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The problem with existing barrier formulations is that they do not last particularly
long before losing their properties and have to be frequently re-applied. Therefore
they do not provide complete protection against allergens. A way of ameliorating
this problem has been sought.
25
Hospital acquired infection (FAI) is a major cause for concern in the clinical
setting. In the UK, it is estimated that approximately 9% of in-patients have a HAI
at any one time, which equates to at least 300,000 infections per annum (National
Audit Office, “The Management and Control of Hospital Acquired Infection in
30  acute NHS Trusts in England’, London: Stationery Office 2000). The costs

associated with treating HAI are difficult to measure, however results from a recent

study undertaken by the London School of Hygiene and Tropical Medicine and the



study undertaken by the London School of Hygi ene and
Tropi cal Medicine and theCentral Public Health
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much as 1 billion per year (ibid). It is not possible
to prevent all HAl's, however, the National Audit
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up to 15%through better appli‘cation of existing

e t
contr e *pALHeABEL iRk 7 Sk 1 b bEERAAR e NS as
b afueh Qﬁ;gf&mlﬁﬂi gergbara@yid). It Batot p@ssﬂ:ﬂm torrbvemt el iFeds Arovever,
i S pOSSi| t he nost ortant factor reventjn
HAthe Naﬁ@aél&\u%%ﬁc&morygwggpﬂ%&hahaf%rl% %ﬁﬂl%g ‘Hi bYup to 15%
h%\.’t@r %@ﬁgaﬁc{ il %ﬂ%ﬁﬁ%@%ﬁ@al@ﬁ%d%ffectwe
hea care rkers %Boyce M Potter-Bynoe G
Opalfectivh ebntad] ptzé‘ctﬁemﬁbid).Sour ce Qut break of
St aphyl ococcus epiderm dis Infections anong Patients
under goi ng Cardi ac Surgery Journal of |nfectious

ﬁg i@ ond B thebadc 28R bondnfs 6F 4n§ GERE HE0HEW] prokram and
enbhstrated that HCW understand t he i nportance of

h amq)dssalglyehemst iznposanisfagbr jprpeoeanting éIAIn fladaed oontbrgaks

e.in f f t t t hat
oS Ta RET TR ToRE Dt B Ford g b ot
SURYAth dafe Weikdrs\WEIWN BB d3ica gh, PegereBehdah, O SME? al “A
Heal t hcare Workers" Journal of Hospital |nfection

2000omnam:- SQIECQ@)HbT%@éqp y@p@rdquégpzﬁgw@ dig|Ifctions among
Co@ﬁtluisntrt]se lﬂ%(ie o%gére n% %r ire@t%{ﬁ 1Léﬁs @@t 161:

ance ra es are Pittet
D, 40bupouda aﬁ’eceﬁéiim@e lit Waé defimmptratedthet WCW understand the
Handwashi ng in a Teachi ng Hos ntern

t al
19guporimge ofilzfel ﬁe/@)ene 48 Tk PG Y e e favour of
gu Elﬂgllvbﬁ}%s Heal thﬁﬂcglﬁféi&le e%@i@pgﬁzﬁ'hQW Slabho}chl@IH Nafziger R

Depart nent o att RJ [ owe 'C, Loved ay HP
et eadl “N’&urvEPbﬁHambj\%a:shmglﬁWicepm@Oqum ofHealthcare Workers”

et b e S e
Pr %Mﬂ?&t&ﬂ%@ d’elﬁﬁﬁ‘l'sttrﬁkd AROHIOW @rehﬁ@rﬁﬁﬂdo(l{b‘@ wadiPtheidan@ and
Hospital I'nfection 2001; 47 (suppl): SI-82) reconmends

t habmpbaneelrathsand lmimttngDMonr@@aB Beraegeatlef “Compliancpwith

Ocontait A LRt EBaP T BT Rl o T8 1B 100,

The recent EPIC evidence based guidelines on hand hygiene, commissioned by the
Department of Health (Pratt RJ, Pellowe C, Loveday HP ez al “The EPIC Project:

Developing National Evidence-Based Guidelines for Preventing Healthcare
Associated Infections, Phase I: Guidelines for Preventing Hospital Acquired
Infections” Journal of Hospital Infection 2001; 47 (suppl): S1-82) recommends
that formal hand washing with soap and water should be undertaken by HCW when
hands are visibly soiled or contaminated, and alcohol-glycerol hand rub used
between patients. These methods of hand hygiene require adequate cleansing
facilities, including suitably located sinks and gel dispensers of sufficient numbers,

which may not always be present within the clinical setting. In view of the lack of



bet ween patients. These nmet hods of hand hygi ene
requi re adequate cleansing facilities, including
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20 (b) preparing an aqueous phase;
(c) mixing the oil phase and the aqueous phase together;

(d) neutralising the mixture with a neutralising agent.

According to a further aspect of the invention, there is provided a barrier

25  formulation of the invention for use as a skin barrier.

The formulation according to the invention has been found to act as an effective
skin barrier to irritants and/or allergens. In particular, it has been found to be
possible to apply concentrated sulphuric acid to the skin of a person which has

30 been pre-treated with the formulation according to the invention with no ill effects
to the person’s skin. Indeed the formulation of the invention has been found to

prevent and/or reduce contact dermatitis and other skin conditions in workers such



been pre-treated with the fornul ati on according to the
invention with no ill effects to the person's skin.
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The invention in a further aspect provides a barrier formulation of the invention for

use in medicine, including veterinary medicine.

The formulation may be for use in the treatment and/or prophylaxis of skin
25  conditions or infections. The skin conditions may be viral, bacterial, yeast or
fungal. The skin conditions may include eczema, acne, psoriasis, dermatitis and

athletes foot.

The formulation has been found to improve hand hygiene amongst health care
30  workers, and therefore to act as an effective skin barrier. The formulation therefore

may be for use in the treatment and/or prophylaxis of infection, and in particular in



resi stant Staphyl ococcus aureus (NMRSA). The

formul ati on may al so be used in the treatnent and/or
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devi ces. The nedi cal devices may include catheters

used in nmedicine. In particular, the fornul ati on may

be used in conjunction with nedical devices in the

treat ment and/or prophyl axis renal disorders. The
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20  The formulation may be used in the treatment and/or prophylaxis of skin infections

in animals. The formulation may be for use in the treatment and/or prophylaxis of
mastitis infection of and/or the spread of mastitis infection between farm animals
such as cattle. The formulation may be for use in the treatment and/or prophylaxis
of teat sores in animals such as farm animals. The teat sores may be caused by

25  Pseudocowpox or bovine herpes 2 viral infections.

The formulation may be for use to in the treatment and/or prophylaxis of mastitis,
psoriasis, anthrax, ringworm and/or mud fever in animals. The formulation may be
used to treat wounds, such as skin abrasions, scrapes, cuts, scalds and burns in the

30 skin of animals.



formul ation of the invention in the manufacture of a
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formulation of the invention to a human or animal.

The method may be for treating and/or preventing skin infections, hospital acquired

infections, and/or the spread of infection by medical devices used in medicine. The
25  invention also provides a method for the treatment and/or prevention of hospital

acquired infections which comprises administering a barrier formulation of the

invention to a health care worker.

The method may be for treating and/or preventing infection to patients skin before,
30  during and after surgical operations, the method comprising applying the barrier

formulation of the invention to the patient’s skin before the surgical operation.



of damaged skin, the method conprising applying the
barrier formulation of the invention to the damaged
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The formulation according to the invention may be in the form of a lotion in order
20  to be easy to apply and to dispense, particularly in a hospital or veterinary
environment. The viscosity of the formulation may be from 1000 to 20000 cps.

The viscosity of the formulation may be from 1000 to 5000 cps.

The formulation according to the invention may comprise an active ingredient.
25  The active ingredient may be included in the oil or water phase depending on in

which phase it has greater solubility.

