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20 volume dispensed from the container may be a prescribed dose. This is
particularly the case where the liquid is intended to have a therapeutic effect at

the prescribed dose

It is often desirable to provide an implement which temporarily retains the

liquid for application to the treatment surface. Implements tend to suffer from

25 the tension between temporarily retaining the liquid and having to release the
liquid onto the treatment surface. Implements such as brushes and sponges are
effective in spreading the liquid over the treatment surface however they tend to
retain a volume of residual liquid after the application of the implement to the
treatment surface. The retained volume may vary from application to application

30 and as such it is difficult to accurately apply a metered dose to a treatment

surface using an implement such as a brush or sponge. Furthermore the



treatnment surface. The retained volune may vary from
application to application and as such it is difficult
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25 It is preferred that the base is resiliently deformable. It is further preferred
that the wall is formed integrally with the base from a thin flexible membrane.

It is preferred that the receptacle includes a hinge formation to allow the
wall to move relative to the base. It is further preferred that the hinge formation
30 isintegrally formed with the base and the wall.

It is preferred that the support means is relatively rigid in comparison to
the at least the wall of the receptacle so that at least the wall is movable relative



the at least the wall of the receptacle so that at
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25 It is preferred that the skirt flares outwardly from the support means
towards the working surface. Alternatively the skirt is substantially parallel to the

inner portion.

It is preferred that the treatment surface is the user’s skin.
30
It is further preferred that the treatment surface is the axilla area of the

users skin.



detail ed description is not to be understood as
supersedi ng the generality of the precedi ng broad
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FIGURES Figure 1 is an isonetric view of an inplenent
according to a first preferred enbodi nent of the
invention. Figure 2 is a crosg sectional view of the
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Figure 7 is an isonetric view of an inplenent

according to a forth preferred enbodi nent of the
- nEHEF SESGRIFTION OF KGYRES)nt ol evat | on view of the

i npl ement fromfigure 1 connected to a di spensing
means. DETAILED DESCRI PTION Referring firstly to .
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neans upporting the receptacle 2. The
receptacle 2 defines a reservoir space 4 for receiving
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treatment surface may be any surface however the

i npl ement has been designed with the i ntenti on being
that the treatnent surface is the user's skin and in
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Referrln now t o Flgurez\/vhlc shows 't l emrent 1

i naé?%g@ 428 SPerNdararered @m@oﬁ@%P%eﬂﬂY&P“Qﬂﬂe

receptacle 2 includes a base 5 and a wall 6 . The

Figure 5 is an isometric view of an implement according to a third
preferred embodiment of the invention.

Figure 6 is a cross sectional view of part of the implement from figure 5.

Figure 7 is an isometric view of an implement according to a forth
preferred embodiment of the invention.

Figure 8 is a front elevation view of the implement from figure 1

connected to a dispensing means.

DETAILED DESCRIPTION

Referring firstly to Figure 1 which shows a first preferred embodiment of
the implement 1 which includes a receptacle 2 and a support means 3 for



wal | includes an inner portion 7 which extends
continuously fromthe base 5 towards an upper end 8 of
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bei n
used to spread the liquid over the skin. Accordingly the working surface may

include the inner portion 7, the upper end 8 and/or the skirt portion 9. In the
preferred embodiment illustrated in Figures 2 and 3 the receptacle 2 is formed
from a relatively flexible membrane which allows at least the wall 6 to flex acting
as a blade-like member when spreading the liquid across the treatment surface.
The relative flexibility of the membrane allows the wall 6 to roll across the
treatment surface spreading the liquid rather than wiping the liquid off the

treatment surface.

In a second preferred embodiment as illustrated in Figure 4 the
receptacle 2 is formed with two hinge formations 13. The hinge formation 13 is



castellations 14 at the upper end thereof. The
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upper end of the wall 6. Each channel 15 provides a
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25  to bounce out of the reservoir space 4.

Referring now to Figure 8, it is preferred that the implement 1 be

detachably connectable to a dispensing means 17 or some other portion of a
container 18 that contains a bulk volume of the liquid. Where the dispensing

30 means 17 is in the form of a pump 17 the implement 1 may engage the pump
17 in such a way as to reduce the exposure of the outlet of the pump to air. This

will reduce the likelihood that the pump suffers from issues such as loss of
prime. Furthermore the relatively solid nature of the support means 3



wi th channel 15 formations provides a uni que advant age
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a container containing the liquid composition including the physiologically

active agent,

a dispensing means for delivering liquid from the container; and

an applicator for applying the liquid to an area of skin for transdermal
25 administration said applicator including a receptacle defining a reservoir

space which receives a volume of liquid from the container, the

receptacle having a base and a wall substantially transverse to the base

having a working surface that is used to spread the liquid over the area

of the skin surface wherein at least the wall is resiliently deformable so in
30 use the working surface maintains contact with the treatment surface

when spreading the liquid.



