentimlrees thisticconopksatingiis
respwamiion prabkbmecyestionty ARBrexiaHE s ReGent of P. acnes are
00kR§iStERLIA, RE Y more  of antipiotics typically used to treat acne.
[ %@nzﬁ%ergmf&?% S e%d%?mwg- &Pﬁ@m‘ﬁﬁﬂléﬁﬁ@h@lﬂ dlagreiniotes
Sp%ﬂé‘r’;ﬁg%ﬁghﬂﬁ@f ;;ﬁg ﬁ@hyﬁat:mémaﬁﬁsd b?ﬁb& BRIGXIfl TGEEES provide
phaiFg FEeRssch roxide dismutase, catalase an
esRier skin antioxidants th%%?(&g Yrﬁggﬁ%ﬁ%eprfg%?ﬂﬁﬁam Redipfficasyie.
esting, LR REpRENAKesRY hasisisnevered that Miyitraile ananti-aghRaj sources
of camiieatifslofieareteie pridafieshs fipBiG legl.compounds sych as
an dg?gg%l‘{?eroaxide. nd \gith the ing:reasr,fa\‘%lB Cﬁ#ﬁg‘?ﬁ%\%ﬂ@-? g@#@ﬁs @ting
fects o'}%ra\f%?ﬁa‘gsog (FPasapdnrbifinm dus aoUinviedita, grent vetrhfiy,
rosaseq, srerdedoattrataitisaad e S BBrHIARY SIALEHOR GBS g
~and HhHRRASRRIs. The synergetic poly-pharmacy of these complex biologicals
has advantages over synthetic single-ingredient drugs by providing greater
therapeutic benefit and less overall toxicity. Specifically, and not intended as a
limitation, but merely as an exemplary embodiment of the invention, the present
inventor has developed therapeutic compositions derived form the fresh water
sponge species Spongilla lacustris L.
[0059] In one embodiment of the present invention an anti-acne vulgaris
therapeutic is provided that effectively treats, palliates, and in some cases prevents
the most important pathological factors in acne development. These 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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[0061] The mechanisms of action associated with the novel anti-acne
therapeutics of the present invention are multi-faceted. Like most

complex biological therapeutics such as low molecular weight heparin
preparatineay®.g., enoxaparin, sodium), the exact mechanisrrg,@f,%ggi&gl&tmg

the present compositions are not fully known. However, the present
FlRYRAUReliRVesi WithayBeingbound to these theories, that the active
ingredients of the antﬁaﬁe%rep‘)gagrgglt?ortléeoﬁg%f&nednﬁgp e conducive fo
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to %ﬁg]_%é&ﬁ#g&&c rﬁasm%s% lood flow to the treatment area. This results in

nereased amounte of E;Sen, nutrients, and antibodies reaching the skin
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Prodifee SherpRlRclrdactars folipwes hx s aseserised Bistpociess reticlty in the
pradustioreveriacivel @ﬁﬁéﬁfdﬁ&%f%ﬂiﬂﬁcﬁﬁﬂﬁﬁﬂé?Httﬁ%rmﬁéiﬂ{h&&&%glggcﬁon
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in égo%o%4§§9 I?CT/USZO 028188 comedones. Furthermore, re
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emaipensrd pidkhiols sesiatzniareisyefiBcasrbe tesainasneas ve R HeBiment
inereas) ing and sebum plug and loose
ﬁ‘ﬁ"%@ﬁ;‘%? B RS A T b ooy more

of hepRihliga érmiraivassH tsr isont eannc Banayl peipxideyasraraaltcointive
treatnepQUISKIbbRsiasia SRINISSITBMAFR HISESPIS BIHCE rthermore,

beri_‘r%?,iammat(ifn. Iso it lﬁa ct as a vasodilator and improve |ocal
R S AUEe AT AR R d SHiEdpYals s cnesesideciretane,
catpieentod atbgrrekiucmtikiidiaity teitheonasiiteationpRIVEMPIE AR

r | icles, FEurthermore, significant clinical
B e 1 RN Ao B bt pigtcs.
the slelelarioHs HEtopiealiyrppliet campondile ctucmtsrifamy gieryide and

itletieciniafitid\aliieasng infesl ' the chemical

Wit.baj nce of the skin and uItimgﬁgig)%%n\gé t ﬁ&%ﬂg@% ci)||a ﬁﬁ'«g’%g&cﬁ%as the
re 'Eﬂ@%&ﬁ?."ﬁ%ﬁt@éi%?ét PESHIErIRW risirak efferiverreatmaemdy for acne

vulgaginificaddijidests dtieinsitiedibsshethan people their ages that do not have
e B St Sl s
of theveieasntdovantisriascampitfanbiatinLie alostiogips i dRaIYArapeutics
sucRACRIW Bl RIS USIL NP EROaCis R PES® E%E‘ie?ﬁg%ﬂ? sodium), the
exact mechanism of action of the present compositions are not fully known.
However, the present inventor believes, without being bound to these theories, that
the active ingredients of the anti-acnhe preparations disclosed herein act
synergistically via one or more of following mechanisms. The present invention
stimulates a localized histamine reaction that dilates blood vessels thus increasing
blood flow to the treatment area. This results in increased amounts of oxygen,
nutrients, and antibodies reaching the skin cells. Due to the stimulation of blood
circulation and lymphatic drainage, the removal 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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Accordingly, in one embodiment of the present invention compositions are
prepared having high bioactivity and contain high concentrations of zinc,
linoleic acid, antioxidants, calcium and other biochemicals that act to

blogR thesasmditions that lead to acne and facilitate the healing{9Q6#4h3/02515s
When used as a peeling agent, the present invention rejuvenates the skin,
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[0064] When used as a peeling agent, the present invention rejuvenates the skin,
stimulates new cell growth, elastin and collagen production and improves skin tone
and texture. The enzymes contained in the compositions dissolve and digest old,
debilitated or dead cells from the skin's outer layer without harming the younger,
living cells and resuit in softer, smoother skin. Overall, the compositions help to
dissolve stagnant spots, infiltrates, remove superficial scars comedones, regulate
skin pH and sebum production and prevent further acne eruption and scar fo rmation.
[0065] The present inventor has demonstrated that the compositions disclosed
herein are effect_ive in treating mild, moderate, and severe acne, rosaces, seborrheic
dermatitis, eczema (atopic dermatitis),-photmaging and actinic keratosis.
Furthermore, the compositions of the present invention can be used safely with
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material of the present invention is an odorless, grayish-red
non-hygroscopic powder. The powder is partially soluble in water and

forms a greenish-red colored solution when mixed in a ratio of | part to 3;
PRS0 to 60% percent remains insoluble and compiisesHigs orsiss
organic fraction providing compositions of the present invention with

traﬁammaraﬁeas‘w@pwaeﬁhame@;lﬁa%@@cfa@mgé%sﬁéﬂlﬁﬁdﬁwﬁ%‘(}’teﬁé‘t

iR XIS 7.5 with a mean pH of 7.35; the specific gravity IS
! betwcgzéen appbr/gé%ﬁa%%? rV%ﬂl] o g?’ﬁ“’%n%%fﬁ@@%@f@&ﬂ@tm and

SYPEIR GHSApRGS Bisbiline but hetilimiactbOantiistiesaramiieammatory
prezespuspcibgieen 200 and 900 nm using methods known to those

dled {n the art of physical chemistry. [0068] Table | includes a
[Oﬁgt?lflirq i\f%réﬁﬂgbcf% (HRIGRARURNS 25¢ e sriaine ahdrmmseydital preparations

0
of mmntsnmu&@f@@@@m&éﬁcﬁﬂjﬁ@glﬂﬁ% Q&ﬁi\@& t-ll;é%l ?e!yént
; ni nic, of Enzyme Activity Units
I acTNat (A SRR o 16 ARk HeriD Aibisroaenty

Unficigcting el tiialn as0ate (ernstethfaraBLING AliskinoRar 8V BAMent
adhaiserBeaasiusnd dRudBhlanualda's L AMOAmRAANe 208, 4 o

ransferase ﬁmmonia 30-40 Glucose 0. -
r

7
COMRESIURNS I NG O RRE ivsntion 016YISa nelkite insterokios So M umespen
proghaté latielinges rieyee iviih @ Uit B 50Xy FHERCSHE ymﬁeg%@gt&gagn

A e o T RS dpomambimen
of the presenbiRNsitien Brdur isbifting 308 h2fuctions for use that comply with all
applicable sections of 21 U.8.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 greez;ish-red colored
solution when mixed in a ratio of 1 part fo 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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Phosphate 420-430 Nitrate 25.30 Bicarbonate 540-550 Carbonate
120-125 Silicates 13-15 * Ranges are approximate and based on normal
laboratory standard deviations for the assay methods employed. Assays
wenOdsteidtst using standard analytical procedures known tehR88003/025158
having ordinary skill in the art of analytical chemistry. Enzyme activity Is
expressed in units of enzyme activity per 100 mg of dried material. Units

T ed on a recognized International Biological Standard for each
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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 Porifers products of the present inverition
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 compiementary 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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of blood vessels and skin. Studies have proven that copper is also
essential to tissue building processes. As we age, our skin thins, and

lines and wrinkles develop as our bodies become slower to produce
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Moderate to severe acne literally consumes the body's supply of zing, causing the

patient to become systemically zinc deficient. When the skin is zinc deficient the

clean up and repair of infections can be slow and possibly incomplete, allowing the
potential of scarring, Zinc is especially critical with cystic acne because cystic
infections do not discharge waste materials.