The active ingredient may be:
- achemical or physical sun protection agent (e.g. ethylhexyl methoxycinnamate,
30 4-methylbenzylidene camphor, octyldimethyl PABA, avobenzone,
benzophenone-3, octacrylene, titanium dioxide, zinc oxide, and any

combination thereof);



zyloxin, triclocarban, triclosan, nethyl-benzethoni um
chl oride, nonyl phenoxypol y(ethyl eneoxy)

werdvanads3i odi ne, para-chl oro- net a- xyl enol , PCT/GB2004/002845
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and and any combination thereof);

- an anti-inflammatory agent (e.g alidoxa, allantoin, aloe vera, aluminum acetate,
aluminum hydroxide, bismuth subnitrate, boric acid, calamine, casein,
cellulose, cholecatciferol, cocoa butter, cod liver oil, colloidal oatmeal, cystein
hydrochloride, dexpanthenol, dimethicone, glycerin, kaolin, lanolin, live yeast
cell derivative, mineral oil, peruvian balsam, petrolatum, protein hydrolysate,
racemethionine, shark liver oil, sodium bicarbonate, sulfur, talc, tannic acid,
topical starch, vitamin A, vitamin E, white petrolatum, zinc acetate, zinc
carbonate, zinc oxide, hydrocortisone, betamethasone, ibuprofen, indomethicin,
acetyl salicylic acid, tacrolimus, flucoinolone acetonide, sodium sulfacetamide,
and any combination thereof), .

- anon-steroidal anti-inflammatory drug (e.g. ibuprofen, aspirin, diclofenac);

- an analgesic (e.g. diphenhydramine,tripeiennamine, benzocaine, dibucaine,

lidocaine, tetracaine, camphor, menthol, phenol, resorcinol, matacresol, juniper



any conbination thereof); an anti-erythermal agent

(e.g.tetrahydrozol i ne or hydracortisone); - an
WwW@raos/omsari ti ¢ agent (e.g. di phenhydram ne, prBODGB2A@®A/002845
anti hi stam nes, and any conbi nation thereof); - an

anti-edemal agent (e.g. pregnenal one acetate, tannin
gl ycosi des, and any conbi nati on thereof); an
anti-psoriatic agent (e.g. cal®ipotriene, coal tar,

nycr oG, s Al T ARG g nc

dovongiy,coginatiph itteréf);d, and a sunscreen agent;
i ndonmet hacin, salicylic acid, and_ urea; anthralin and

sali ci ani-gnyihgEmal ggoni ke B detrahydroraline RICHEFASAEISAYS): a

skin | oY :

petro a@EIW%? &Egﬁ'%'oiiat ghrr?& g %’G?I n, ?I%yb%ggﬁset?mmes’ and
5 shar kanlyi coatbimition tleréafit oi n, and any conbi nati on

thereof);. -, an_anti-oxi dant (e.d. avengers for lipid

f e PufiticomabagPnh (5 b pyTeneRtlPRicstals, FEEh g s any

such agpdiRfRRAREGSSS; BHT, beta carotene, vitamn A,

ascorbic acid, ubiquinol, ferulic acid, azelaic acid,

t hy nodn antispsedihtihagest (eepicelcipolrigne REORRtar, anthrali rvitemin A, and any
O S e R ARHRIR. RenE STt s spasece
109! ut addvioaBE shisME apM| afSd Sinscréaidbnt) éndoiedtiaddin) salicylic acid,
guani sone, | ophor phyrins, 8-hydroxyxant hi ne, .
2- t hi @Wanehiapthealnandsalieylispoidy pehenthralig apd gomethacin);
CoLal g8t S MELAE LB oD p R, i
NDG, giyesinatipidire, stivaktingd dil, aamitoin, athi ayiyi coarbéatioo fieexcof);
o e ealact P obl S o e B A,
150 RS M GO DL e Bt
Vi t anaaid, Ebamétdds feruliviacid, azelaic aciiythybbl, patachiersaapicarid, EDTA,
any Cfglg’;(())iferl]'fal;l,i rggmgrri]qeurigo%fez ﬁyd‘}gxﬁ%oisélg,r%gar}r?&? ﬁ-tﬁal&?ar}lttﬁjne, nausin,
malvin, carvacone, chalcones, glutathione isopropyl ester, xanthine, melanin,
guanisone,lophorphyrins, 8-hydroxyxanthine, 2-thioxanthione, vitamin B12
20 plant alkaloids, catalase, quercetin, tyrosine, SOD, cysteine, methionine,
methylsulphonylmethane (MSM), genistein, NDG, procyanidin,
hamamelitannin, ubiquinone,trolox, licorice extract, propyl gallate, sinapic
acid, and any combination thereof);
- avitamin (e.g vitamin E, vitamin A palmitate, vitamin D, vitamin F, vitamin
25 B6, vitamin B3 vitaminB12 vitamin C, ascorbyl palmitate, vitamin E acetate,
biotin, niacin, DL-panthenol, and any combination thereof);
- an anti-erythemal agent;
- an anti-irritant;
- an anti-viral agent
30 - ananti-ageing agent

- awound healing agent



- an anti-irritant; an anti-viral agent - an

anti-agei ng agent a wound heal i ng agent The active
WO p@seaisent may be present in an armount from OPGI/GB2004/002845

10%y wei ght of the fornulation, from1l to 5% by

wei ght, or from about 2%y weight. The fornul ation

according to the invention may optionally further

]E:orrpri se an enollient. The enﬁpl ient may be sel ected

r one of re of jo0j ' il

of 1% fRisinsr e Pl bEbRoG BRI Bo o 1804 S¥Eht of
aptHecfotmiefi e frodh I to SEHyoreight, or Rom abblht, 2%6dlyrvwdigtai |
liquid paraffin and/ or al oe vera. The formul ati on may
further conprise a thickener. The thickener may be

S et hGthul RN aggcr?rdfgﬁrglt _ eem%ntﬁtﬁw#hcgﬁ’ﬂoﬁaﬁfﬁﬁhef ccﬁ‘nr?ari/se an

carboner or ot I ng agent. forrmulation
5 f uetnoBient: i reiredlienn may bi pelected ffomeorexadinpire of jajeha dk avocado

sel ected from qQne or re of .a ol or al.cohol .

es Bﬁcﬁ‘%‘ PXYe'f'g‘;l?gc-“gF‘o‘W gﬂﬁ'@’eﬁﬁ a;116181% Xff’*f‘é’c?’&ﬂtr‘?ﬂlll’ apricohkermst ol

f UELAGT 0iC CHIIJiS §rafhuP b8 SIR[uYPbdri Gin aHRfr RIRSREY athb Y&miEMtion

be selected fromone or nore of a conbinati on of

es meydugherpompdisox itidrenoi. T'he dhickenss may basel¢ctediffem one or more

L Ay SRR BB O SR
10 m@iﬁ%%er bbRpAsd éEd’cQﬂgﬁlt.Nﬂ{Bi%m%ﬂM Ylayte s8Rcted f@i€one or more of a
ur

nme)). The fornul ation may ther conprise a .
f r shyicahererlcohieb espacially aponornprapylepgglypelr Thefsmulagion may further

Vit art
54Tyl S 08, LSS I O PRl
norembiatien of estdie of phiddoaibienrvierayid (Nigakiet (Teadyiviagky), parabens,

neutralising agent. The neutral] sj age b .
s elPhgraxyethnh ditathizokpne, We?laflg?ﬂ%w&rgpa@r@%% Diasol
hy . . . .
LS R N T U LK G (LA NaAeh ey
| nfemiilation hinefurtheeconyriss e fragyarive. Hudbunuletiommayifirther

phase t.o obtain. an qil-in-water enulsio in which oi,l
ph&gEPEseH enusifies ‘Bisruiiiiganny b Ered frpmipg opmgye sicarate
L g S‘ﬂ@gyéetg?g,rﬁp&aﬁﬁlé‘g'ﬂy@éry%oﬁ&@&fﬁé.”Hletfﬁnﬁﬂﬁtiérﬂﬁﬁﬁjﬂ FirfHer
comprise a neutralising agent. The neutralising agent may be selected from one or
20  more of triethanolamine, sodium hydroxide or potassium hydroxide. The

formulation may further comprise water.