The volatile liquid may be any solvent that is
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inclusion of a volatile solvent or volatile carrier is
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25 The composition may include a viscosity modulating agent. The term
"viscosity modulating agent” is used to refer to a component of the composition
which alters the viscosity of the overall resulting composition. The nature of the
viscosity modulating agent depends not only on the agent itself, but also the
proportion in which it is present and the presence or absence of other

30 components. For example, a gelling agent may act as a viscosity modulating
agent providing that an activator for that gelling agent is present. For example,
hydroxypropylmethylcellulose (HPMC) may be used in a composition with an
activator, in which the volatile solvent is a lower alkyl alcohol at a concentration

of around 2% w/w. A suitable activator would be sodium chloride. Concentration
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25 the solvent evaporation rate from the composition so as to enhance the so-
called "solvent burst" of active agent into the skin at the site of application. In

one embodiment the thickening agent includes polyvinyl pyrrolidone or PVP

(Povidone™).

30 It will be appreciated by one skilled in the art that the amount of
thickening agent required is a question of degree and compromise with other
parameters. It is also known that many thickening agents have peak activity at a
particular concentration, and that activity may drop off substantially with slightly
higher and slightly lower percentage concentrations. For example, in one



Gelling agents are matrix-form ng agents whi ch, once
activated, act by formng a matrix within and around
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usual | y anhydrous agents which increase the viscosity

of the conposition. The physiologically active agent

may be selected fromany of tfge agents described in
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ag n, beta-adrenergic blocking agents; (vi)
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an%ctive agents which can be delivered through the skin to achieve a desired
effect. These active agents (grouped by therapeutic class) may include:
(a)  Alimentary System agents including antidiarrhoeals.
(b)  Cardiovascular System agents including:
i) antihypertensives;
ii) calcium channel blockers;
i) antiarrhyrthmics;

iv)  antiangina agents;

(

(

(

(

(v) beta-adrenergic blocking agents;

(vi)  cardiotonic glycosides;

(vii)  adrenergic stimulants;

(viii)  vasodilators; and

(ix)  antimigraine preparations.

(c) Drugs Affecting Blood and Haemopoietic Tissues including:
(i) anticoagulants and thrombolytic agents; and

(ii) haemostatic agents.

(d)  Drugs Affecting the Central Nervous System including:
(i) analgesics;
(ii) antipyretics; and

(iii) others including acetylsalicylic acid (aspirin), paracetamol, and

phenazone.



phenazone. (e) Hypnotics and sedatives. (f) Antianxiety
agents. (g) Neuroleptic and antipsychotic drugs. (h)
w@\niosaigaeessant s, tetracyclic anti depressants,PCT/AU2007/000138
nonoani ne oxi dase inhibitors and sel ective serotonin
re- upt ake i nhi bitors (i) CNS stinmulants (j)
Anti -al zhei mer' s agent s (k) Antiparkinson agents and
0 Anti convul sants. (m
ll?? 'ﬁYQfE??gsa é}%%ts and 5HT-3 recept or
ant(fagonArsttmm@ty)ad\dn&cul oskel etal Systemincluding: (i)
Non- st er oi d mratory agents; (ii)
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5I—Ior rmne'@h' H%rsgﬂ@ﬁeﬁea%vq%%ma@nﬁ@up ¢ IhdPrHgens and

deri) vat tNSStikidRin®Of; (i) progesterone and ot her
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active derivatives or anal 0gs; yroid
hompnelpsauatkéieid) Sgstamrinctudiogl | aneous hor nbne agents

such as(i)oct rh?o%t-ét&%idal anti-inflammatory agents;

ii) Additional non-steroidal antiinflammatory agents;
i

(
(
(
(

i)  Antirheumatoid agents;

15 iv)  Muscle relaxants; and
V) Agents used in gout and hyperuricaemia.
(0)  Hormones and Steroids including:
(i) oestrogens and derivatives thereof;
(ii) progesterone and other progestagens and derivatives thereof;
20 (i)  antiandrogens;
(iv)  antioestrogens and derivatives.
(v)  androgens and anabolic agents and derivatives thereof;
(vi)  5-alpha reductase inhibitors;
(vii)  corticosteroids;
25 (viii)  further steroidal antiinflammatory agents;
(ix)  pituitary hormones and their active derivatives or analogs;
(x)  thyroid hormones; and
(xi)  other miscellaneous hormone agents such as octreotide.
q)  Pituitary inhibitors.
30 (n Ovulation inducers.

s)  Hypoglycaemic agents.

t) Genitourinary System agents.

u)  Diuretics. related diuretics and loop diuretics.

v)  Antidiuretics including their active derivatives or analogs.