[0073] Zinc in sufficlent amounts and tight form acts to prevent acne as well
Testosterone in the skin converts to dihydrotestosterone, which stimulates the.
production of sebum and contributes to acne. Zine via 5-alpha-reductase inhibition
blocks thi§ conversion and thereby reduces sebum production. Zincis required in
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deterioration of skin function, impaired wound healing, and skin atrophy
caused by glucocorticoid treatment. Contrary to experience with synthetic
steroids, naturally occurring steroids contained in the present invention
protiH@URE&rAt anti- inflammatory effects without adverse proReiRSos/0251ss

described above. [0075] Enzymes are specific biological catalysts in the
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the aunctiéanm\@ f'\ﬁBﬁ'.‘i'éﬂeélélﬁ%ﬁ%@a@@mﬂemmeﬂmmmug@fams

anghurenmrizDan® Eﬁ_ﬁﬂﬁiﬁa.ﬂrﬁﬁo@@aﬁ%%%ﬂ?%ﬂggwr%?nel s gﬁﬁ
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dis@msgs. lymphocytic leukemia. [0079] Gamma-glutamyl transpeptidase
nzyme critical in antioxidant and anticancer defense.

T).is,another e
e it
srprestivEb & & SN16HK R AR AE-Halnd form ih the skit
y 0 g tﬁ) IofR D eskin. it
occt‘}geéﬂﬂ%%ﬁ&%%rn]/e?y |ﬁ %Hg Jee n%ri]s, ggtprggt?entth gﬁ %t%o of Itzr: total alkaline

phosphatase of human skin being present in the epidermis.

[0077] In a study that was carried out on leukocyte enzyme activity from prints of
skin cut wounds cyto-chemical analysis revealed a rapid increase in enzyme activity
in the fourth hour after the wound occurred, which can be explained by the alteration
in leukocyte metabolism induced by the damaging agent. Thus suggesting a critical
role for AAP in wound healing.

[0078] Asparaginase is enzyme that has proved to be particularly promising for the

treatment of cancer. Its action depends upon the fact that tumor cells are deficient in
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

20



research. [0080] Superoxide Dismutase (SOD) is the best known and
perhaps most important of the antioxidant enzymes. It converts the very
harmful free radicals super oxide to the less active peroxide, which is
themdunsesconmverted by other antioxidant enzymes Catalas b 35@%23183
water. The natural synergetic interaction between these two antioxidant
rezpingmestsohetifetescth® srst alf i;‘{&h\%yc% radical cqntrol in
oﬁéﬁéf%@ﬁfa%heir I:gi?ombined ctivﬁgérepreserﬁ}tgsé ﬁr%ia%%r%%%i?é)gm R rtate
Deficiency In' < & RYSReR! ’ﬁ]Bgf'ﬂb‘ESP%ué%l&b%f@ﬁﬂéiﬁnﬁbmafory
CHRNESIENIEB1 hrebeendemutgEsts $tat PERIMBYPE, 808 MRS of acute
lyiiHPRHARY ROR¥ME involved in free radicals scavenging and marinating
nglfhm mbrane integrity. Compositions containing SOD/CAT have
[ onSiatEeE giiaus rreseentigess (peBtisemibatemeyis Whes in
ardivmidizistensd|dntiargicrlBRIiRALS SIgMHEAR ot regovery, .
arl@ifs.ARd feduced convalescent periods ha%@%%ogé]%ré?s'grbgt .%F’o?@g{%ﬂ“s
when used as S TRe AP ety iven GG isrowpfdhemeestistudifidcts on
chgsygals *thﬁaMQhammm@d@éM@%hQW%ﬂ%e%%ﬁﬁe&%al
redditan [0082] Ina study conducted by the Department of Dermatology,

Suleyman Demirel University Faculty of Medicine, Isparta in Turkey,
m?éé’ea?&?é’l’@ﬁ‘%&i&&fé@&ﬁéﬁ@@)@ thedotisikoRygEanseSiRS S most
impoftEminod thenoftiasitf Mo lpRruNiREMRe AML - Antioxidant defens
Suﬁ&zg Stint eu]kocyte@.l The results showed %ﬂ%lt\%ﬁ%% rag{gafs

Signi icantly decreasstl RAPKES Whisiids theschudher semtatdy dtbgs
anwaéﬁm%iﬁ;y@aétﬁa@amvalin&b{eairértreﬂi@?QM&P@%F%%%%@QQ%%
betbedn SUEAtYE, mes are. severely impaired.

Ceruloplasmin (C‘%) %%}'@Eefp ﬁ-{'ggn aﬂ?ﬁ%%?&fé%ﬂﬂﬁ%ﬁfﬁﬁt’ifﬁﬂ%m of free
radiedrgorEnlim P bediaantant femiindit abtivity espeisciine Avesjis Hifi-agin
factuimbeficgen MBOBMRICEIShE Ridd ent studies haye identifie
prog%%lugg as another major site 21 Wci))wzé%}é%ggef%g@rﬂ%?% HG3)858Ys

Grep Synthesis. Ceruloplasmin plays critical role in host defense against

[008%jd Rrecatamamyent infecsion HSEHS m@%é?m%%&'%ﬂ%ﬂ%?ﬁ& Med in
fre é?@dﬁfﬁ§%?@f@?ﬂ§% the %%ﬁ%@agé% BLEE?d to prepiare topical t era}p.e:u%cs

is Spongilla lacustfis. As dis ! R’%@V& e prepapastionst
conmﬁm/%ggm@mwmmmm@c&tﬂi%&%ﬁ@%ﬁg@tgq to
supﬁgmﬂ%nwré%hmﬁmg'pgsﬂ%? &aeﬂgmsasr}gm cg%ctl?r%%;cl:l\i\élrﬁgg?’in
recovery ra?es and reduced convalescent periods have been observed. Moreover,
when used as a therapeutic SOD can exert strong regenerative effects on tissues
that have become hardened or fibroid because of age, disease, or injury.
[0082] In a study conducted by the Department of Dermatology, Suleyman Demire!
University Faculty of Medicine, Isparta in Turkey, researchers investigated the role of
reactive oxygen species in inflammation of acne by determining the activity of
antioxidant defense enzymes in leukocytes. The results showed that activity of SOD
was significantly decreased in the acne group. Researchers suggested drugs with
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 remedies (e.g. Bardiaga) for
centuries. However, these crude preparations generally comprise

mixture of various sponge genus, myriad contaminates
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including other marine life forms, soil sediment and other debrisect/vsa003/023185
ated with the Sponges' natural habitat. It is produced without

23596
8} : . :
batch-t” ?&Ec&%ﬁé @9%@@8@@!&08]}1’@&1‘W%sév%gﬁg%ﬁgdﬁﬁve
sleonegecuidimés:tiare collected randomly without regard to envitonmenta

but not limjted to, the presence or absence of

glifjo
£60: ! NS SHEDS Iarge?g{ gamt,\gtmegpm@nmy@mta&aﬂ@%%is used to

redators, water tem
E&‘ﬁﬂﬁgﬁj Gpicad iharapiitdicy ieSpoomaguanhsthese: itions, like
prapyratidas SRYER ALY %’Sﬁ ts yvere s |deR§§iI§§£|g§§§ aﬂﬁ%’f?et??"’e’ crude
t%ag eroys IZO use, Unlike cru g%(ﬁﬁ ?8!%88%@%?& ¥_BHEp BWlieding but not limited
con‘?jooé’ i ROYPHR forRandie fragriis deigyiseraUBSYBHAYIBYS s, have b
\SisshioyizatiowstipiB I BRI Bl reHRsiaatal R " refers to anzituraF sen
Bt ﬁgggi{éjﬁ@@l a Porifera sp. that has l%eé% s%@é?g?ééoﬁﬁﬁﬂw”es-
V\eﬁréi\éiltl%rér’gental & rlfrﬁ%ﬂ?ﬁﬁasrga@rﬁﬂﬂé@ﬂmﬁee meorEstiéeteitixture of
PeRiRIgeRYenthysiay edratnchisites iHORRRITNIR I esent ipventor has
glini resea%rﬁc]g (;t}ﬁg? ﬁa%r%g%tﬁg% orms, soil

deiront b
s mmm@%%ﬁﬁ?%%c‘?‘ﬁ%ols PRgRSIBhevbhapitat. It is

d formulation pro

o
pf8lce ns@}ge%@ﬁ%fﬁs{aﬁahm@aamm, el A TDSBRASSALRISASTY

reproduci
0ssessing no more

M ! . ; )
gernferdsimngerapietees wial Qﬁ)‘ﬂéﬁ@cﬂ% #i%ﬁ%i‘é?ﬁ?ﬂbrmmﬁmémmai

A-0rdi i, F le, wh
R AL 25 it o R s i peseeiep brabochomer roabisraon

teSRGFANSR S bHiaier DressuiEIasRjarEeRRIIR, COLR) SEEEPPEM 1o cycle

in the sponges' bodies.