In the method of the invention, the water phase may be added to the oil phase to
obtain an oil-in-water emulsion, in which oil phase droplets are surrounded by
25  water. It has been found that the formulation according to the invention has greater

efficacy when it is in the form of an oil-in-water emulsion.

The addition of a neutralising agent to the mixture of oil phase and water phase is
critical since the agent can only neutralise following the emulsification. This

30 reaction not only adjusts the pH but also the viscosity of the finished product. It is
particularly important when the formulation contains a carbomer as a thickener

because the carbomer needs to be neutralised. A carbomer is a homopolymer of



efficacy when it is in the formof an oil-in-water
emul sion. The addition of a neutralising agent to the

worRoos00283pf 0i |l phase and wat er phase is critiPel/GBR003©02845

5

10

15

the agent can only neutralise follow ng the

enmul sification. This reaction not only adjusts the pH
but also the viscosity of the_finished product. It is
particul arly inportant when thé fornul ation contains a
car bomer . Lckener e

pe Rl i BBy lrhed SEREE AP AR RaEARRARE tn PERHSIH of
achitrese0&Sdnl dllveethied diiprapyledd. yl et her of

pentaerythritol, and allyl ether of sucrose, or an

allyl ether of propylene. A suitable neutralising
agg&rﬁﬁ.\itgﬁé ngétiaalfs{ﬂ?tag&trfﬁf £ Ae $hBBok BY @RLEARRLLR iPdh alkaline
al kKal't'ne agent. The neutralising agent may be

t r hgeinh arhelnentraiesingsapdhtmay el tristhatelaoring sodissi hydroxide or
hydr oxi de he. fornmul ati on may conprise the follow ng

i n@?téﬁfi“%ihg o%idehe approxi mate ranges i ndi cat ed:

I ngredi ent Range (W% Castor oil 0.5-3.0 Stearic acid
0.5-8.0 dycerol stearate 0.1-3.0 Cetyl palmtate,

0. The f@msidtioo amy domypirige thelfollowinigingredien in thg, apprsuBag ranges

oil 0. g.O 5 Liquid paraffin 0.1-0.5 Active ingredient
0. BHGSfat er 35-95 Carbomer 0.5-8.0 Aloe vera 0.1-2.0
'Voﬂ{g%d?&%' ene glycol 2.0-15 Range (wWt%)

Castor oil 0.5-3.0

Stearic acid 0.5-8.0

Glycerol stearate 0.1-3.0

Cetyl palmitate 0.1-2.0

Silicone fluid 0.1-10

Nipastat 0.1-0.5

Jojoba oil 0.1-0.5

Liquid paraffin 0.1-0.5

Active ingredient 0.5-10

Water 35-95

Carbomer 0.5-8.0

Aloe vera 0.1-2.0

Monopropylene glycol 2.0-15

Triethanolamine 0.1-2.0

The formulation may be prepared in the following steps:

1. Melting together the castor oil, stearic acid, glycerol stearate, cetyl palmitate,
silicon fluid, jojoba oil, liquid paraffin and Nipastat.

2. Ensure the above a mixed together well and heat to between 70-80 °C.

3. In a separate vessel mix together the monopropylene glycol, triethanolamine,

50% of water and carbomer.



Tri et hanol am ne 0.1-2.0 The fornul ati on may be
prepared in the following steps: 1. Melting together
W0 b@soexssor oil, stearic acid, glycerol stearaP€l/GBeioyi002845
pal mtate, silicon fluid, jojoba oil, liquid paraffin
and N pastat. 2. Ensure the above a m xed together
wel | and heat to between 70- 88 0OC. 3. In a separate
vessel m x together the nonop %pyl ene gl ycol,

triet 50% of water and carboner.4. Heat to
656C}Ee%@%d% Fhe active conponent to (1) inmediately

bef oraddtha geti{ebjongoaetiti tu (1)ﬁnnmmmellye>eﬁ1ré stpgmeﬁe ahd onx.

(1) to the water phase from Xi_n under
ShbarAddihaotnbats FomuRea R AiEe GORE) S SIHLmId bigh
sol “ts'hgzﬁc‘&n&ft ¢ 8. Add the remaining cold water and
tir. Leave overnight to stand and cool, then
5 r e7mWhe éullyahixkd bad aloe véhaesbbutmndc $teat ures of each
on_ar S for each of the other

ec f the .inven
g c‘%@do%ﬁtrealflfuglw Ber i nvention will now be

' | busitdadt §FerMghio s%{lﬁra%ﬁ%golt theh henli@ khePvtanBatbixanpl es
which are not intended to Iimt the scope of

protectlon obta| ned and with reference to the

R et o phital M e B e TR

10 heggﬂebtsw,:@nmgl&gm@ in the study and control arns
di scussed in Exanple 6; Figure 2 illustrates the

nunmber of tines hands were washed wi th non-nedi cat ed

Zggﬂg ?ﬁ{%nm il few REaAs L{ E‘at%&rvﬁ tRFKEI S é(‘) glfetfgg%\ﬁ%ggfx%{;nples

arns during stu perio
an thEd}gaté @oBintentiedtorlahie thet doepd ﬁﬁmbtemﬁxa’r ogined, med efith reference

gl oves by healt are worﬁ]e s in the control and study
ar%fﬁ@PW@PW@ 184855 PeViUGl  of Exanpl e 6. EXAWPLE |

15
Figure 1 illustrates the mean CFU (colony forming units) from the hands of health

care workers in the study and control arms discussed in Example 6;

Figure 2 illustrates the number of times hands were washed with non-medicated
20  soap and water by health care workers in the control and study arms during the

study period of Example 6; and

Figure 3 illustrates the total wearing time of gloves by health care workers in the
control and study arms during the study period of Example 6.
25
EXAMPLE 1

A barrier formulation having the ingredients listed in Table 1 was prepared as

follows.
30 TABLE 1

Materials Amount/wt% | Phase
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A barrier formulation having the ingredients listed in
Table 1 was prepared as follows. TABLE 1 Materials
w0258 % PhaseMat eri al s Anount/ wt % Phase CaBCDGBRI04/002845
2.00 Stearic acid 6.00 GVS SE 2. 00 Cetyl
1.00 ASilicone fluid 1.00 N pastat 0.20 Jojoba oil
0.10 Liquid paraffin 0.10 MPG_10.00 Tri et hanol am ne
1.55 B Hot water @5C 39.65 CdPbopol 5.00 Tricl osan

Pal mtate

0.50 C Aloe v
30. 25 E \erei

manuf act ured 4
preservative

par aben, et hyl

i sobut yl par ab
is the

g 050D Fragrance 015 Cobd—wvat er
MegHaISE | gly g}oﬁn¥/§‘fjte/%1r a?gase
Yeat@Ran ConpapyooN pastat{is a
roduct containjng nethyl paraben/ butyl
Yearmzeid propyd.0par aben apd
nt\"rﬁrg'ﬁ actuted 5’600 art+ant] UK Ltd, MPG
Cetyl Palmitate 1.00 A
Silicone fluid 1.00
Nipastat 0.20
Jojoba oil 0.10
Liquid paraffin 0.10
MPG 10.00
Triethanolamine 1.55 B
Hot water @65°C | 39.65
Carbopol 5.00
Triclosan 0.50 C
Aloe vera 0.50
D
Fragrance 0.15
Cold water 30.25 E

Wherein GMS SE is glyceryl stearate manufactured by Stepan Company, Nipastat

is a preservative product containing methyl paraben, butyl paraben, ethyl paraben,

propyl paraben and isobutylparaben manufactured by Clariant UK Ltd, MPG is the

excipient monopropylene glycol. The silicone fluid is a dimethicone such as silicon

fluid 200/100 CS

The ingredients of phase A were melted together at temperature 60°C. The

ingredients of phase B were mixed together using a Silverson High Shear Mixer.

Phase C was added to phase A and stirred until dissolved. Phase B was then added

to phase A. Phase D was then added and mixed using a Silverson High Shear

Mixer. Phase E was also added while mixing.