(g) Pituitary inhibitors. (r) Ovulation inducers (s)
Hypogl ycaem ¢ agents (t) Genitourinary System agents

W@ egoseideeti cs related diuretics and | oop di ureti/as2009)00138
Antidiuretics including their active derivatives or
anal ogs. (w) Obstetric drugs including agents acting on
the uterus (x) Prostaglandi nsi2(y) Antim crobials

el uding: (G hal INSIAY) eilinse (i
t ofheyaBstplie b MRS RS aorbicheBE BlsElsne 1o: ot 1 o5
(i ;@)hm mr@gﬁgmaind._e_s; (VI) ﬂUi nol onez. ((y! _)) .

sul phonani des: . (vii) .sul phones; and (viii) other

m @Féel | ANEREOP 'P‘EJ?"QJW:CFS) (z) Antitubercul osis drugs.

(aa) Anfii malcaphabsporiogb) Antiviral agents. (ac)
Ant hel m ntics. . @ad) Cytotoxic agents. (ae) Metabolism
Sagent s (ithcl ®8NEYIN&nor ectic and wei ght reduci ng agents.

(af) Aggnt s wetRJclines BYeBiHer iR iRe A ditiBioticaAct | ve
derivatives or analogs. (ag) Respiratory System agents

i ncl udi g: MinoHYROSIESsi ves; (ii) expectorants; (iii)
deconge@ angﬁ;nomgs_(i v) bronchospasmrel axants and
an

prodrug derivatives thereof
(vi)  sulphonamides;

10 (vii)  sulphones; and
(viii)  other miscellaneous antibiotics.
(z)  Antituberculosis drugs.
(aa) Antimalarials.
(ab) Antiviral agents.
15 (ac) Anthelmintics.
(ad) Cytotoxic agents.
(ae) Metabolism agents including anorectic and weight reducing agents.
(af)  Agents used in hypercalcaemia and their active derivatives or analogs.
(ag) Respiratory System agents including:
20 (i) antitussives;
(ii) expectorants;
(i)  decongestants; and
(iv)  bronchospasm relaxants and prodrugs and derivatives thereof.
(ah) Allergy and Immune System agents including:
25 (i) antihistamines.
Local anaesthetics.

Stratum corneum lipids.

al)  Smoking cessation agents.

(
(
(ak) Neuromuscular blocking agents.
(
30 (

am) Insecticides and other pesticides which are suitable for local or systemic
application.

(an) Dermatological agents.

(ao) Allergens for desensitisation.

(ap) Nutritional agents.
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deri vatﬂnggﬁmtgigoe&f igMbst preferably the active agent
conpri ses testosterone or a derivative or prodrug

thereof. The preferred active agent is testosterone or

102 derivatd X)Ert{ct]% 23;refeWQ& Qrg'latnﬁ’l}é &%vé‘%?%ffe&lvtet\ﬁ% the systemic

treat nent terone fici ency 1 n nmen
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r elaadlce)gelamdlndgelng cproompe Lardis dehvative satheersgfn tviast i prefielaply the
derivatized fro
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15

The preferred active agent is testosterone or a derivative thereof, which
may be used in the treatment of testosterone deficiency in men and women and
the conditions and diseases resulting therefrom. The composition may therefore
comprise testosterone or a derivative thereof. There are number of closely

20 related androgenic compounds which are synthetically derivatized from
testosterone are known to provide the same or a similar physiologic activity.
Such compounds include without limitation, testosterone salts, such as acetate,
enanthate, cypionate, isobutyrate, propionate, undecanoate esters, cyproterone
acetate, danazol, finasteride, fluoxymesterone, methyliestosterone, nandrolone

25 decanoate, nandrolone phenpropionate, oxandrolone, oxymetholone,
stanozolol, and testolactone. Contrary to what might be expected from the
activity of testosterone, the applicant has found that the invention may be used
to provide rapid delivery of testosterone for transdermal administration of
without inducing unacceptable levels of side effects that distress a subject such

30 as sweating and odour, which have been attributed to the presence of elevated
testosterone.