Coreeqish | ed with
e idgn ﬂg?qu%%s%géaﬁgbu ity gﬁ}gfg?ogﬁﬂyeo&ﬁﬁﬁ&ﬁﬁj@%@@tmmmere
SoloR SLleasials eitpin reigewands (et BRAIR8IABl s e
y

thevmgntchrapcsiovne exipis el NOBGKSPONGIE ecustt o gererdl

making the compositions 0
S o e yinc st nallumshstore kst
SPgriiwalarBaniieyarepl] thaa iidDEaRCSBERADIRS 1,22 WO 2005/034839™
incﬁﬁﬂi{y@ggao%@%élg% rder.to avoid collecting envfr‘t‘)lﬁﬁﬁ]é‘?ﬁaw fekried

riants having 1e4s h%n%@ggﬁ%&gﬁ%y%@éséﬁ@mwﬂudm&ved and

LV
Sizaatermined that S. lacustris is preferably collected at summer's end on
changes occur which

Gusg BResAd Spamidatics. pactostils HOUHSHABHE S Rng o
reproducibly effective topical therapeutic, Fresh water Sponges are easily identified
by competently trained marine biologists possessing no more than ordinary skill. Fo
example, when a fresh-water aquatic environment is observed Spongilla appear's asr
dull creamy brown to medium brown amorphous bodies. Often times larger sponge
colonies will appear greenish due to algae trapped within the sponges’ bodiesp )
F;mhermore, evidencs of sponge viability and bioactive compound excretion c;an be
:) ;z:\;z ;;:pzzlly and include such factors as the lack of algal overgrowth and
[0086] Spongilia 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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identifiable substratum having submerged rocks, sticks and branches.
Generally, lakes are better natural habitats than rivers and streams for

the development of large sponge colonies due to the absence of strong
curfeR&INPEEwaters such as lakes freshwater sponges formpeqla8igs: /vas1ss

ranging from 2.4 to 40 cm across in deer-hom- shape, finger- and
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Sopoi urj )iis. Ngﬁ}?r%ﬁéﬁ)%%g éﬁ%‘%ﬁ%ﬁg@cﬂ& Ukmove dirt, sand, silt and
0088 pinhisBeRroPRe R asHaliaenviratmaegedre Bpeee Vil it kSRt
Spaenge: el sEHIem ination, After removing gross
e samenmaging [ONEMMIAL SIS I
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envitermiemedli@ditions S. facustis colonies occur in a thin crust-like carpet several
meters across and must be collected manually, with fork-like tools, and nets.
[0089] Freshiy collected sponges removed from their aquatic habitat are mucoid
amorphous masses and emit a characteristic odor that most observers describe as
unpleasant. Before the collected sponge mass is dried it must be clean of gross
contamination including portions of the substrata, shells, stems, plants, small fresh
water animals, rocks and other impurities. Next the sponge mass is washed to
remove dirt, sand, silt and soluble impurities. The wash water is changed repeatedly
until it is clear and the sponges appear free from contamination. After removing
gross debris and cleaning, the sponge mass is weighed and dried. Drying is

preferable done in the open air on a warm clear day. However, commercial scale
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Consequently, large commercial drying facilities are seldom available. As

an alternative, collected sponge colonies can be sent to the repository, a

low- tem(perature storage facility for their quarantine, delayed processing

and 1ot 8?0?ﬁigf?egstigation. [0090] When dried under ambient, opeirai 2003028185
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bound water (non-chemically bound). The sample is then cooled in a desiccated

chamber and re-weighed. Residual moisture is calculated as the perceﬁt differénce

between the sample weight before drying and the weight after cooling.

[0091] Once dried, the sponge is packaged in sealed containers, protected from

light and maintained in quarantine at 55 to 75°F. Routine quality control processes

are conduced on the dried sponge material consistent with Good Manufacturing

Practice Requirements (GMP) and Intemational Standards Organization (ISO)

regiments applicable to food, drugs and cosmetics before being released from



drying phase should be conducted in environmentally controlled facilities

that comply with GMP and ISO guidelines. Manufacturing personnel must

be trained in GMP and ISO procedures and all manufacturing process
cIonmﬂmmq and recorded. [0092] _After release from qua];@@}{&gg}g%mss
raw, dried material sponge is further refined and processed to a standar
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mor‘é‘%ﬂb‘?{'&%f&?ﬂ? After the desiccated sponge powder is ground, it is further
purified and separated from contaminates by processing the powder with sieves
having progressively smaller apertures (Tmm, 0.5 mm, and 0.2 mm respectively). All
processing is conducted under GMP conditions.

[0094] After final grinding and sizing processes are completed the dried sponge
material is packaged in airtight moisture-proof containers and stored in the dark at
55° to 75°F under desiccated conditions. No preservatives are required due to the
natural antimicrobial properties of the Spongilla 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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approximately 0.1% to 100% substantially pure Spongilla powder and can
optionally compounded with pharmaceutical excipients including, but not
limited to water, saline, buffered phosphate, oils, gels, waxes, emollients,
glysarirnosiessssers, fragrances, colorings, antiseptics and anesthetiesios/oas1ss
Suitable waters include water for injection, irrigation water, distilled water,

i o o oLV A AT TRl
ma?ﬁqgﬁ%%keisoir%gi %)&?Sl‘g%ig a% @Y&@'ﬁbm 0.001 % to 50% or more

orem
1088pEnhwytoeraneyiicqorposititsaotiiag frestacingmtiof soeniarsatiation
piSaH Rl B A reseLinl hysician, Such ranges are well known
R the a?{id?nd cggiigggegr%ﬁ%%ﬂ}%ﬁﬁgﬁ@u?ﬁﬁ%ﬁ%p%?%ﬁﬁ%ﬁ?@)ﬁ?é'?"a“y

COLIRAHARED With RhRrmReaicel oxdivioniaireudingtheteat hineddbtiveter,
safines duffieneetions Pl dGeTE Ma e OMENRRLY, Qb ilp 8@%%&8@'

r,f roximately 0.1 % to 25% seaweed powder, from
b e R AT e P
injgctian, juimREeavRiergdisitiet wajenideoiizedohasy, kuidTirimied tamhers
ot EvsiestlprrAssRnl AR Al andoters. 4ol The
therapeutic compositions of the presen invention Senaei%m/'c rise
C%?ﬁf%%f&tammum trRRjORNtS SpomailGe frwde06HH ti fastor
mwaeispedifingaletunieqiistiRAehion he er&&m&vaﬁ%&%ﬁmﬁ%&l to
sci8n§i§r i r%ca reen seaweijed paowder, from 0.1 to 0.5 grams of white
seaw’ea%dg powder frorPlRd Bci'g’ﬂf"é?ﬁs SHChrEanasA e welrkoowroimtbe art

an@ﬁﬁﬂ@@fdat&manepwﬁheumnm@écmldm@erﬁaﬁ&nof&ﬂe%m%%@wﬂ%?
i % 10 10% boric_acid and from 0.5 t
o RS B BB LI o
apRoiERIeth rdehdR 28 Vngeielpeveasifroprantendngyely Omesttyl pataiseaweed
R By g : : pee
D o e K e ARt G mately

O B G o RLsac A ot Rkt drakioedo omered

jojoba ol
hydsbelsiphiatesoiishimaciss saiivpiients, ghtetiprsleansers, fragrances,

i isepii Lestheli be added as desired
O O KBibsm Fovani wRnmotlsSqpmatee
fron ReBri dwAriasna efsubstaotially forne Siptogiiaipngiexpehdaasass die
SIS o POVR dhe
e R DR b e

OreRR RARVAYELRRIWIRS HRELA: hiRi0&arams e hitesrrwesdabeatier from 0.1 to
0.5 gremsfofeotiae peladive fiohtabensyvahiag Plantain powder, from 0.5 mL to

5 mL of 0.1% to 10% hydrogen peroxide, from 0.5 mL to 5 mL of 0.1% to 10% boric
acid and from 0.5 to 5 mL of water, from 0.5 mL to 5 mL enzyme gel (comprising
water, hydroxyethylcellulose, hyaluronic acid, propylene glycol, methylparaben,
tetrasodium EDTA and propylparaben in proportions suitable for topical applications
as known to those skilled in the art), from 0.5 mL to 10 mL jojoba oil. Other
excipients such as, but not limited to saline, buffered phosphate, oils, waxes,
emollients, glycerin, cleansers, fragrances, colorings, antiseptics and anesthetics
may be added as desired or required.
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liquid ingredient will be considered equal to the weight of water (1 g/mL).

The appended claims will therefore be expressed as ratios. For example,

a composition made in accordance with the teachings of the presently

inVEAtOrPA¥assTontain 1.5 g of substantially pure Spongilla pop¢defisthsnas1ss

mL hydrogen peroxide, 2 mL of 5% boric acid, 1 gram of green sea weed

powder and 10 mL of floral wategXAsgqreposition would then be

osmeghasdplows: Lo parts of supstantially. pure Spongilla powder, 0.5

L partig 3% hygrog%e%%xgpgﬁgg,pﬁo HQ%JWJ@VB%?&W FachPBOYyRte inwams

angdaililifsn abearhiingrestiert oHowreveratassetexBstuwiitts Basieolanisahould

nofbeediierisrantfaRIBhe halpeeMiGaomEosl ared from the drie
R e el e i oo and

co%%?zp illa owdger can?ge @repared u _
ProledirES RRBIFATS ohsekiexifhieraiare. tie selafhiearsiobdickenchvolume of

ligic frgredtiontFoll bravpitidreo eeemMbodERaigH: mﬁ&‘f‘%ﬁginﬂl‘ieﬁti%“

' ' ' f10 f Spongil d
A R R 7 o e DL BB v rermpositon
MaAgrEcieREsdaRceMbithateantingserf thgatteserftydnvixtive thandsantads g

f Bubaearitig ' ting h ide_.
gc%'%nsforms@rﬁ?éiﬁﬁﬁ%ﬁ‘i“g%ﬁﬁm e Ry ot 5% boric
o

mIGUR S JEesdRaases Padananshidwelioffenchpplien hibeantiosition

wofiddHembesslaiiteg! amdulmwmotieq&defbﬂa;f@gtaméﬁﬁ%@i@g&g@@“&&k}a@n
to 7 days.