EXAMPLE 2



exci pi ent nonopropyl ene glycol. The silicone fluid is
a di met hi cone such as silicon fluid 200/100 CS. The

wo p@gseaisent s of phase A were nelted toget her aPCT/GB2004/002845
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tenperature 60C. The ingredients of phase B were m xed
together using a Silverson H gh Shear M xer. Phase C
was added to phase A and stirred until dissol ved.
Phase B was then added to phaé A. Phase D was then
added and m xed using a Silverson H gh Shear M xer.
Phase E was al so added whil e m xi ng. EXAVPLE 2A
banrbaefierf formalhtadn Kevikpathe mgeredients igeé th Baitls 2 has tpegpatad as
Table 2 was prepared as follows. TABLE 2 Materials
Anttllofswt % Phase Castor oil 2.0 Stearic acid 1.5 GVB
SE 0.5 Cetyl Palmtate 0.5 A Silicone fluid 1.0

Ni pastat 0.2 Jojoba oil 0.1 Liquid paraffin 0.1
Triclosan 1.0 B Hot water @ABDE 20.4 Carbopol (5%
2.0 C Al oe verg—16-—1-6-5MG10-0

Materials "Amount/wt% | Phase
Castor oil 2.0

Stearic acid 1.5

GMS SE 0.5

Cetyl Palmitate 0.5 A
Silicone fluid 1.0

Nipastat 0.2

Jojoba oil 0.1

Liquid paraffin 0.1

Triclosan 1.0 B
Hot water @ 60°C | 80.4

Carbopol (5%) 2.0 o
Aloe vera 10.1 0.5

MPG 10.0
Triethanolamine 0.2 D

The silicone fluid is a dimethicone, such as silicon fluid 200/100 CS.

The ingredients of phase A were melted together at temperature 70°C until the
phase was clear. The ingredients of phase C were mixed together using a Silverson
High Shear Mixer. Phase B was added to phase A and stirred until dissolved.
Phase C was then added to phase A. Phase D was then added and mixed using a
Silverson High Shear Mixer.

EXAMPLE 3



Triethanolamne 0.2 D The silicone fluid is a
di met hi cone, such as silicon fluid 200/100 CS. The

w0 niysmeeblsegnt s of phase A were nelted toget her apCT/GB2004/002845
tenperature 700C until the phase was clear. The
i ngredi ents of phase C were mi xed together using a
Silverson H gh Shear M xer. Phgse B was added to phase
A and stirred until dissolvedl®>Phase C was then added

L GRS e R0 IR T4

f ofomals@t i on having the ingredients listed in Table 3
was prepared as follows. TABLE 3 Materials Anmount/w %
Phase Castor oil 2.0 Stearic acid 1.5 GWS SE 0.5 Cetyl
Palmtate 0.5 A Silicone flpif;#.30 Nipastat 0.2 Jojoba
oil 0.1 Liquid paraffin 0.1 Triclosan 2.0 B MPG 10.0

5 Hot water @6Q0C 79.4 C Carbopol 2.0 Aloe vera 0.5

Materials Amount/wt% | Phase
Castor oil 2.0

Stearic acid 1.5

GMS SE 0.5

Cetyl Palmitate 0.5 A
Silicone fluid 1.0

Nipastat 0.2

Jojoba oil 0.1

Liquid paraffin 0.1

Triclosan 2.0 B
MPG 10.0

Hot water @ 60°C | 79.4 o
Carbopol 2.0

Aloe vera 0.5
Triethanolamine 0.2 D

The silicone fluid is a dimethicone, such as silicon fluid 200/100 CS.

The ingredients of phase A were melted together at temperature 65°C until clear.

10  The ingredients of phase C were mixed together using a Silverson High Shear
Mixer. Phase B was added to phase A and stirred until dissolved. Phase C was
then added to phase A. Phase D was then added and mixed using a Silverson High
Shear Mixer.

15 EXAMPLE 4



Triethanolamne 0.2 D The silicone fluid is a
di met hi cone, such as silicon fluid 200/100 CS. The
w0 niysmeeblsegnt s of phase A were nelted toget her apCT/GB2004/002845
tenperature 65C until clear. The ingredients of phase
C were m xed together using a Silverson H gh Shear
M xer. Phase B was added to pggse A and stirred until
di ssol ved. Phase C was then added to phase A. Phase D

e D T N LA L 5 0 v
f on MHoat bebdsrehameandd of vokangre 1A a!déﬁlohm tvad ironestigated whether

4 hour period _on the hands of vqu t eer Iln a d|t|on
i t rem@ted ARl xcations fgoamardhwater. dpedy hclaaéueﬁ@%m prongie
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affected the efficacy of the cre m. Fi

par SHE eERB THREE e TGy Ut PR ST prepared

f OEI{TEJ(aﬁﬁI!ﬂQQ 10 ERRALAs.| A z%ﬁaqma%vaa deflghd18d 6n RNEE hald of each
area was designated on the | eft hand of each

voWuhmm&ﬂanﬁﬁDﬁMbﬁ&qﬂ@&ﬁwapmypwknmwb@ﬁ@ﬁCdﬁﬁﬁﬂuagﬁN@meon

9865 at a conc A of a
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10 NCRe 286869'@5s Sbdcti Rdnasdiddtor Iﬁﬂﬂr&ﬂ%&ﬁsrﬁ‘a@ [t9R6ERBSE SF8d

as It produces a red pignment when grown on nutrient

agaigmeit whhogrowreerchutfiemhagect i on was swabbed and
cultured directly onto nutrient agar (Oxoid Ltd,
Basi ngst oke, UK). Three volunteers then washed their

hands Houprattohdnd® Wctibn ®hi Hedbbseand &ﬂdlrwﬂ@éotly‘b%o nutrient agar
chi or hexi di ne gl uconate or 70% i sopropanol pl at es

we (@xvidddbdBastngsioks A8K). Thage valgreagthep mhedﬂh% hands
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on t consecut |

nuﬁéb@fcﬁ)aﬁd‘)l Albplages Svereicieated a‘tl3§°®l(iﬁ' Gir B@6E, hauec Citds pebcess
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4 Tsrepeated Ve fousharTRerigdial Bowty 1gteryals g op Biycqueseative

8QRyd. e@% ST G RSB 52588 AT @9845) 8eBPREE from the
ofonun

hands of the Volunteers are shown in Table 4.




Loadi ng i nocul um Sanpling tinme (hrs) Contro

No

washi ng Soap/ wat er 4% chl or hexi di ne gl uconate 70%

WO 3@p0a@33nol
2 (I

4.4x102 (0 hours) 1 3.8xI 0O 0 0 0O BCRGB20100/002845
hour) 2 2xI@2 0 0 0 3 3.8 0 2 (2 hours) 3

3.5xI2 0001 3.2xI0 2 (3 hours) 4 2.9xI2 100
13The results show that the fornul ati on of Exanple 2

retained its anti bacteri al

activity over a 4-hour

peri od when chal |l enged| wi t
x 102 cfu of $2 epi dermid
applications oé* oap and

gl uconate to tke|hands|du
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Table 5 Mhteri

Stearic did 1 GM5 SE
Silicone 31 ui ¢ 200/ 100
0.1

H‘? %hgi:dﬁage w ;7

o

4% chjopRxi

o O

|y

y

ul
ant

f
e

M %9
|5

— -

eduction in viable

ne | oadi ng i nocul um The

| nvestigation denonstrate
at i on according to the

i -mcrobial barrier
ormul ati on having the

b5 was prepared as foll ows.
Phase Castor oil 2.0
Cetyl Palmtate 0.5 A

.0 N pastat 0.2 Jojoba oi

TABLE 4
No washing | Soap/water

0
0
0

1

Control
3.8x10°
2x10°

3.5x10°

2.9x10°

1

2
3

4

Colony forming units of S. epidermidis NCTC 9865 recovered from a 2cm’ are

Loading inoculum | Sampling time (hrs)

4.4%x10% (0 hours)
2.7x10° (1 hour)

3.6x10° (2 hours)
3.2x10% (3 hours)
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Liquid paraffin 0.1 Triclosan 2.0 B MPG 10.0 Water
78.6 C Carbopol 5% 2.0 Aloe vera 10:1 0.5Materials

wWa\r®mEH00259% % Phase Tri et hanol anmine 1.0 D Sil i coprCE/GBR@4/002845

200/ 100 CS is a dinethicone. TBe ingredients of phase

A were nelted together at tenperature 65-800C until

clear. The ingredients of phase C were m xed toget her
using a Silverson H gh Shear M xer. Phase B was added

to phase A and stirred until dissolved. Phase C was

t TaB ra@die shdvotHahas fortnulitiass Hanmde 2 hetainadlideshtbacterial activity

m xed using a Silverson H gh_ Shear M xer. %I\QPLE %2
Tl@@era'rm how méuwen@hﬂlﬂ@aé‘gwetb befreeengr 4 Lg g 107 cfu of .