Testosterone production in both men and women declines naturally with

age. Testosterone deficiency may result from disease or damage to the
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nmuscl e and bone devel opnent, underdevel oped genitalia,
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di srupti on in the testicles Secondary, disruption in
thé”}ﬁﬂ fei®Sary  Tertiary, disruption in the
hypot hal anus. The npbst common congenital cause is

Klinefelter's syndrone. This condition, which is
caused 99”%'té'x¥?rg1oﬂakﬁﬁserr?€£§oﬁ%0h e deliprizing hormone-releasing

| nihgFrhdrdd {(YrREIPaddiBich@F i d gaﬁa&mbmt}@leﬁsm bROHiBAk (GnRH)
breast enl argemsnt (gynecomastia), and smal'l testes.
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hor none-r el easi ng hornone (LHRH) deficiency and
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Other congenital causes include absence of the testes (anorchism; also

may be acquired) and failure of the testicles to descend into the scrotum
(cryptorchidism).
25
Acquired causes of testosterone deficiency include chemotherapy;
damage occurring during surgery involving the pituitary gland, hypothalamus, or
testes; glandular malformation; head trauma that affects the hypothalamus;
infection (e.g., meningitis, syphilis, mumps); isolated LH deficiency (e.g., fertile
30 eunuch syndrome); radiation; testicular trauma; and tumors of the pituitary
gland, hypothalamus, or testicles.

Androgen deficiency in women has been associated with an increased
rate of sexual problems or complaints in a number of studies. These problems
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di sruption of the fenmal e hornmonal mlieu caused by
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testosterone Ievels within the normal range for healthy men (e.g. 300-1000

ng/dL or 10-35 nM).

25 Several clinical studies have demonstrated that in conditions such as
female sexual dysfunction, testosterone administration, which is aimed at
restoring testosterone levels to normal reproductive levels, is effective in
improving sexual function. The studies to date suggest that systemic
administration of doses ranging from 150ug to 300ug a day would be sufficient

30 to return testosterone levels to mid- to high premenopausal levels in androgen
deficient women.

In one embodiment, the invention is used to deliver a composition

containing testosterone as the active agent to the axilla of a patient to result in a
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condj t,i ch as, fenal exu sfuncti on,
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hlgh prenmenopausal |evels in androgen deficient women.
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may be used in a nmethod of treatnment of oestrogen
and/ or progestin deficiency, a nethod of treatnent of
20chr oni cThacaMPasiiPramMapthee astiperspisanend/apfdegagiaat properties.

r ek ednfHosRbA §hérefore allows the active agent to be rapidly delivered for
transdermal administration whilst also enabling perspiration and/or odour to be
reduced. The invention facilitates delivery of the composition to areas such as
the axilla for transdermal drug delivery without patient inconvenience of not

25 using normal antiperspirant/deodorant products (important for patient
compliance) which may otherwise interfere with delivery of the active.

The antiperspirant and/or deodorant properties of the composition are

particularly advantageous when the physiologically active agent is testosterone

30 or derivatives thereof for treating testosterone deficiency in a subject.
Testosterone is responsible for increasing perspiration and producing
perspiration and perspiration related odour in the presence of 5-alpha-
reductase, due to the conversion of testosterone to dihydrotestosterone (DHT).



The conposition nmay have anti perspirant and/or
deodorant properties. The conposition therefore allows
W0 bsagi4eyye agent to be rapidly delivered for PCT/AU2007/000138
transdermal adm nistration whilst also enabling
perspiration and/or odour to be reduced. The invention
facilitates delivery of the C1<7rrposi tion to areas such

as the axilla for,tr der dru liver
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i niof hmotwnlc or organic salts of alumlnlum zirconium, zinc or mixtures thereof.
25
In one embodiment, the antiperspirant agent is an aluminium salt having
the general formula:

Alo(OH),Q,.wH,0

30 where Qs chlorine, bromine or iodine;
xis 210 5;
X+Yy = 6, where x and y do not need to be integers; and
wH,O represents a variable amount of hydration.



the production of sweat. In sone instances, an

anti perspirant agent can al so provi de deodorancy
whewehsss Preferably, the antiperspirant ageneCT/au2007/000138

sel ected fromthe group consisting of inorganic or

organic salts of alum nium zirconium zinc or

m xtures thereof. In one enbod nent, the

anti pers p| r a an l um ni um sa t havi

Gener ai TP £ T8RS e eat AR b4 bl et e
brmﬁommgcgenlecmiromulax IS 2 to 5 xty = 6, where x and y
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vari abl e anount of hyd 2nfn enbodi nent ,

the antiperspirant agent is a zirconiumsalt of t he

fol | owi ng general fornula: ZrQ(OH) 2n-nzBz. wH20 where z
SisWhe®riable in the range of from0.9 to 2.0 so that

t he j¥ ahH8a inkRe Pendeof #BA10.0%0 B 0RGShit iNEVallle bB24-REis zero or
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of aqPsiveide, ot her halide, sul phamate, sul phate and
m %tlyfr%sva'i%%g%f’é and WH2O represents a vari abl e

anount ration. In a preferred enbodi nent, the
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pol yet hyl ene gl ycol, al um ni um di chl or ohydr ex
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21 G SRR cAv By S BBy sl Yo Bhidigte: atuminium
15al eflordhydiexi peipethyien® afiyeoh! Aummyuh &ii’ﬁ)rola}dﬂén Prapylene glycol,