O'SW ' Recommended Usage. is ever

xamplé) § %%Pc%ﬁﬁ%%éﬁgréaﬁ%%ﬁg? gr%%&ﬁﬁﬁl 609N sHoWRed

Poviclen e Ehpariaref Pesslamelervaition, 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 acEixél'rhfglgﬂxture and application of this

topical anti- acne com g,sitio fo{rg%r essignal use includes mixing the
owder with warm liquids 57 % gﬁ%@@"@@T/USZOO?;/OZSRS just

[005@}0 rghgggpmﬁ@ mf@peﬁi&@:isaﬂe;pa reumia;du méfmié%Dspéga@ﬂiEb@ﬁﬁﬁF%%nffbe
:f@%gﬁﬁt@???ﬁ@%%’%&% ShaBSeSo FE LR e e Uty
BinsdiaBieRbPrepatatiose forcojampleeis mbpdinteniméthefttasent
presavé iMiamtopieapisanecietanapiate comprises of 1.0 grams of Spongilla
powder (active ingredient) and 2.0 milliliter of 3% hydrogen peroxide (vehicle). The
ingredients are combined and mixed together. The mixture then is heated in the
microwave for about 7 seconds. During heating hydrogen peroxide transforms into
water and oxygen, which results in fluffy mask of homogeneous consistency. The
therapeutic is then applied to the entire face in massaging circular motions, left on for
15 to 30 minutes, and then washed off with water. Recommended usage is every 5

to 7 days.

Example 2
Topical Acne Treatment for Professional Use
[0098] 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 miliiliters of 5% boric acid. The mixture and application of this topical anti-
ache composition for professional use includes mixing the powder with warm liquids
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home use comprises 0.8 grams of Spongilla powder, 0.2 grams of

Plantain powder and 2.5 milliliters of enzyme gel. The mixture and
application of this topical anti-ache composition for home use includes
mixmepeivespgarder with liquid just before use. The contents arghe8,403/02518s
applied to the face or other affected area with a brush, left to dry for 15

justrisfirsiaed mtmgb@dtﬂfféﬁﬂgﬁ’%afeﬁ%cﬁ’@%%Q%?%Mt}f%%é%tgﬁ%%a in
. &ﬁgrforoﬁovr\]/gell(gégt)r ur}tll E%ce |§ cleared and then once a week for
S naintenance. Examife o oupHas < Resuraring ofbwitvsiaien.

maintenance.

Re{@1onpréethukagsuitabimfdriprbfésgional skin resurfacing comprise of 1.5
grams of Spongilla powder, 0.2 grams of green seaweed powder, 5.0

milliliters of 3% hydrogen peroxjelg, g gixture and application of this

professional skin Lgsu%f%é&n% formula includes mixing the powder with hot
liquid just before uSP'H& CBRERIBRAIIRLRT P eethe face or other

[018ABclavarenibaslisientaf thetimosrtapuinom aseliabaaHaUka N RIS
norAe B OB A BB B e R powder

Recommended usage IS once a wi xample

andre o millitters pheprona@ek Bharaitenand epltationaf ihtstppisal kiti-acne

congrasitonfiSirieueilase MulRIeansiZ R mliksre el ﬁhﬁsnggrgglﬁe’?{;*ﬂo'#%.

als

calendula water. The mixture and application of th
T“eregé?d’é?é%?n%f éﬁ%ﬁﬁ%@&&ﬁm i%ﬁﬁ thethrsadferRdirwarithquiyghsteft to
dry ftdPerviseterrnddhesmteashe dedtionitfonier. LReatnHRAGAI RS RE0EH

day itV L REGQOAME, is every 2 days until sebum
yproduction is suppressecﬁ a%%% #%?‘@338@%%%@%81‘?8%%%@@?@8 WO
2005/034839 PCT/US2003/028188 Example 6 Topical Deep Peeling Skin

Treatment [0103] Formulas for B‘B‘@e‘h’ng of the skin may comprise of
1.5 grams of Spitnoipiiaipoaldiin(R3witsemgiCiRRdSEaMeed powder, and

0 ide. The mixt d application of
o Y B R S S Eas e prieas Braies o
SpopgilidRgwier 186k SRRB gtaneserestiemsiem & THRawEesHs mixed
hydii T lied to the fage .
b tthap S b R Sk G e
f°”“é‘é?dP§8§%im”ﬂ98 hgeRPeasdith hotilieuidiuablietose ise leThe canyeiots 20e
thenrappiied tortiefasbed offavitunierafdn MY dréiRrfAtsioh fEIBhaaalsy

5 minutes. Mixture is than left to dry for 25 fo 30 minutes and then washed off with
water. Recommended usage is once a week.

Example 5

Topical Oily Skin Treatment
[0102] Formulas for treatment of olly skin may comprise 1.0 grams of Spongilla
powder and 2.0 milliliters of chamomile, menthot or calendula water. The mixture
and application of this professional skin resurfacing formula includes mixing the
powder with warm liquids just before use. The contents are left on for 5to 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.



washed with 2% salicylic acid. The contents are then applied to the face
or other affected area in a circular motion. After 5 to 6 minutes, a mask is
saturated with hydrogen peroxide in circular motions. It is left to dry for 20

minesn@nddmshed off with water. On the third and fourth days_boric
ointment is applied to effected areas. On the fifth and sixth da)i/és(;,TéUS2003“’283188
moisturizer and soothing mask is rI}i}e L On the seventh and last day of
treatment, the effected area is ex ollatefD with a scrub. Recommended

usage is once a monfiPReA PR Paebagrikin Bfeaymergigmentation
oty dBom MY A:T sy BTy PRI SROSSIE BN B arlu 0
of thie’s

i may

Imi I s, - , etc.
S IE b TETT & SR abset poms eheind Smiisenctt

hysisaast peredde. illikeristofeansimpplieitichef R pritRsNA ASBHBRoling
folaustREBBEcPRliggLt cenqr, r.affected area in massaging .
Ocircular otions?fcg%ga%p%rgt}ﬁgngéﬁe)lﬂ tﬁéﬁﬁﬁ 2 ,%?t%)cﬁr‘&rfﬁr&%%gaw is to be

SIGAMGE s Hitunrpwrsnismipamilihalliasid Ristbeforendes Ragevisdnicara
thareaspiEt aple OB OPURALISRRLIIRINRGFE RO St 0108

ulas. for photq-d ed skin may comprise of 2.0 grams of Spongilla
i e AR R
T B e
Al [ e. ging i
e or g?hg? aff.ecit}grc"iaai‘réli ?:lrtijﬁ arcgg%ﬁg %ﬁb@ﬂ%ﬁgggedsg’ the face or other
afiBEed FEHBAHBURS TSRS SoteaBimitasies rsfsidssatufatedSuith
hyBgein e xiae ithercars Aestios Wit : m@ Is
wit wee EE le ?9 Treltrr?ent E\:%{ggodr?ﬁoe_ic Eﬂﬁ%%#s%&&%smd oft
ca%o_gfo 1%%?@0@'&059 dP g@&?ﬁ%@&“&&‘ﬁfﬁiﬁ@éﬁ gipledifo elinvtribereas.
Ongliteditéirrnafsigibotigytiapmwisturized antlibtoming skl WHaRan Bargde
ik 9 Ic agid., The mixture and application of this
S il e Bt B Rt 0 Ol oP o, ot
Reggmaeiedussaeisensne soritnts are then applied to the affected area
in a circular massaging motion. Mixture is than left for 30 minutes and

then washed off with water. Recramppgipd usage 5 to 6 days for 8-10

weeks and then, gpce a for maintenance. [0107] The preceding
exemplary embongjﬂ‘:ﬁﬁe(%mewtoo Egﬁﬁ%’ﬁgﬁ'%’ﬂﬂ] RYHESNd

nts'are
[0104] Formulas for hyperpigmented spots removal (including but not timited to

melasma, age spots, sun-damage, efc.) of the skin may comprise of 1.0 grams of
Spongilla powder, 0.2 grams of white seaweed powder and 3.0 milliliters of enzyme
gel. The contents are then mixed together and applied to the face or other affected
area in massaging circular motions for approximately 10 minutes, left to dry for 25 to
30 minutes and then washed off with water. Recommended usage is twice a week.

Example 8
Treatment for Photo-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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the Porifera compositions of the present invention may be formulated in
myriad ways and still be considered within the scope of the present
invention. The present inventor believes that desiccated Spongilla
powadexesigasmprises numerous biologically active compound§,8§%§%&}i%mm
to promoting skin health, promoting healing and reducing scarring. These

meEBAi e IFPmRSURR RS imited to antibacterial,
ti-inflammator ,aﬁi%%ﬁgﬁéﬂ%{ﬁg%ggﬁg%#ﬂafggSa %fg‘?ﬁ' wRRilag ot
W@MS@% REEOMInGNAE Ysracis Rimae Weshine, phosphorus and sulfur.