I ' 0 : 4
R SEICISE SR WS Sl 8y Mheicing

healcbhate & me\mmsedlmn(gh@/gtudmpeﬂmﬂvcﬁé nbpafeetithelbacteritidal activity
and in vivo asses ment ofmt he_.f or nul

o e Bt e bR & Bt e 10 e Rafaamgd, 13 ofu of S

c [

BB NERE S8 BERSSRA8 LU ADBRor S, S yer i
mau trépre@ntedwcﬂr kel 0f efrreduction in vieloh/hmeroorgastsms qogpared to the
from.two aclute neur osurgi cal wards, a radi ol ogy
dé??é%“%%ﬁ?“‘éﬂd two intensive care units within the
Uni versity Hospital Birm ngham NHS trust, UK Study
desi gn

The%esults of this preliminary investigation demonstrate the usefulness of the

formulation according to the invention as an effective anti-microbial barrier cream.

EXAMPLE 5

A barrier formulation having the ingredients listed in Table 5 was prepared as follows.

Table 5
Materials Amount/wt% | Phase
Castor oil 2.0
Stearic acid 1.5
GMS SE 0.5
Cetyl Palmitate 0.5 A
Silicone fluid 200/100 CS | 1.0
Nipastat 0.2
Jojoba oil 0.1
Liquid paraffin 0.1
Triclosan 2.0 B
MPG 10.0
Water 78.6 o
Carbopol 5% 2.0
Aloe vera 10:1 0.5
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1) Ethical commttee approval was obtained from South
Bi r m ngham Et hi cs Research Council prior to

weeomveonserrent of the study. 2) Conputerised  PCT/GB2004/002845

random sati on of HCWinto stud9 and control groups was
perfornmed.3) Al HCWwashed their hands with

non- nedi cated soap and water for 30 seconds and dried
hands with sterile paper towels. 4) A 4cm area of palm
of t he dom nant hand of eachHCW was sanpled with a swab
noi st ened W thatBkifl§6 (W v) steri| anfoahi/he%f orPheasel i ne
m crobial counts. 5) The study group then applied 0.5
m of t he fonduiethtanolamine t hei r hah@s as reccd?rended by
manuf act ur er—Fhe—controt—group di-drnot—appty—th
formulation. 2 6) After 1 mnute a 4cmarea from
n‘S'i‘h&ﬁrﬂlﬁ'@Q@)O/m@m@S\&@ﬁdﬁﬁ&mk&% as described previously.
7) HCWcontinued their work as normal. O her hand

di si nfectants, |nclud|ng al cohol hand rubs and

Elj,h,o E@g{i‘rx‘i}\%}n ﬁgﬁ%ﬁu gan at 2 n\é\g{]? etthelil saf %m%%%a'éag}% 6&\/—28?);@&1&9}/016&.

r @]@V@ﬁe&éﬁﬁbﬁ?hﬁé}é @W@%Snlﬁe@tdgeﬂﬁkr Win®s Stlverson High Shear Mixer.
commencenent of the study. Fbmever durlg%Ithe st udy

H@Ws,eoﬁ’nwaﬁ aedpdit PhassrA aRd HirToda digsalied JFhase 6 A tagh added to
a d r

Mixer.
AP e TS R ad R el TR SR EREA Py SHear Mixer
sanples were taken fromdifferent areas of the pal ns
of the dom nant and non-dongn nd respectively as
descri bed previously. 9) Mﬂ“}?ﬁe nunber of tines
hands were washed with soap and the duration gloves
were worn were collected with a standardi sed .
q URbstantirmiaiabéal effigabicof thiedomadatian afdixampitalS wias hestesed irpihe

Chcoh I/chI or hexi dine) during the study due to

cl

1H’r°8 & cunst ance were not included in the
eval uati on

The acceptability of the formulation of Example 5 by health care workers (HCW) was
investigated. In vitro and in vivo assessment of the formulation was undertaken in
accordance with European standards currently used for assessing hygienic and

surgical rubs and washes (prEN 12054 and prEN 12791).

METHODS
Health care worker recruitment
e HCW were recruited from two acute neurosurgical wards, a radiology
department and two intensive care units within the University Hospital

Birmingham NHS trust, UK.

Study design
1) Ethical committee approval was obtained from South Birmingham Ethics
Research Council prior to commencement of the study.
2) Computerised randomisation of HCW into study and control groups was

performed.
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11) Acceptability of the forrmulation by HCWin the
study group was investigated with a standardi sed

w@@sviassnai re. St andardi sed questionnai res H®RET/GB2004/002845

conpl eted a standardi sed quesfDonnaire at 1 and 3 hrs
to indicate the follow ng: 1. Nunber of tines gloves
were worn 2. Total tine gloves were worn 3. Nunber of
ti mes hands were washed wi th non-nedi cated soap and
wat erln addition, HCWconprising the study group

conpdetrarHaw Wabl’(bﬂfthéii amia el fhs@h-18 Bdisdtbd soupiane vaterJor 30
hrs which asked: 1. you experience_any disconfort
on youﬁemﬁﬁ@qu&m@%‘ﬂithﬁﬁr@wpﬁbmﬂ%t| on? 2. How

acceh abf@h HraEbEDr b SPatatsgns Rootshdla el vith 2

for mul @%9 Eho‘i’é?eﬁé@%ﬁﬂ‘@g%s(v@@f@?érﬂg‘sﬁﬁle%ﬂbzﬁ@in% mfRobial counts.
techni que? 4. d you use the forrulation as a part

of y®ulhe (study rgeodpaﬂ@n Iayglu@r(bS nd @if ﬂ@’}foanul@;@rr 9l thelr ands as

comment s? a ative cro Si S ken

at ti me*H! enzileﬂhy@anff ih%lccfﬁ??igg P (]\}\%Po ken

into 1gdmaflatigutral i sing Let heen broth (Merck,

Germany) and vortexed, for 30 seconds. Two x 0.5n

vol UGE A fodr 1trhi@uteaaing anexr Romrinoadiohtinam hadd wansanipld as described
xI 5m of cooled nolten yeast extract agar (Bi oMerieux,

UK) i nPEEBR#SEY: dish. Culture plates were incubated at

370Gy M@ cohnfifuekt® uek Eﬁ? Wo as fRhRAMOHQHELE Q1sﬂﬁb$t§nt§ cfEél’ﬁdmg

wer e ‘det erm ne resu ts expressed as nean U.

The pe radmhbblmd rrelmkmnil chhshexfidine ghic@Rite Weremot heed dunng the study

g? Zte ! IS%%{:}E e& 91%(1[ g[a rég gor\l,‘&rm%g%rlsl%sa%e\}veer{e rrrénqg\ged from study areas
one week prior to commencement of the study. However, during the study,
HCW continued to wash their hands with non-medicated soap and water as per
normal clinical practice.

8) After 1 hour and 3 hours further microbiological samples were taken from
different areas of the palms of the dominant and non-dominant hand
respectively as described previously.

9) Data on the number of times hands were washed with soap and the duration
gloves were worn were collected with a standardised questionnaire.