21 LN S Ohyd Y St GiBhEIBnpare BolyShylehs” giycol,
aluminium dichlorohydrex propylene glycol, aluminium sesquichlorohydrate,
aluminium sesquichlorohydrex polyethylene glycol, aluminium
sesquichlorohydrex propylene glycol, aluminium zirconium octachlorohydrate,

20 aluminium  zirconium  octachlorohydrex gly, aluminium  zirconium
pentachlorohydrate, aluminium zirconium pentachlorohydrex gly, aluminium
zirconium tetrachlorohydrate, aluminium zirconium tetrahlorohydrex gly,
aluminium zirconium ftrichlorohydrate and aluminium zirconium trichlorohydrex
gly. These antiperspirant agents have approved listings under the United

25  States Food & Drug Administration Federal Register.

It is contemplated that other antiperspirant agents may also be used.

Examples of these antiperspirant agents include aluminium bromohydrate,
aluminium chloride, aluminium citrate, aluminium sulfate, ammonium alum,

30 cobalt acetylmethionate, potassium alum, sodium alum and sodium aluminium

chlorohydroxy lactate.

In another embodiment, the composition comprises a deodorant agent.
The deodorant agent may be any suitable substance that provides deodorancy



pent achl or ohydrate, al um ni um zi rconi um
pent achl or ohydrex gly, alum nium zirconium
W edosagdabdr ohydrat e, al um ni um zirconi um PCT/AU2007/000138
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preferably from about 1 to 40%, more preferably from about 5 to 30% and even
25 more preferably from about 8 to 15% by weight of the composition. Where the
composition comprises a combination of antiperspirant and deodorant agents,
the combined amounts of these agents is preferably within the preferred range

stated above.

30 In one embodiment, the composition may comprise a penetration
enhancer. The penetration enhancer is zlso sometimes called an "absorplion”
enhancer. Suitable dermal penetration enhancers are described in US Patent
6,299,900 and WO 2006/128255, the contents of each of which are herein
incorporated by reference. The preferred dermal penetration enhancers



In a preferred enbodi nent, the conposition conprises a

conbi nation of antiperspirant and deodorant agents.
wab@sasg4eper spi rant and deodorant agents may bRCPAES®M00138

in the conposition in any anount that provides

beneficial antiperspirant and/ or deodorancy effects.

The antiperspirant agent or (t@odorant agent may be

pres t of f 0.05 to, 60% and i
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of each of which are rpoFated by reference.
The preferred d?ﬁna Ipenet rfati on enhancer si ncl ude:
fatty acids, t y*a id estlers, fatty al cohols,
gl ycol s and egcoI esters~1, 3- di oxol anes &nd
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derlvatl es, I subst it ut 34,
o B A Ky B bR N BUS A Bl o o e
anwﬁqama@k@@ﬁbm |kanoates sunscreen esters and

m xt.ures_thereo These i nclude the conpounds
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the dermal penetration enhancer is selected fromthe

l'ist

Most preferably the dermal penetration enhancer is selected from the list

including oleic acid, oleyl alcohol, cyclopentadecanone (CPE-218™), sorbitan

20 monooleate, glycerol monooleate, propylene glycol monolaurate, polyethylene
glycol monolaurate, 2-n-nonyl 1,3-dioxolane (SEPA™), dodecyl 2-(N,N-
dimethylamino)-propionate (DDAIP) or its salt derivatives, 2-ethylhexyl 2-
ethylhexanoate, isopropyl myristate, dimethyl isosorbide, 4-decyloxazolidinon-2-

one (SR-38™,TCPI, Inc.), 3-methyl-4- decyloxazolidinon-2-one, octyl dimethyl-

25 para-aminobenzoate, octyl para-methoxycinnamate, octyl salicylate and

mixtures thereof.

The concentration of absorption/penetration enhancer may be in the

range from 10-10,000 weight percent of absorption/penetration enhancer based

30 upon the weight of active ingredient. The ratio of penetration enhancer to active
ingredient may vary considerably and will be governed as much as anything, by
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25
Preferably the composition is non-occlusive, in that in the broadest
sense, the composition is not trapped to the skin, or the skin is not closed to the
atmosphere, by means of a patch device, fixed reservoir, application chamber,
tape, bandage, sticking plaster, or the like, which remains on the skin a the site
30 of application for a prolonged length of term. Such devices tend to be

uncomfortable for the wearer or can be embarrassing or unsightly.