[0108] The exact mechanism of action of the Spongilla compositions of
the present invention remains unfkrawwieMoreover, the present inventor

believes that the&athesk £RBBIRAINL A gredients. ongib te to a
0 }S rgistic effect that may be destroyed or significan ?/ SfRed by
[ 2x§mgi8ﬁ’k\$%sEaﬁﬁeaﬂﬁhy%?r@af@@mﬁtm@@ahmve—annge@mgtsms of
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Safety Testing 1.1 Vivo E%Hﬂn LOOTHY8 S TREsesehsiid epeticinged
formmiia el sinrgaining tee BarsterSeith Aot B0 RGR9Fonassayauatashights
ar® HBARLDREYI HOBHBRSS ' uidelines of the .
l 1;Lr)\(t/)er é‘/tt[i}(?i’irlﬁ IOrgﬂﬁ?@tion f(?%%ﬁ%ﬁ%ﬁiﬁ%@gg%%afbaM'xmre Is than
© éé@%ﬂ‘%‘?mﬂ?@@(ﬁﬁaﬁ prwvith wabets Redermatoreddsage 5 to 6
dagefusifzdliorckeand Bienporiens mbHIS feskailiEapoistened with 5 drops
ﬁhloride apd 30 WO, 2005/034839 PCT/US2003/028188

o e B eohippiemts we diened asiolions nc

vehicle ¢

the opiyaramessifignacs foe Rrehentr VEhtsitemWBsTaIAdRED RS Rays
e sample

- ft | of the sipg|
e W A o st hhe e
mvggg)ﬁiée[\}\%t%sSB%%GPW%e%‘WQBHEQWQBmmﬁhwi@eisnarmmrcﬁtmion

biologieslfipattiecteshaitioledy Bsale [ of the test
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igle.s t ized
o e PR L A chitr oo imico

eva

to ajtierstptslotnticrfieenmations | Rtghal zainstier Sigadaslizativg A0533in

i i€ ' dical Devices, Part 10: Tests for Irritation and
adc@f#;% i gz(%irgrg] ﬂllef?egﬂiﬁ%%lss@%o%% 128 Eé@\ﬁa@rm&':e%ﬂ?ﬁﬁ@’ BtshHifesr
[0198in4he exarinaphasiam eiactionetar@pengiliitatenstiniohter rbbiesent

inveﬂﬁ@ﬁ@étr@iﬁ@'ﬁﬂkﬁéﬁﬁ?%@d@@%@%@gngﬁ%hg? C(%h%s\é%vsifﬁa? e iggtural

condh Ste(?ﬁe?ber 5,.2002, and the observations wee conc
IR grsgints sortsibutr feinvastairiigmitect that may be destroyed or

significantly reduced by extraction and purification of the aforementioned active

ingredients. However, the present inventor has demonstrated safety and efficacy of

the present invention as detailed in the following, nonlimiting disclosure.

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 Imitation and Sensitization. Two
0.2 g portions of the test article moiétened with 5 drops of 0.9% sodium chloride and



with the provisions of the FDA Good Laboratory Practice (GLP)

Regulations, 21 CFR 58. Materials Test Article: Desiccated Animal
Sponge-Thistle Identification No.: Batch: San Pin 2.3.2.506-96 Stability
Tebtthgeerdtete and on file with the sponsor (per sponsor) EXPHALIR 028155
Date: April, 2004 Vehicle: 0.9% Sodium Chloride, sterile saline Storage

vebimeitiomis Bricidareorglicans aporaabARRCRI RO RY 9@@%&%8“%(’ nd
EeﬁY th\a&%%;aﬁ}ll Wa}s ué |Sq 8 25 mm x 25 mm sections an. m0|steneo|a
With 5 drops o %rﬁy rSgeh Pers i Fas rMiherap andisema gfran?4,

4%@9@&?&’?@ mrznml@vahefghee@r@)mnwapﬁmmblaﬂaémf)aocgndiﬁons
fRRsisRRAe thé BIALSRONUS HE Usik istened with 5 drop .9%.
f:_hsoﬂium cryorid? The test aricle &%ﬁ%%v%?\éeﬁﬂ&%&%%ﬂﬁa fgRDits.
oLy drision ndexitarnhadast apisieaves ericwated!td lbkib.andhe
resfionsechidheirtesy drilcROwaingiesgshesdyapegshMith 4-ply gauze. Test
tem). [ ryctglagus Cuniculus) New Zealand 31 WO
058 5/@%%? é@@%@éﬁ%é%@mW@ﬁﬁ@ﬁlﬂ@ﬁ%l@r%@tﬁﬂé’@ﬂfﬂ?@m in
acHdgREHIBh {heraidelingsioé the nterattonablitghrelivvam IR M ktion
106 BRIGIcUPES , Four sites, two. on each side of
sGlhe ba?liéga{ ?} o?iftl%ﬁgg%faﬁirﬁgﬁ/gan qgg%dgﬁrﬁv?/é’rj % igﬂalfg%{;?{]%
ehRliE ‘?He% gé’%é?é%‘éfaﬁ SterY vsstendetesminértiezfpoteniial thea single
topiewl pptisationobfeteitiss AR B rdacoauian afdhadsst %ﬂ@ﬁé’i’%fyvcle was
0

i ed wi r f saline, and applied to each caudal site
o 20 s M s on amniemives B aMiicred the
obsanaien wealraneldednrdBefierabent MREIPKSS tRNNIRRRING - ab86rdance

itk e BhoRSisie Bﬁﬁéiﬁﬁﬁr@&:ﬂi&&g pudal s Lﬂgéi{f nk of gach

5g 2Nimal was wrapped with an elastic %E ri%([)ar??g%l [@?ﬁs‘i"ﬁ lllﬁg?&sreyrp': R
‘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 gaaéegarnge dampened with deionized::

TestAIREIS Desiccated Animal Sponge-Thistle

ldentification No.: Batch: San Pin 2.3.2.506-96

Stability Testing: Complete and on file with the sponsor (per sponsor)
Expiration Date: April, 2004

Vehicle: 0.9% Sodium Chioride, sterile saline

Storage Conditions: Dry, dark conditions;

Control Article: Four-ply gauze supplied by the test facility, was cut into

25 mm x 25 mm sections and moistened with 5 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 chioride.
The test article and saline were mixed to form a paste
consistency. The test mixiure was applied to the animalg’
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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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

follewingsteakssompletion for each animal. The erythema and = 003/028183
scores obtained at the 24, 48 and 72 hour intervals were added together

and divided by the total nUEBQ%rQﬁeQEﬁ‘?:FY@é%%RﬁeThiS calculation was

[quqﬁiu?ﬁﬁqﬁséegaratel or the test and control article for each animal. The

scofe for the ConREPIRISAME Dl e #ih QR 3sb rainbit sthaciavastitiepad with

anpieditheiPrenaln thtadan SdwatnThe, Roimans 4 Hasion SN SIdSER the back
ekRitdden [V together and divided by the number o

A abbits {0 ob‘t%a;i?&nntér{l%bgnmar?/%l ait(‘ljll\éerln?rlgI es):(g&:%g BResh kbl e sitsp

VRIS fetiohlanishes dbrleadd imteréwin witthedbisitoratatiomonasizes in
{emaemorrgedwmmmaﬁamas%nﬁ%m@mﬂy able. ghe :

Pri Irritation . Index of the test article was calculated to B .S%Jm?’ and
=l LT RTS8 5155 BSimbelh avoreUomtssaasanm x 25 mm
sqpare/ JbeoesionisitabenasRalbhied esbEaRR)ing MRk B Piged

F{e‘,lslg]:ore Primary Primary lrritation

wrBTRYY RSO Ang%ﬂ%C% o TrRRISH 19488 Salel sitase fbpfeink of

Category Average Average Irri
eaga I@T% 683 YV7opRed withaB58io liinded © enaintaio te gigiblachEIFD
Posilidh.0 AritiblEaiec2rilanetitg iarisletibiph fidfyRegction [No eaction
A R G N
Thesitnemererentiedipessith asghardaspeniRarMERSN o h BB 8 vater in
an Qﬁéhﬁﬁl% 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 lrritation Index qf the test was calculated following test
completion for each animal. The ery{hema 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 Iritation
Index of the test article was calculated to be 0.0. The irritation calculations are
shown below:
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Edema Formation No edema 0 Ve slight edema bare) erce tible
Well-defined edema (edges of area well-defined by definite 2 raisin
Moderate edema (raised approximately 1 mm) 3 Severe edema (raised
mave thesnlsmm and extending beyond 4 exposure area Totgl /%%%IO%
score for irritation 8 NOTE: Other adverse changes at the skin sd,El)tl?as S a(l028188
Tdgerecorded and reported Table 3. Irritation Response Categories in the

Rabbit RESPONSE CATEGQRY MEAN SCORE Negligible 0.0 to 0.4

Rt 9598119 g 2.0 lpfivigugle| Eanthived 8P oataly TERmgonse
Eondiusi %%8116] GAEt the pEROMGYS fHAmatiudy, |Hoitattnen|Catebooy
edema were ohsaned dfthe RIRIIMKG [HBBiRN Th Pyary Iritation

Index for the test article was [cAf&ifated o%grg 0. The(keR of the
G5B artigiggmas categgrized-asonegligibi (&5 2

655761 10 Pge03028 g timrviy theaPig.Tests [0117] The test article
iegigretow v evattrated o the p el to el delaygd\aaligiale
65gg5CToeg! oY) 0.0’ A .
l a nhlng in-th guinea

contact sensitization fottowing répeated-deetusive-patehi

Tabi RSN BRS FABARIEEATESLARIhe requirements of the

Reltiggpational Organization for Standardization-10993:-Bielegig MERIC
Evaluation of Medical Devices, Part 10: Tests for Irritation a R%QMQAL
} Irst

Enflemiizati ®tschBereshatiigle was received on August 30, 2

Nopsytinewas applied on September 17,2002, andthe observatigns were

Veryslightierttbartofblrel\?geep8biEye Susceptibility of the Ha tpy guinea

Weliidaftremheo/thémmawn sensitizing agent, T-chloro-2,4-dinitrobefigene
2

MogeraeeBYythambeen substantiated. [0118] The stlidy was conpigctetin

Sevgreoprhemavifbeicrprindsi) ne afsbiedr Ddiniafey bREFEREY gractice

_graginomf Reiigarbns, 21 CFR 58
Edema Formation

No edema 0
Very slight edema (barely perceptibie}- 1
W_e{!—defined edema (edges of area well-defined by definite | 2
raising)

Moderate edema (raised approximately 1 mm) 3

Severe edema (raised more than 1 mm and extending beyond | 4
exposure area)

Total possible score for irritation 8

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

Table 3. Irritation Response Categories in the Rabbit

RESPONSE CATEGORY MEAN SCORE
Negligible 00004
Slight 05t01.9
Moderate 201049
Severe 5.018.0

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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Materials Test Article: Desiccated Animal Sponge-Thistle ldentification

No: Batch: San Pin 2.3.2.560-96 Stability Testing: Complete aria on file

with the sponsor (per sponsor) Expiration Date: April, 2004 Storage
Confditizansniasyy dark conditions Control Article: Approximate 25&%12? g 028158
mm sections of 4-ply gauze were used as the vehicle. Preparation: ?)