10) HCW who had to use hand disinfection (alcohol/chlorhexidine) during the
study due to clinical circumstance were not included in the evaluation

11) Acceptability of the formulation by HCW in the study group was investigated

with a standardised questionnaire.

Standardised questionnaires

HCW completed a standardised questionnaire at 1 and 3 hrs to indicate the following:
1. Number of times gloves were worn
2. Total time gloves were worn

3. Number of times hands were washed with non-medicated soap and water



10

15

20

25

30

Means were conpared using the Mann-Witney U test and
p val ues of equal to, or less than 0.05 were

wa@onsiessed significant. prEN 12054 andpr EN 12FQW/GB2004/002845

(Eur opean standardsfor assessihg Hygi enic and Surgica
hand rubs and washes) In vitro antibacterial efficacy
of the fornmul ati on was assessed for anti m crobi al
activity agai nst Staphyl ococcus aureus ATCC 6538,

Ent erococcus Hrae ATCC 1054 1, Pseudonbnas aerugi nosa
AT hddBd FTEW oRs i iRBId RO btade giolup NehpletédbBfriher standardised
accordance with prEN 12054. In vivo anti-m crobi al
aguesfiopyaigsrat SHEs Whichaskad: on was conpared with 60%
(v/iv N
Lz7at T O A oo
assessmnnﬁﬂﬂﬁmﬂhe formulation in accordance to prEN

12791. Reassessrrent O; imcr ob| I vit "t
f or il &tovbidhe &m&hﬁ%ﬁﬂ?ﬁi Ol‘rweufff&P (580 &?Cﬁé@@e,fwcceptable)?

assess ﬂ'ﬂﬁcg% QAL 5F BE l12tR% In\Yoly harls 6 RPESHRIEE Banipulation

W th pr 4vvas al lowed to st'and at room
terrperaxtcthmqué?)r 4- mont hs The antim crobial efficacy

of V en reassessed ,in accordance r . .
T205%, e TeUROTE TR PR dERiACH i P ygicne regime?
hundg_e@@ﬂgl donansieyY were recruited into the study.

Fifty two HCWwere random sed into the study arm and

50 in the control arm The recruited HCW were nurses

( 3 medi cal personnel (7), physio-
?j‘)&@é%glz?r"é%f’ ?ﬁ'g]“)rﬁgl sts (9), radiographers (6) and

POr t & FwkaBy taklehl aNfitnt 8! 1 MEmand duakhs B hoats, werl bfGltéia into 1 ml of
The mean CFU obtaj ned from the hands of HCWin th

study asdrdisime ltthesrsoth(Meggly Sermanypiend W@ﬂ@edfﬁre?r(éseconds
was no ~Si gniyfd f feare

Count s 1B B opEGPluctis I PICRERIL piRRRe4 BREnTRAN, (ko xisml of
mean Cicbbled hmil&niyeaﬁ BRtrat ught (BwMaiduar UK) i aBretei dish. Culture

0 0 ), 1 hour 3
(p plgtes were incuba ed at 37°C) in a1r for 24 hours.

e Colony forming units (CFU) were determined and results expressed as mean
CFU.
e The percentage reductions of mean CFU from the baseline bacterial counts

were also determined.

Statistical analysis
e Means were compared using the Mann-Whitney U test and p values of equal

to, or less than 0.05 were considered significant.

prEN 12054 and prEN 12791 (European standards for assessing Hygienic and
Surgical hand rubs and washes)

e [n vitro antibacterial efficacy of the formulation was assessed for anti-
microbial activity against Staphylococcus aureus ATCC 6538, Enterococcus
hirae ATCC 10541, Pseudomonas aeruginosa ATCC 15442 and Escherichia
coli NCTC 10536 in accordance with prEN 12054. In vivo anti-microbial

activity of the formulation was compared with 60% (v/v) n-propane (gold
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hours (p<0.036) were obtained (Table 6). Table 6.
Percentage reduction in nean CFU on the hands of HCW

w0 poosesapnt rol and study arnms at 1 mnute, 1 POUGB29d/002845

3 hours conpared to baseline gean CFU counts. Sanple %
mean reduction in % nmean reduction in time CFU CFU on

t he hands of HC Won the hands of HCW fol | ow ng
application in the control armof the forrmulation 1
mnute 93 11 1 hour 78 26Sanple % nean reduction in %

mean r g@Hedripin abortihnge vabbrBNUL 219, ThentydaistsatotyHdMminers
t he hands of HOWfol | owi ng application in the control

ar m of Pettisipetsein kherasersseHEN tae pynplationm ygaidapcep PIEN
times s were washed and duration gl oves were worn
did not"differ significantly between the study group
and controls (Figures 2 and 3). (hand washing at 1

hour p=0.092 and 3 houyrs p=0.43;_ Wearjn f gl oves
afeatsessmeni @/ a&%_lozlfzwb'gz derim gl ﬁge fﬁ%lﬁ%)fg af%&c"gefﬁ?'ggf lity
Ofrp: tf&]}rﬁﬂﬁ]é)%%b@ FOé‘ B M¥nt VP BRirRicrdoig aedviiWaccordance with
experi enced any adverse reaction/skin irritation

dprENJ 205vewss altbwaddo st ab®ooutemperaiite (@ 7banontsodhed

that the f | ati b bed [, i he_ hand
¢ GISOPCRE 25 Vo S5iPPR B B AT PR PR NG 2054
formulation did not conprom se mani pul ati on

techni ques; 49 out of 52 (94% reported that they
WRHSUIUB® the fornulation as a part of their daily

hand  hyqgi ene,r eqgi e adverse reactions to the
f 2?%? 5?’( RO kEr %cfué%er%? ed during
e One hundred and two HCW were recruited into the study. Fifty two HCW
were randomised into the study arm, and 50 in the control arm.
e The recruited HCW were nurses (65), auxillaries (13), medical personnel (7),

physio- or occupational therapists (9), radiographers (6) and porters (2).

Quantitative and statistical analysis
e The mean CFU obtained from the hands of HCW in the study and control
arms are given in Figure 1. There was no significant difference in baseline
mean CFU counts (p= 0.054). However significant reductions in mean CFU
counts in the study arm after 1 minute (p<0.0001), 1 hour (p<0.0001) and 3
hours (p<0.036) were obtained (Table 6).

Table 6. Percentage reduction in mean CFU on the hands of HCW in the control and

study arms at 1 minute, 1 hour and 3 hours compared to baseline mean CFU counts.

Sample | % mean reduction in % mean reduction in
time CFU CFU

on the hands of HCW | on the hands of HCW
following application | in the control arm

of the formulation
1 minute 93 11
1 hour 78 26
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the study period. prEN12054 The formul ation
denonstrated rapid bactericidal activity agai nst

w@e@plgldseroccus aureus (ATCC 6538), Enter ococcesT/bBR@ae/002845

(ATCC 10541) and Escherichia 28li (NCTC 10536) in
accordance w thprEN 12054. The fornul ati on
denonstrated no antim crobial activity agai nst
Pseudononas aer ugi nosa ATCC 15442 over the 10 nmin
assessnment period. prEN12791 * There was a

si gni fiEgptpye N %“ﬁfeaﬁ?@dhdh@ﬁtiﬁti dy, fragdofedabtion i3
m nut es {1h{g'red| ql n the bacteri % ounts on the
D "v

fingert|{ps of 2 r Wi n li,ca
60% pr opanol co ﬁ?e%lg Sft}iéw gtgf:@% ‘(i %Hgg\é{o)
There was no si *qV%laﬁtaPHhF?@Téncénl]ﬁeP ‘aeaiﬁl
reducti on factorefth‘e foanukationl couynts following 3
hours (p3Godd) - | Reassessygent of antim crobi@l activitly
ofthe formufation after 4 nmonths Theére was no
significant difference in the antibacterial activity
of tde Thenmmbat éfaimdsrhaadcwettancshedinddyratios dld0S4vere worn did
followi n m)nthss ndi t omte rature (.p=