In one embodiment, the composition appears like a lotion. In this context,
"lotion" is used in its broad descriptive sense, rather than the more specific
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above. Preferably, it further includes a penetration

enhancer as descri bed above. In one enbodi nent, the
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25 The composition may be applied to the skin, including but not limited to
axilla, of a subject in any of a range of forms. Suitable forms include for
example lotions, creams, gels, foams, pastes, solutions, sprays, aerosols, roll-
ons and the like. The composition may be applied in an occlusive or non-
occlusive manner. It is preferred that the composition is applied in a non-

30 occlusive manner and in the most preferred embodiment the composition is
formulated for application as a lotion, gel, cream, foam or viscous solution.
Generally, the properties of the composition are such that it can be readily
dispensed and spread by the implement of the invention. The composition can
be formulated by adding suitable carriers, excipients and thixotropic agents



addi tional active agent and/or at |east one additional
i nactive agent. In a different enbodi nent, the
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conmponent), whether as a physiologically active agent
or otherw se. The conposition may be applied to the
skin, including but not limtasd to axilla, of a

subject in.a of _a rang f . far Sui t ab
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odi spensj, &ad 0oty . I
0Py e Ath SRR inBoRook i ESMBIARE'Y AlakCarkiBHinicn i
tr deyhaﬂcomina mesehrattqnoenmmermmamg ggisa@m—]tan Tdiiwe agent

PR [« oo BhATY (FOMEICR Sod Wb 18 o RIHR)Bidbne.

suiThasd maf e irafhel folatingopertentadres: axi | [ a of a subj ect.
Exanpl es 9f addi. ti onal components include but are not
i mi t ed>98 VAU IRY ants, buffers, solvents and

pr opel | gntvev ehfareee enbodi ment, the conposition
conpris$s a volatile carrier mhlch i's isopropyl

al cohol , %chYear?@Y? ation enhancer which is octisal ate,
an actlg%vagqn@kewe.tch is testosterone and a thickening
agent which is onV|n yrrol i done. These may be in
the fol FQJ(meYgSt?Jﬁ?&V@Fﬁra%fég. 30% v/v carrier; 8% w v
enhancefhe phi4nwé ¥iraabl ve; 2% w v t hi ckener; 10% v/v
sterile water; and

In one embodiment, the invention utilises a transdermal drug delivery
composition consisting essentially of the above 6 components in those
proportions.

Other actives as set-out below are also contemplated for use in the

composition.

In another embodiment, the composition may further include a second
active agent to provide the composition with additional usage benefits. The
second active agent may be selected from any one of the active agents listed
above, or herbal extracts and/or cosmetic agents (such as, age spot and
keratose removing agents, anti-aging agents, antioxidants, and hydroxy acids).



t he bal ance ethanol. In one enbodi nent, the invention

utilises a transdermal drug delivery conposition
w@osiseng essentially of the above 6 conponePCHAUZN07/000138

those proportions. Other actives as set-out below are
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the physi ol o |caII activ reservoir; and

agent tq th
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reservow and

deforming the wall of the receptacle containing the liquid against the skin

20 of the subject and spreading the liquid over the area of the skin surface
preferably in at least one axilla. The receptacle is preferably used so as
to maintain the working surface in contact with the treatment surface

when spreading the liquid.

25 The method can be used to deliver a predetermined amount of active
and/or sufficient active to achieve a predetermined bloodstream level or
concentration of the active. For some actives (eg, those with a short half-life)
other measures of the amount of active delivered will be appropriate.

30 In another embodiment the invention provides use of a physiologically
active agent in manufacture of a medicament for treatment of a subject by
application to the skin of the subject in at least one axilla with the above
described implement. The medicament is preferably for treatment or prevention
of a condition treatable or preventable by the active.



preferably in at | east one axilla. The receptacle is
preferably used so as to maintain the working surface
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the liquid. The nethod can be used to deliver a
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treatabl e or preventable by the active. The invention
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Various alterations, modifications and/or additions may be introduced
into the constructions and arrangement of parts previously described without
departing from the spirit or ambit of the invention. More specifically the features
of any one of the embodiments may be added to other embodiments resulting in

20 animplement that combines features of more than one embodiment.