HgramIpofiiorSoirtbe Figtragisle (weighed by sponsor prior to submission),
tle, was moistened with 5 drops of 3%

. e i
i}qﬁ;ﬁﬁ%@%@ & A SRR der sheckolvetnnivest i

i fi%f%’@’@ﬁ%mmMm%"tﬁﬂgf@%&&ﬁ%%w%ﬁ%w&%
guise aPheoa | e animals' skin. The tes
omiySwas agf)r\?v?d éo a%?e%)? gg%ﬁ]ﬁ?gg,etﬁ%wmﬁﬁﬁ@ﬂ%ﬁ’ﬂﬁdfﬁﬁmaﬁonal

auze. éﬁeg{es_qegﬁ.{ @mnﬁ}?% @elggiptiCedus)icldHd SRR ices
Paghy: Lﬁmmleﬁmwwen@mmmsﬂ@@@%% 83:3?)’% é} é%g]%?"%i éirgy '

i fi Hbﬂmts 2005/034839 PCT/U ]

A%gt I—?gr’;g{/dgieﬁlo gu.ggg\%%“ﬁ Y PR ILa P arirsTeany ToreRsimatien

ob@ﬂ&%éﬁ%ﬁt@%ﬂ@@mmmaml mgg[g@;ﬁgg;gwﬁgip[a ey
gumidzbpigesnaie e e. KheRislARRLS 'Qg?gt“iéﬁ‘ate to the human exposure
halohig.and will permit the evaluation armal L8t Dikinbe R IS,
0 c%en%ipser?sﬁ? during induction and challenge phases. Reactions
ctiyh@ridied\tiveatopinal et iG 4o B eite, &, rved. The
Go@éq_%igw (p;‘rggﬁbégzglﬁg E%ﬂn to.a kno&v%r?, !gitrgéglt?)jl%\gsé%%sngf the FDA
1-chloro-2,A°dinfrogensend SRR 2 deFR BB stantiated.
Experimental Procedure [0120] On the day prior to the first induction

treatment, each animal was Weidﬁétﬁfiﬂlsi identified. The hair was

Tegbhrticled with an electrﬂ}@ﬁh@ﬁﬁi&@ﬁ%ﬁ%ﬁé‘ﬁ%ﬁ@&%@@&o guinea pigs
' e

signa?ed as control

d | s test anials and 5 guinea pigs
AR S B SaR i 3ﬁgéﬁéra| health. [0121] The

nimals. Each animal was
Sta%l

folieRiingy, an aliquevoipetstastimixmesvBHRPRISLI? Al sponsor)

Expiration Dgte: April, 2004
Storage Conditions: Dry, dark conditions
Control Article: - Approximate 25 mm x 25 mm sections of 4-ply gauze

were used as the vehicle.

Preparation;: A 0.2 gram portion of the test article (weighed by sponsor
prior to submission), Desiccated Animal Sponge-Thistle,
was moistened with 5 drops of 3% hydrogen peroxide.
The test article and hydrogen peroxide were mixed to
form a paste consistency, The 0.2 grain portion of test
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) Cri:(HA) Charles
River Laboratories Body Weight Range: 311 grams to
366 grams the day prior to first treatment
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approximate 25 mm x 25 mm area of the appropriate animals. The test
mixture was allowed to dry for 20 minutes before wrapping. The patch
was then secured with hypoallergenic tape to the intact skin. To maintain

thenazebusiettgaatch in position, the trunk of each guinea pig wa
with an elastic band. [0122] At 6 to 8 hours, the wraps and patc%glysﬁsv%@g%mss

% ith dry gauze after patch removal to
[qgr?gvgﬁiﬁgg?a restiUe g gn?ﬁt %%%1 AixiperRlydereeRsilization

sthcigRn RepGed Ratehinscobthadest ulteviahipthe-cipmalatiprali@aai st
crapicleéxTopivs! ﬁm&éammd%&lt&%ﬂé%ﬁt’éﬁ%‘i s 35§§’{§’Q S Rao

| satyra 0123] The lication proce dire Wa
P SR e v 700 e
dmrm m@mmm[m@e mnad?tomlaedqanﬂmléawgﬁmfn@lﬁ, tmq! hair
[ e ica rovide a clear site
0124] At 13 da S a eé%ﬁv[é)?ngﬁn uctlo E@aﬂi %%Wftﬁye%t&@trgtﬂﬁelawwn
SeHRIRRY eI LSRR Bifeditirmbenippae (ONOBY, ighbankasemn@dhe

following day, an approximate 25 mm x 25 mm section of both the control

and test article was applie&ﬂﬁethﬁéﬂt@l@ﬁiﬁ@d%ﬁé% dorsal and ventral
control guinea pig. The trunk of

t
f“’é%gé°r§%ﬂﬁ%%%égmm‘iﬁ%ﬁa@%§% IR SRl G et weehiaines

andddantifissla @%ngo@mmmmtmwmﬁmn (98364 Allnk of 10
guwm@tde@eﬁaea HetBIEANEA Brig 8 HOHES RIGL (L1ES S'E%fgﬂgﬁe control

ze after patch remova Urs an

ith dr
anlPgmova %}]. Pﬁﬁ%ﬁ SiRRePSRECd Saly fes gvaergldrealtivere shaved.
[01@theheitalisvingleay ainrsipiians e onMuGiedal 2: BhiHS L‘PEOW‘“Q

ites

72 ho after challenge patch removal
ap vs(g:‘r(g{q gw&ﬂ%ggﬁ) s%prop SREPORRIRADPRIS e Datdrsiomirineg avas

allqwpd, fmftéwﬁtr mmt@ﬁbmremmngd (impatndchatiengr aftagesit
*nyouerereatapds el ieReiRns wORMIEIR Meered e qulned bolow

4. Table 4 Dermal Reactions

thel\fﬁfﬁ&f’fzg? %P*@z\é@amwwthmmtemn iNoe hems 0 No
[0122pni 6 tGBJ ey thernaabShnY PABRES were removed. The sites were

wiped with dry gauze after patch removal fo remove any matenial residue 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 fo the left
flank of the animals. The hair was clipped the day prior to each application to
pravide 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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Well-defined erythema 2 Well-defined 2 edema Moderate erythema 3
Moderate edema 3 - Severe erythema to slight eschar 4 Se_vere edgmq 4
formation [0126] Following the challenge patch, any test animal exhibiting

a defmedvenston greater than that observed in the challenge_ _pgpﬁggi‘m 028188
conditions was considered as showing delayed contact sensitization to

[otrbleshibwicips Batt@istang w@ti@m@f{e@alqgcglﬁcyﬁ?ﬁ?r{ég Iﬁ%ﬁi(}}%ﬁe ég?/
fi luati Its, [0127] Clinic, serva :

W%hvg?g{ﬁ@ ?rytf res%;?e |Srﬁl)J %%[Een ¥ "flf %}I%%nﬁé{@ ﬁgﬁ_bﬁ?@éﬁﬁ?@é{ﬂy the

chinapthFieagRDMweCsdingon2) ershaleils @bstinasiotiyidial

rokess Wiesiesnbincriin 8 WA AIAM AN SAlegs bhases aonsar

fln Tables 5 an (i.bNo evidence of sensitization was observed. _

a gfo%?é%%fé%ev% ELRREL aSHESOWRsPrARRE Willh 356 dsleiropmarizopractice

LB Wl At el AR BoHENE foucion
Wil ' n inica servations Ar

A B T R e AP et aspred as

outijped Relswnis Tablsst327 A eared normal 2Test 354 A eared normal 3

TabRst 35maared agtspal 4Test 311 A eared normal 5 Test 344 A eared

normal-6-Fest 333 A eared normal 7 Test 324 A eared normal 8 Test

ER S EMAER a1 9 Test 243 A eared norm¢aalé 1&)5@@@8@5&%&1 noc&na' I

A7adarted normal 13 Contffdlumerica
Reb5RNo! 306 eared normal 12 ColiTaAEbaled norme Grading
Nodrythehria- "~ o ooy No edema 0
Slight erythema 1 Slight edema 1
Weli-defined erythema 2 Well-defined 2

edema

Moderate erythema , 3 Moderate edema |3
Severe erythema fto 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 contro! conditions was considered as
showing delayed contact sensitization to the test article. Pattern and duration of
reactions was also considered in the final evaluation.