0. 155) MOGHAlc] BEMERES Y e 0 Re BT S 100 SaREoLo i Egs 2 and 3).
pal ns I:EW &t loves after
applicati gn%o %?%21? bu adt)glszo%ﬁ The %ac%ge}wg%ncgooufr%t sV

on t he ljmunp=0#7 tixk3 hawd p=0f13)HCW r emai ned

significantly | ower than those on the pal ns of HCW who

did not apply the formulation for up to 3-hours in the

r QUbAEbikh dFikAormidibat bPRCw There was no signi fi cant

di ffer encé dgn tween the nunber of tines hands were
washed and duration gl oves mere wor n bet ween study and

| N ul
\c/:vgg:“r gé\fog\%g)lfl%eaq% Iﬁg%\??{%ﬁ‘%{}t a&y eSt }SelaégmnP | Can atlon during

aﬁ c Oﬁntthé Qhdwpdricr S066SfBRIOTHS ebpoﬁemmr aielfahnm@tadmb@arbed
t he hands
well into the hands and felt good/acceptable; all 52 HCW confirmed that the

formulation did not compromise manipulation techniques; 49 out of 52 (94%)
reported that they would use the formulation as a part of their daily hand
hygiene regime. No adverse reactions to the formulation were reported during

the study period.

prEN 12054
e The formulation demonstrated rapid bactericidal activity against
Staphylococcus aureus (ATCC 6538), Enterococcus hirae (ATCC 10541) and
Escherichia coli (NCTC 10536) in accordance with prEN 12054. The
formulation demonstrated no antimicrobial activity against Pseudomonas

aeruginosa ATCC 15442 over the 10 min assessment period.

prEN 12791
There was a significantly higher mean reduction factor after 3 minutes
(immediate) in the bacterial counts on the fingertips of 20 volunteers

following application of 60% propanol compared with the formulation
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of HCWwho applied the fornul ation and those who did
not. Furthernore, the results suggest that handwashi ng

waele@snas3si gni ficantly reduce the activity of PEEGB2004/002845

formul ation during the study périod. the formulation
was wel | accepted by HCW the fornul ati on absorbed
well into the skin leaving it feeling well conditioned
and did not conproni se mani pul ation techniques in
clinical practice. The majority of HCWreported that
they wosdoomy Théewas i Is@&ﬁmna@lffarqnaes in th ntehrireduction factors
dai l y hand hy?lene re In addition, several HCW
who coff bairsir! eenmnis fol Wén%%hﬁ%mé?‘r%}?)fol | owi ng t he
clinical evaluation reported inprovenents in the
condition of their skin and a reduction in the
PIRRESBGMen] ofetiziplierobiad aamioﬁﬂiesfo(rdndaﬁom@‘termm&s

the formul ati on demonstrated rapid bacterjcida

act i vi thperggsasiosig ey dHEesencgdn hgastbact EEEf the
Ent er o%%é@gz?tmlﬁ' ih 36cdrfy -chan i %‘1‘]1:%1 Bid4 '?élfd%ﬁﬁg ahShthPéthnding at

(NCTC I naccor pr EN 12054

Thef or medmtémyeratuck (pet0. bSionst r at e anti bacteri al
activity agai nst Pseudononas aerugi nosa ATCC 15442 and
therefore did not conformto prEN 12054. Many strains
ofchiSerfRIONgs aerugi nosa are naturally resistant to
many anti mcrobials including triclosan and

Wi dee pritadpeanactatialaiousibretha peimsed tiskands of HEW is reduced

f or mul tlon al one elect .for resistant strains in
the cl it %‘%‘F‘g%&‘iaﬂan%ﬁﬁ\etfﬂ@?“l?tﬁﬁ\u tro testing of the

formyl qtﬂe%ct{éﬁéﬂ%luﬁg ohRd pdIR8 oPHRAAHAS bMCWf&nﬁa%ﬂBd%gmﬁcanﬂy

antim crob acti1 vi ty agal nst m croor agani sns not
i ncl uddawemthpn tiNsd @084 pavhofddCYanhs il nat@pplydhe formulation for

Pr opi oni ba teri um ac Aci net obacter sp

(wild HPrigi rbouﬁsrf&t%él P%ﬁlé}m?t €funi (wild strain).
Assegs ?{H'e Rhs A8 hific o ddrd Okl H%t\@é‘e‘fl%éjﬁkﬁﬁ_ﬁer\@fftih;eﬁ hENls were
1279 1denonstrated that al coholic hand disinfection

r esul t svashedarsi gymatidncglavdsywere gloon bﬁm@%ﬁ&dﬁ@ anpcbeipgto] ggups.

e RS S Lok BBk 5001 B VL s

( 3- hourggdnifitll Qe BunRFor ARFfedbrtel @bsehl’bﬂﬁﬁfnﬁéﬁblal loads on the hands
of HCW who applied the formulation and those who did not. Furthermore, the
results suggest that handwashing did not significantly reduce the activity of
the formulation during the study period.

e the formulation was well accepted by HCW. the formulation absorbed well
into the skin leaving it feeling well conditioned and did not compromise
manipulation techniques in clinical practice. The majority of HCW reported
that they would use the formulation as a part of their daily hand hygiene
regime.

¢ In addition, several HCW who continued to use the formulation following the
clinical evaluation reported improvements in the condition of their skin and a
reduction in the presence of eczema and psoriasis (data not shown).

e the formulation demonstrated rapid bactericidal activity against
Staphylococcus aureus (ATCC 6538), Enterococcus hirae (ATCC 10541) and
Escherichia coli (NCTC 10536) in accordance with prEN 12054. The
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conformto prEN12791. There was no significant
difference in antimcrobial activity of the

wo 20002887 on fol | ow ng repeat testing after stRCGBO0AN02845

roomtenperature for 4-nonths25These results suggest
that the formulation retains antibacterial activity
for at least 4-nonths at roomtenperature. the

formul ati on may be a beneficial adjunct to current
hand hygi ene practices / guidelines and may facilitate

i N r edysinfigatonQBé nbtie@tins@ite antibictohiar adtivity iagainsifPseirtomonas
formul ati on denonstrating rapid bactericidal

activit
agai ns ety NdEde &bt Znddbaeiornddmet crnfemn B)npriEiI\hﬁg%‘L
use in t ' A ;
part i cAra iR AR AL aPUEUBR{rCRaBRily ssisant o many ani-
i nf ect ingia®biliciicladiniytitibsdn dnidrwidespreatigicontrolled continued use of
St aphyl ococcus .aureus (MRSA). EXAMPLE

i rri t atesformalation alopF-aRaYgiact &y r?%ﬁt?ﬁﬁlsé?ﬁﬁﬁgthg gﬁ‘giicf‘]egﬁtﬁng'
R g o L o L ey
St ear i capd EntirGvRIRE aCRYiVY agratishitiaperagiismone if¢luded in prEN
(i met i oney,. N Bastal s Jehafd ikt R At e TR,
Acinetobacter sp (wild strain) and Campylovbacter jejuni (wild strain).

e Assessment of the formulation in accordance with prEN 12791demonstrated
that alcoholic hand disinfection results in a significantly higher immediate
reduction in the bacterial flora on the fingertips of HCW with no significant
difference in counts over time (3-hours). the formulation did not therefore
conform to prEN12791.

e There was no significant difference in antimicrobial activity of the formulation
following repeat testing after standing at room temperature for 4-months.
These results suggest that the formulation retains antibacterial activity for at
least 4-months at room temperature.

e the formulation may be a ;beneﬁcial adjunct to current hand hygiene practices /
guidelines and may facilitate in reducing cross-infection.

e Further in view of the formulation demonstrating rapid bactericidal activity
against Staphylococcus aureus, the formulation finds use in the treatment

and/or prevention and in particular the reduction of hospital acquired

infections such as Methicillin resistant Staphylococcus aureus (MRSA).

EXAMPLE 7

A 48 hour irritancy test of three barrier formulations detailed in Table 7 was
performed on health care workers.