reservoir space which receives the volune of |iquid,
the receptacle having a base and a wall, the wall is
wGaesosiaes al |y transverse to the base and has BCTaDRG0MGO0138
surface that is used to spread the liquid over the
treatment surface, at least the wall is resiliently
deformabl e so in use the workeng surface maintains
co&%acf.m&th the treatnment surface when spreading the
[ An i nmpl enent according to claim1 wherein
the base is resiliently deformable. 3 . An inpl enment
acdor di ,hrg implecdeat fiorlapplyi@g wheoleme ofhiquichltd a sedtoremedurface

|nte t he base fr .rrha fl exitbc#e rrerrbc[ane. f4
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i mpl ement accordi ng to claim6 vvherel n the support
means i s rel tlvel¥ id.in co son to at

t hé- wal fn dfplamen 46 S W s Hase “Gafesiienty

10i S gBRY@ABbIe. rel ative to the support neans when appl yi ng
the liquid. 8 . An inplenment accordi ng toclaim?7
vvh rein the wa
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I nmt@gFQmem@fbﬂllséﬂohm fé@lenttrwigiei n the support
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_or r&:epta%reeinmutj@@ awide forahtite flowi tﬁé@fallﬂ@ﬁhd)@lretdﬁl&é to the
is |located between the skirt and the base, 11. An

15; mpA&%rent according to claim 10 wherein the inner
portion extends fromthe base at an angle greater than

or 5equahn timpRPnenncadcsraintd rwitms 5 fwisereinhthebamget frmbion is
wor ki n

surface,
mtegrglly fch)rmec? with the base and the wall.
6. An implement according to any one of the preceding claims wherein the
support means is releasebly attached to the receptacle.

20 7. An implement according to claim 6 wherein the support means is
relatively rigid in comparison to at least the wall of the receptacle so that at least
the wall is movable relative to the support means when applying the liquid.

8. An implement according to claim 7 wherein the wall includes a skirt
portion a lower edge of which is attached to the support means.

25 9. An implement according to claim 8 wherein the support means is
detachably connectable to a dispensing means that is operable to dispense the
volume of liquid into the receptacle.



12. An inplenment according to claim10 or 11 wherein
at least the inner portion includes a plurality of

W@ b@nngd4e3 provi di ng a passageway for the |iqui BICT/AT2007/000138
the reservoir space to the treatnent surface. 13. An
i npl ement according to claim12 wherein the wall is
castellated. 14. An inpl enent27according to claim 13
wherein,the castellations are |gcated between the
B oAb draRERG LB gl § SLie WePETh A whl Dgbyges an
chameebosipadial ¢ Iecndd bewiceh kel skirdandLthe basej npl enent
according to claim 13 or 14 wherein the working

surface,is limted to the castellation...16. An .
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5be ween th i\g&gr portion and the skirt. 17. An
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1RSI 1O I"95UF'8CE1 ai m 16 wherein the worki ng
surface covers the inner portion of the wall. 18. An

I npbeneAn iapieartetit mgcdrdingltai alaid610ror 1A wherei at tdaet the inner

R N R Ty e
wherosi the réservigi dpa0@ temefii@aendrs satdst anti al |y convex.
20. An inplenment according to claim7 wherein the
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claim7 wherein the skirt is substantially parallel to
10t hd4i nn&n im@emeotmc2ardingrioictgimdidevteraio ¢lor chstejlationsaary located

o0 Bpfiiashitfe BF EQfDate P Sistfl.eh Pl iy o1 2R TRRing! sppcing
t 0 cadlycame@latibn.t he preceding cl ai ns wherein the
treatment surface is the axilla area of the users

“K181 oA UYL Ol BT ARBRSHE ALY e s
colimiisd td o castekatoyst em i ncl udi ng a cont ai ner

containing the |iquid conposition including the
15ph)€%! ol Rg'irﬁﬁ!arlngntaé‘c'ébr\éﬁwgaig%ﬂgl 'one of claims 1 to 12 wherein the working

surface extends along the wall between the inner portion and the skirt.

17.  An implement according to claim 16 wherein the working surface covers
the inner portion of the wall.

18.  An implement according to claim 16 or 17 wherein the working surface
20  covers the skirt of the wall.

19.  An implement according to any one of the preceding claims wherein the

working surface is substantially convex.

20.  Animplement according to claim 7 wherein the skirt flares outwardly from
the support means towards the working surface.