Resuilts
[0127] Clinical Observations: Individual body weights are presented in Appendix 1.
All animals appeared clinically normal throughout the study.
[0128] Dermal Observations: Individual resuits 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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ontrol 329 A eared normal 37 WO 2005/034839
é%:?/U82003/028188 awo0o000000000000c0 KmnWo00O0O
0000000000 awb00000000000000 co wO0O0O0O00000000000 OW O
0 W3 HHHBD00000 -Wo00000000000000 OP MRS 6025188
O000000O000O00 EOWoO00000000000CO0 ZOWOO0O0O00O0O0
0 0 0'@bleDiodigdual mﬁEngwmﬁ%O%s%mw 000000c

ann 0-0-0 m\l\/\/an_O_Q,QthO_

0 0 UGB RGN tWO \hdidib‘&él‘bb’&ff H
00060wH 00O MW K 0 PARERER 3G LE 0, i Eliﬁ Egl %bsewatlons
o 0 4-0.¢8 O NNWO @K)OOOOOOOO Qrekared normal

2Test Appeared normal

3 Test 325 Appeared normal

4Test 1311 Appeared normal

5 Tast 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 M7 Appeared normal

13 Control 325 Appeared normal

14 Control 355 Appeared normal

15 Control 329 Appeared normal
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0) Nm CD O (%~ W 000 O 000 p0OOO000 O EooCVUwo00000O0O
00000000 oma co o mwpooooopooooo000 CoOv =NF-WO0O0O0
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[- PO RARAB48P] V'N ohW on rr. 1(u LU 39 WO 2005/03483
PCT/US2003/025188 Safety Testing: Conclusion [0129] umﬁ%émmmm
conditions of this study, the Spongilla therapeutic compositions of the
present invention did not show any evidence of delayed dermal contact
sensitization in the guinea pig. Thus, when Spongilla preparations are
prepared in accordance with the teachings of the present invention there
are no demonstrable toxic and allergic reactions induced in the recipient .
Exemplary Method for Using the Porifera Compositions of the Present
Invention Introduction: [0130] A pre-weighed package containing
substantially pure Spongilla powered is provided. The pre-weighed
amount is sufficient for one application to the face. Alternatively, this
application can be used to treat the chest, neck, or shoulders instead of
face. The treatment may be performed by a medical doctor, a nurse or
patient, trained in the procedure. It can be safely administered to patients
of all skin types. [0131] The patient should be informed to avoid

unprotected sun exposure for two
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Table 7 Dermal Reactions - Challenge

ER = Erythema
Edema

11 Control
ED

12 Control
13 Control
14 Confrol
15 Control

Animal
Number/
Group
1 Test
2 Test
3 Test
4 Test
5 Test
6 Test
7 Test
8 Test
g Test
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weeks prior to each treatment. Products such as glycolic acid (over-the
counter- strength), Retin-A, and Renova should be discontinued for at
least 14 days prior to treatment. A longer period of time (several months)

muBteeiiesssd to pass . following professional strength glycoliga6id,.; 1028183
Jessner's, phenol and TCA peels; CO2 laser resurfacing and Erbium

laser peels. However, in meghsg| ritiggeadhersgmay be examined
indiydyall 2] The treatment areas should be washed with a mild
[éjg @?1 3 eigérg’a(%éq%@o@s Pgﬁkﬁ@%&‘ h@%@%@?ﬂﬂ'@r%ﬁﬁﬁﬁ@%@%@ﬁé@iﬁ@ns of

anser afte
thagyskeat Piselien giglovtshinismpevidegeirsiient) o @sima’b ntact
EHenasaHaN; [{p]gj’&ﬁ- r t ililiters.of 3 % hydrogen peroxide
Sinto small (about lg%%nq? berrnﬂl%gﬁ\g(’rﬁérﬁe%%(?ﬁ@%ﬁ@?& ?f%ﬁéétﬁﬁe&’amd in
AR ES T Re RSB Rb e Sereioaaniimnberetare nudingrent30ble
towiatend alevgleastinti setHogosdus YRl Fekibisieconds depending on
tainer is glass or. plastic. Pour the warmed peroxide
A AR s B oeR PR —

n into the pre-wel
IngBelatPRAIn paste of fairly homogeneous consistency. Alternatively, the

REWIdEL j ' eroxide first and then warm. 40
s %‘&“ﬁ‘é‘%@?ﬁ%ﬁ*&%ﬁ%ﬂ%@@%ﬁfé i Al piaiprod s
P’Rﬁﬂﬁ}%n §URAYSIeTRE amtissuiicient furehe apicatinstagihg face.
AfteirnaimedyptiﬁﬂWm&&&dﬂb@%ﬁ%&ﬂﬁ'&é’é@'ﬂ%ﬂb@%@%% Blliers

s Gircul vements up to the hairline using even pressure. As this paste
'“%_é%*.’é’ﬁ%%%y%&%ﬁ%&'ﬁm BRBIRTISH RreesiRn siectomplesrse or
PagiRabREAINGIdING oinaeilitd. t cander atsety\ibemastirsally JaNEIRSHA skin

tygreyisation of sharp crystal needles under the skin is commonly
nced during application. It is best to avoid the periorbital area

Xperi
o FEH15 et natians s8aHih e akeaghe swnidtivenmitisctedremelyp hsnest et two
welekmpgsagedhehpasiarstn. tiressii it Qi | netration
Stl’%ﬂ %%tsl ipgredients into the ﬁ&ﬁﬁg&rﬁ% é@@r%?r%@gﬁﬁe@%netép
fe é\fciea{n?ﬁ’c IAS%&H%WER/V%Q%Q'W%@ feicatlessicinttayatpdor to
treqimet. rifdenperfperors cb@tih@v(eéherﬂa’&i@ﬁtﬁg)lﬂﬁigpg@g«g@orggwsélggan
B;gﬂ;mi@ ' [ et, washcloth., The skin erythema and tingling
fc'“sensa |(§§%§%ﬁg@l§ﬁ%@éﬁ"§° Y e%'%\feersstﬂgrﬁl RAFRG! #9d D Adiagls; CO»

laspidesHifRsingLand Behivarlasenmesis ciid\GaggestensBieg office each case may
be examined individually.

[0132] The treatment areas should be washed with a mild cleanser after make-up is
removed. The person performing the procedure may wear protective gloves (it is not

a requirement).

Treatment Preparation:

[0133] Measure out two milliliters of 3 % hydrogen peroxide into a small (about
30mi-560mi} 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.

40



Face 10 - 30 minutes Neck 5 - 20 minutes Chest 5 - 20 minutes *

Treatment times may vary. Stop immediately if the patient experiences

pain and discomfort. Wash the skin with cool water immediately. [0135]

InStrCPHRE38%ent to use a sunscreen with SPF 30 - 40, prefegaiyly;936s/025188

with zinc to help soothe the skin, for at least 2 weeks after each
Tresdmeah B\ Ebliptetiorthat failure to do so may result in hyperpigmentation.

h lent_should avoid. lying a moisturizer for at
e A SR P T trach oy wessocies b
cifasaniBAtiange SpmsRdos prite sntly witlypoucimgtatips tasrhairesumad
mfefidedits SANOHESHAY Qatl ins 3 0.the.exfoliating

on t?ﬁ}Ss'-[(?;' dg at home ﬁ?ﬁ?fﬂgﬁﬁjgd%%ﬁ%ér% fc?%r*ﬁ? %’ﬁl‘%&ofgfy’
reER e PIB CER T ESpRit A ve damytheiepnievrdepttsodinsenand thin. Mild

topresteneineytiema patiel ,ddaepfo}:ds? mﬁ@agw&%mﬁ,lgwggéi@@dze% under
ed from the drie ngilla’powder an
o et B AR, i R et ot
PefaEiial Wepdmesobeskic Y Y8200 3/60 6168 stnsitivaic dtas extaninay
iR &S RSB EAMPHSHG | lla, powder and 2.0 .
| renilliljter of.3% hydro eﬁﬁgﬂ;ﬁ(%etﬁr%%g@%%Et%pﬁgéégtrfg e{i'%?a%‘%ﬁ efigration of
&R éeT?)FP L 457 g8InT s prexitakpip BYRISASias HsplrastoTihe neck and
chentisélcﬁa{rbakwimyscbeldanmaﬁor:’shmdaéttb@nﬁw?%'lmﬁw&ﬂ@ Hﬁé%%ﬁ? fage is to
ician: t was left in contact with the patient's skin for 25
R R R SR A et
waghrdalied By pfin arghettedend Skelinfeensatimmei theastograteientheles over

th@alipRlisppgarsanagRicted in FIG. 3. [0137] The therapeutic
compositions of the present invention are derived from Porifera species

and can be used to treat myriad skin.diseases and disorders. Specifically,
%‘eco% it égﬁﬁ%@%‘i’f\%ﬁ"ﬁﬁﬁml therapeutics

the present invention provides
effective in the|treatment of acne vdlgari?.’masagggeg@@m@ derinatitis,
eczema (atopicit@enatitis), psoriasis, photdagiBg naeiiitgskeratosis, and
great number ¢fN&ftter bacterial, virgl, and férgaDdisiaages as well ps skin
*T?é%x%e@%tﬁtiggs i$ehgsls. %—:'vefal ex;mplaryfen@odimm@sare provided;
. URa¥ita6d-Bephoseedikitboiiththpatit el phpenesestipaln and
d'SEQWBguAHﬁﬁ’m shlnyisectwatpoisiioediataty possible without P

departing from the spirit of the claimed invention.
[0135] Instruct the patient to use a sunscreen with SPF 30 — 40, preferably one with

zinc to help soothe the skin, for at least 2 weeks after each treatment. Explain that
failure to do so may resulf in hyperpigmentation. For the best results, the patient
should avoid applying a moisturizer for at least 12 hours. Rich moisturizers should
be avoided during the course of treatment. Use of powder make-up or a light
foundation can be resumed after the first 12 hours. Al patients must be instructed fo
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 ahove. More specifically, the fopical therapeutic was
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[0138] Unless otherwise indicated, all numbers expressing quantities of

ingredients, properties such as molecular weight, reaction conditions, and

so forth used in the specification and claims are to be understood as

beMi§ MEAFESPin all instances by the term "approximately.” Aceordigig 28158

unless indicated to the contrary, the numerical parameters set forth in the
foriRiRG 2pa daricticiran dharereisis clims sing approxjmations3bahgiry

poEtie dene dingIHReNThe L eSHRhBFORSHIGS S : esent .
inventi(gr,\. At.the very le st%ﬁot as an attewmﬁgtg {10 |ﬁ§r&?ﬁ]%rs§p%ﬂg§%ar§8d in

eI HEYETE braGRivReriad Ml coppariiiencianapelied iniesotite face
wibacdiridasmstionsd atirdbempenvitioredia igiihel theyaisBRe Hd eRatRENt