25 21. An implement according to claim 7 wherein the skirt is substantially
parallel to the inner portion.



a di spensing neans for delivering liquid fromthe
container; and an applicator for applying the liquid
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applicator including a receptacle defining a reservoir
space which receives a volune of liquid fromthe
cont ai ner, the receptacle ha\2'8ng a base and a

lie tI def or mabl substanpti a nsvers

e B o RRGRT A d B any St IRt bfbeatin LIRS Grfein he
sphreatindriieuliddgus cheQwsers ¢dre area of the skin surface.
25 A system according to claim24 wherein the

05| Lon Lncludes netrati enhancer.  26. A .
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fatty acids, fatty acid esters, fatty al cohol s,
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12fm&deﬁq'UI@C@‘nBOSItmnaM|Syéilermlnelﬁdlagd oxazol i di none
derivatjves ubstitute

ari no) - Aol %‘ﬁ@?'@é y"e'\f{% ‘i&‘?@%&toﬂt'%ﬁ'%ddng the physiologically
am no) - adtkangéntal kanoat es, sunscreen esters and

m xtures thereof. 27. A syste rding to claim
Thar of n8 sBSTsLe A (gh SN RHRLALY BB s er Rt o

of oct yan dppriatty | foapslyiadithe hquid a8 R, are& tof Iskin for transdermal
par anmet hyoxyci nnamat e and octyl salicyl ate. A

Syt em ABBISHRIRY $0 EPRIGHOEENWALIG A 1oRapiAc, ABsing A gpservoir

i ncl udegndcbofhitnt RockR¥e bY VRiEET ofigliBeréMt #e container, the
conposition of a penetration enhancer. 29. A system

accor di fe§eptacle|having 24bageenrd A r?ﬁ@%lﬁlﬁ?&mﬁp'@walhwm@é@a"y
from abﬁéﬁsvé@e%ﬁ%ﬂ@lﬁag@ h@\m‘ngs waé/rﬁ?lln@ts'y effs%an g]Y'r;‘snus%i {o spread

selected Tromt roup consisting o
acet at etheullgwgroupraﬂaelareaa@;féh@alen sefagel formate, net hyI
acetate, net hyI et hyl ketone, pentane, chloroform

di BBt hyp ’aca)rar?ﬁéatoa&glrﬁnzﬁt WhéEid B 8Shposifhn fcludes a

system according to Claim24 wherein the conposition
i nPPDelEalion ephanassi ty nodul ating agent to provide a
viscosity greater than water and | ess than about 300

cengi poAss%/ste% Beeorfing Yot 8hASS5 ALKEreE the rfén%trgﬂlc%ﬂenhancer is
wherein t physi ol ogi cal 'y active agent
selected from the group consisting of fatty acids, fatty acid esters, fatty alcohols,
glycols and glycol esters, 1,3-dioxolanes and 1,3-dioxanes, macrocyclic ketones
containing at least 12 carbon atoms, oxazolidinones and oxazolidinone
derivatives,  alkyl-2-(N,N-disubstituted amino)-alkanoate esters, (N,N-

disubstituted amino)-alkanol alkanoates, sunscreen esters and mixtures thereof.

27. A system according to claim 25 wherein the penetration enhancer is one
or a mixture of octyl dimethyl-para-aminobenzoate, octyl para-
methyoxycinnamate and octyl salicylate.

28. A system according to claim 25 wherein the composition includes from 1
to 15% by weight of the total composition of a penetration enhancer.

29. A system according to claim 24 wherein the composition includes from
about 40-90% by weight of volatile solvent selected from the group consisting of



i ncludes at | east one hornone selected fromthe group

consi sting of oestrogens, progestagens and androgens.
W@2008088¥3t em according to claim24 wherein t hBCT/AU2007/000138

physi ol ogi cally active agent is an androgen sel ected

fromtestosterone and derivatives thereof. 33. A

system according to claim242gherein the conposition

i ncl ude n antiperspirant and/or deodorant, K agent. 34.

A IR TPV et FRAOPRRH APQBPas PN fsrmate Mhelhyi Scetate
phywsdtio) @iye abloyie agdntare, ap@rdfoi® dmstbl ebér, IRGKE Gint gnixtures
provi ding an inplenent as herei nbefore descri bed;
app8/$%g a liquid including the physiol ogical ly active
agent to the reservoir; and deformng the wall of the
regept aal systeomtaacording fohelain @di dhega et cormpositionninafudes a
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than about 300 centipoise.

31. A system according to claim 24 wherein the physiologically active agent
includes at least one hormone selected from the group consisting of
oestrogens, progestagens and androgens.

10 32. A system according to claim 24 wherein the physiologically active agent
is an androgen selected from testosterone and derivatives thereof.

33. A system according to claim 24 wherein the composition includes an
antiperspirant and/or deodorant agent.

34. A method of transdermal administration of a physiologically active agent
15 to a subject including
providing an implement as hereinbefore described;
applying a liquid including the physiologically active agent to the
reservoir; and
deforming the wall of the receptacle containing the liquid against the skin
20 of the subject and spreading the liquid over the area of the skin surface
preferably in at least one axilla.