; h n rounding techniques. .
o o AR R R, o Ssng s
watel iU ERaIpe ol RRAGROL RS Hereatad sroimn Atidmes thedwamdcalfter

trestiientseidoniiiotea aResiicarapples ace depriisd prpiegisely as
O?Qi b}%é%@/ numerical valug, however, inherently contains certain errors
[ ne

| )
SRR FERAHNG FYRPAREICDS Ri4he RESRRIBHRYAROR are Hetype five
Padfamgpesksamtenthduted]F ese mysida’ s drs-a89 Shedabfkers.

oo . ryidal <0 Gecaed i |
D R s ST G P rmetcs

effegtiee Bbiedieatingil & astanylgaiisi ressices osebomibeiindicatetiibeeeiroma
(i PRABOIATIRAC PRORZAGROZARAR: RERIFACY OFAdEiSd Ber of
y irttended 10

context. Recitation qf ranges_ of values herein are mere
°*“seé{@8°§%“§?s¥f6€%%{?%f}m% HERER AT v sk pigmentatiospdirmelers.
Swaméﬁmmwbmt_théimgeatc?w_iﬁssiﬁﬁh,eM@MJQ@!@Q@%@thm

: [ ted into the.specification as if it were
S B o RO R ey S asgpositns are
POSRINIS Wil danpeineafrroie spinlefdhahalpinsed ingimatied. herein or
DMBBErViness etbAGRALRGH byIGAM RS £ fany and.all _. .
: ?fzf les, or exempla@aﬁgggégégm._g., "i%ﬁ%%%%ﬁﬂé%’é}%g?eﬁ lirggred:ents,
PrOR LR SIS B W HGSh drasien sypdibanne@abes Fufipusedin the

spdiification amitbleintoprab BacuinysBiH ShHMiss rﬁ@éﬁﬁ@ﬂ-i:‘%‘&ﬂ'ﬂ@%ﬁ%iﬂy

the PTG Aeariel iiess e Jo e condaph ot
nurareeRbReEIleTesst forénib dtienielitwing thp doihation sheckieRhEe@iins are
oA P B RIS R by e
PrefRBhiBERstionn8t Hie ysrslembasd mms runtteranito limit dnsicipatieation of
the dadtrine @d@}lﬂﬁ@l&ﬂﬁl@%@cepe of the claims, each numerical parameter
should at least be construed in light of the numbaer of reported significant digits and
by applying ordinary rounding technigues. Notwithstanding that the numerical
ranges and parameters setting forth the broad scope of the invention are
approximations, the numerical values set forth in the specific examples are reported
as precisely as possible. Any numerical value, however, inherently contains certain
errors necessarily resulting from the standard deviation found in their respective
testing measurements.

[0139] The terms “a” and "an” and “the” and similar referents used in the context of
describing the invention (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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a group may be included in, or deleted from, a group for reasons of_
convenience and/or patentability. When any such inclusion or deletion
occurs, the specification is herein deemed to contain the group as
motfiéttidERlfilling the written description of all Markush grROpwsIesn2s1ss
in the appended claims. [0141] Preferred embodiments of this invention
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riskess Beloodn AU PP DRSER Ml o
In W&‘?EE? o es W@&ﬁ%ﬁ%ﬁﬁ%ﬁ@&ﬁw hy erntsatm$lappsadédny and all
exasnplesasierenitthbiiapRise ey an MRS Hitde FABIBINAL AN S 10g

- ihed el ts in all possible variations thereof is
e G eCRIBoh 22 SinenaieLArafcaaistiemperthe scope of
thednuppiian cibenyiseoriaimidiebjaognimgt [@ma]sbwmlséﬁgg%pﬁ)mdo@e

Tgalels f ' tion_disclosed herein are
T ates cr e o S R S micn o e
'm‘fﬁﬂ%?ﬂay be employed are within the scope of the invention. Thus, by way

[ottaeBrplainys obsled iaiiounriies i pRRigAIRY R RlRsC

; 34 PCT/US2003/028188 invention maybe utilized In

A e 318 B 10 8 S hri e ACURTERy HRen vesirmmentomey bo

refrigst imeirdctaimest individejlasrshany @Dd}ﬂﬁmrﬂbﬂ@iﬂ‘}ﬂ:fﬁé% metmbete_rr?gof the
QHE39 88 . im; 1. A position for treati

gr%l@fwégiseasesepgo%rﬁ%:@ﬁ%gg{ IQD%I’I ér@tlél %?\i}é%p%t%%%?&%lrﬁ BRETMALEdneRRe's of

2 IRHP AR PRI RHdet grieletré5qEMR prRUPercorpTsiit namaaEnge
andtfor|pitehtabigteinesén By BRichihausRORYR didih CRTR ?fﬂ%n%eciﬁcation is
r%‘fﬁ%rdiﬂ%}jo clairq 1 erein said skin disease is sel_ec_te rom the group”
heronidg ing ISR g grquR asdnodiieg Hute fukilingithe wititisio description

of aibMaskitsh W@hgmgmm@miﬁgermosis._ 4. The
[013“]T]m%m@%‘%%%@%%&l%ipghgs%r\]zeerg-{?orsaa}eiges gsnc%%ésd ?vfarree?l? , including the
best mode known to the inventors for carrying out the invention. Of course,
variations on those preferred embodiments will become apparent to those of ordinary
skill in the art upon reading the foregoing description. The inventor expects skilled
artisans to employ such variations as appropriate, and the inventors intend for the
invention to be practiced otherwise than specifically described herein. Accordingly,
this invention includes all modifications and equivalents of the subject matter recited
in the claims appended hereto as permitted by applicable law. Moreover, any
combination of the above-described elements in all possible variations thereof is
encompassed by the invention unless otherwise indicated herein 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 hot of limitation, alternative configurations of the present
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water sponge. 5. The composition according to claim 4 wherein said fresh
water sponge is selected from the group consisting of Spongilta lacustris
L., Spongilla. fragilis Leidy, and Ephydatia fluviatilis. 6. The composition
accwurdingsiesodasm 5 wherein said fresh water sponge is Sponglil a
lacustris. 7. The composition according to claim 6 wherein said SpoOngiia *25188
irusidiois nieh heveslifsdnin theodratsakiagaggl %J jan Federatjon.
Hedbif itign &qﬂi{tdiqut cl?im I fuﬁﬁﬁ%%ﬂn% siﬁél%m' ceordingly, the
pharmaceutically acceptabie SXOBIANREILI R sbagd smdAeasrireting to
claim 1 further comprising United States Food and Drug Administration
(USFDA) approved packaging, labels and directions for use. 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, deionizzed water, chamomile water and calendula
water. 13. A therapeutic composition comprising: 45 WO 2005/034839
PCT/US2003/028188 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
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of 3% hydrogen peroxide, and 4.0 milliliters of 5% boric acid. 15. The
therapeutic composition of claim 13 comprising a skin resurfacing
COW%HQF& rspprising 0.8 parts of substantially pure Spongilla powder,

0.2 parts of Plantain powder, and 2.5 parts of enzyme gel. 16.7fHé/52003/028188

{tt‘llgga,eutic composition of claim 13 comprising 1.0 parts of substantially
ﬁure pongilla powder, 0.3 parts of white seaweed powder, 0.2 parts of

coral o, am il 20 NERORRRBGLO W Porory e
R AimsL rising 1.2 parts of substantialfy
purﬁ%ﬂ%}%ﬁg{%%%ggé%h (5% %arts of \(?vﬁégeggg e Jrtise (S MBXs of

greerseawd &8 SRNBRPSIHOD neitiedingf Bosdmidrodewiperanideid Sdiera is a
siimiggeutic composition of claim 13 comprising 1.2 parts of substantially
pure §pongltlﬁ powder, 0.2 parts of white seaweed powder, 0.1 parts of

coral Powdet . GMNRREHER REaNdinhdn slroide wheteinpsats skvdisease is
shlexitod dithn] $ha hecthipremesititrep BTRASIHORRIHS Pod 3LAMRNRING dcPdermatitis
aRis frmubsia %@%%r‘?ﬁ&gp illﬁal %Oﬁder, 0.2 parts of white seaweedrm ’

powder, 5.0_milliliters of'chamo [P R R 3150, The

therafeutic ToMmpRIRINOS HRR Cranagdiog miniaigncRrapiésing s@idrbponge is a fresh
watdi$potgdy pure Spongilla powder and 2 parts 3% hydrogen peroxide.

21. The therapeutic composition according to claim 13 comprising 5 parts
~subs aintiallﬁ%?@ @W&ﬁﬁ?ﬂﬁ BB\?\?E@W%%&%@@% Wirisiesaie foxstioyated Songe
Is pestsabed2ftobo e gb i chheistiatpRe U SRIMRORIEONF GCOTEING SR Y gilis

LSRG %glgﬁmﬁ, ié%{?’@@ﬂ%l further comprising USFDA approved
’k o

packaging, labels and '|fections for use. 46
6. The comnposition according to claim 5 wherein said fresh water sponge

is Spongilla lacustris.

7. The composition according to claim 6 wherein said Spongilla lacusiris
is harvest from the Arstrakian region of the Russian Federation.

8. The composition according to claim 1 further comprising
pharmaceutically acceptable excipients.

9. The composition according to claim 1 further comprising United States
Food and Drug Administration (USFDA) approved packaging, labels and directions
for use.

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 phamaceutically acceptable excipients selected from the group
consisting of water, glycerin, gsls, 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 whereln said water is selected
from the group consisting of water for injection, irrigation water, distilled water,
deionized water, chamomile water and calendula water.

113. 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 § parts of 0.1% to 10 % hydrogen peroxide, from 0.5 parts fo 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 paris 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 therapeufic composition of claim 13 comptising 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 fo 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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