Table 7



Car bopol Triclosan Aloe vera Cold water 1%

Chl or hexi dine Castor oil Stearic acid GV SE Cet vl
w@adosioase Silicone fluid (dinmethicone) N pasteCT/GB@BM02845

oil Liquid paraffin MPG Tri et Banol am ne Hot wat er

Car bopol Chl orhexi dine Al oe vera Cold water 1%lea Tree

Ol Castor oil Stearic acid GvW SE Cetvl palmtate

Silicone fluid (dinethicone) Ni pastat Joioba oil

Formulation Ingredients

2% Triclosan Castor oil

Stearic acid

GMS SE

Cetyl palmitate

Silicone fluid (dimethicone)
Nipastat

Jojoba oil
Liquid paraffin

MPG
Triethanolamine
Hot water
Carbopol
Triclosan

Aloe vera

Cold water

1% Chlorhexidine | Castor oil
Stearic acid
GMS SE

Cetyl palmitate
Silicone fluid (dimethicone)
Nipastat

Jojoba oil
Liquid paraffin
MPG
Triethanolamine
Hot water
Carbopol
Chlorhexidine
Aloe vera

Cold water

1% Tea Tree Qil Castor oil
Stearic acid
GMS SE

Cetyl palmitate
Silicone fluid (dimethicone)
Nipastat

Jojoba oil
Liquid paraffin
MPG
Triethanolamine
Hot water
Carbopol

Tea Tree Oil
Aloe vera

Cold water
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Liquid paraffin MPG Tri et hanol am ne Hot water Carbopol
Tea Tree Ol Aloe vera Cold water26 mal e and femal e

WO 008/00258TS were recruited froma test panel. ACEGBR@A/002845

age of the 26 subjects was 462years, range 23-62

years. All subjects were healthy volunteers who had

been given a nedi cal exam nation before joining the

trail. Al volunteers were within the age range 18-65
years, and were healthy with no significant concurrent

I bbnessasd fethalivdlgite@t wexcleusited fiond 4 &5i mrnek The usad agoof the
sel ect. the volunteers for the study. These criteri

a6 sujests Magd yearmapgraht 6Hyearn AEUbIRSLY weRs) glﬂat Vq?waeers who
Sthg& Bee(?lf Laea skidn %anﬁr?iﬁ%h%%fo?é oﬁﬁﬁ%e%%ﬂ eI %t%@were
not  Agree to take contracept asures to avoid
b &xd thii t]l@ agé egiganB-uyearsgaridecrsthealyhy Bith pe sigaifivant deadurrent
urs#@any system c or topical nedication likely to
$¥re with the study Subjects who had used an
experimental drug within 30 days or the study
Subj ects who had taken part in a study involving the
t eﬂsnumbetr@s” exslision offitetineveroused thsdedt the vdimieds fwdkestudy. These
he st ud% fg’ﬁ ects wwth a history of, or evidence of
alcgliﬂﬂglar gs 8% abuse. Ethical approval for the study

vag @biALRES- 1ac%ting8fé§da%§ bthe 3Me: it SudpaisetalddoF fdpRoductive

starting the study. O 1g of each of the fornul ations
was appivhedid uottalgeeeltoiakie cpairacepiive measyeasiko Beaiddespming pregnant
during the study

¢ Subjects who had used any systemic or topical medication likely to interfere with
the study

¢ Subjects who had used an experimental drug within 30 days or the study

¢ Subjects who had taken part in a study involving the test sites (skin of the lower
back) within 8 weeks of the study

¢ Subjects with a history of, or evidence of alcohol or drug abuse.

Ethical approval for the study was obtained. All subjects gave their consent before

starting the study.

0.1g of each of the formulations was applied to the lower part of the back between the
lower coastal margin and the iliac crest, avoiding the area over the vertebral column
using 12mm aluminium Finn chambers on Scanport® tape. The three test chambers
were applied vertically in a single column of the chambers to one side of the back.
Site number 1 was the upper test chamber and site number 3 was the lower test

chamber.

The test materials were in continuous contact with the skin over a 48 hour period.
After this period the test chambers were removed and the sites assessed using the

following schedule:
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| ower coastal margin and the iliac crest, avoiding the
area over the vertebral columm using 12mm al um ni um

wo-R008/0ed5anber s on Scanport(r) tape. The three PEFGB2004/002845

chanbers were applied verticaBBy in a single colum of
the chambers to one side of the back. Site number 1
was the upper test chanber and site nunber 3 was the

| ower test chanber. The test materials were in

conti nuous contact with the skin over a 48 hour
pecioaburd\ t e Aphly neidl adddriveclugish chanbers were

emoved and fthe sites assessed using the foll ow ng

stH@diogrss = Rerhors; svaid 9l npinkes caspesh sieselelr occl usion t
T 24 hours Rerm_)v§1 wait 10 m nutes, assess sites,
fe-apply t = X8PRour s Renove, assess sitles The test

$t LS hoare ASBEHSSRS] awesikdesy for erythema at 24 and 48
hours, usingl a 0-6 ranking scale as folllows: Erythenmm

= no reaction 0.5 = sliéht, pat chy erythema 1 =

0
Sy B AR 5 FRARDH 40 LB e

e ron sprea
Owirkintescartas olfoved: r ong eryt hema, spreadi ng outside
patch with either swelling or vesiculation 6 = severe
reaction with erosion If in addition to erythenma other

C#&Pg@% signs of cutaneous irritation are observed
the'tollowing letters were appended to the nuneri cal
sOct so gacti@l | ows: OE - Oedema V = Vesi cul ati on

0.5 = slight, patchy erythema

1 = slight uniform erythema

2 = moderate, uniform erythema

3 = strong erythema

4 = strong erythema, spreading outside patch

5 = strong erythema, spreading outside patch with either swelling or vesiculation

6 = severe reaction with erosion

If in addition to erythema other clinical signs of cutaneous irritation are observed the

following letters were appended to the numerical score as follows:

OE — Oedema

V = Vesiculation

S = Scaling

C = Cracking or crazing

SC = Scabbing

P =Papules

SO = Reaction spreading outside area of application
G = Glazing

BS = Burning or Stinging reported by volunteer



S = Scaling C = Cracking or crazing SC = Scabbing P

Papul es SO = Reacti on spreadi ng outsi de area of
wa@ppbieasT on G = 3 azing BS = Burning or Sti ngP@IyGB2004/002845

reported by vol unteer The ski n29ol erance was detern ned

by the nunber of grade 2 or greater skin reactions

recorded. The follow ng classification was used:

Nunber of Skin tolerance 48 hour irritancy subjects

with a grade 2 or stronger reaction None \Well

t Phesiah eflerincdkol & ddt@thingl Uy thy nombdér dfigradedt oragrbater skin reactions

subjects 2 Poorly tolerated 3-4 Very poorly tol erated

sregondise-el henfaHowpigmhssifieatign Was¥setlhe” st udy are provi ded

below in Tables 8 to 10. Table 8 Assessnent of

Erythema - 24 hours Subject No. Site | Site 2 Site 3 1

ONAnBe2o0 0 O 3 Skiftdderdnd® 43 Kdur irritancy
subjects with a
grade 2 or stronger
reaction
None Well tolerated
1 Tolerated well by most but not all subjects
2 Poorly tolerated
3-4 Very poorly tolerated
5-9
More than 10

The results of the study are provided below in Tables 8 to 10.

Table 8
Assessment of Erythema — 24 hours

Subject No. | Site1 | Site2 | Site 3
1 0 0 0
2 0 0 0
3 0 0 0
4 0 0 0
5 0 0 0
6 0 0 0
7 0 0 0
8 0 0 0
9 0 0 0
10 0 0 0
11 0 0 0
12 0 0 0




5000600070008000900010000 1120

0 0 12 0 0 OSubject No. Site |l Site 2 Site 313 00O
wa200902587 15 O O 016 OO0 0O 17 O O O 18 O O O RCI/GBDOD002845

20050021 00022 0002600024 0.500250

O026 OO O Table 9 Assessnent of Erythema - 48 hours

Subject No. Site | Site 2 Site 31000

Subject No. | Site 1 | Site2 | Site 3
13 0 0 0
14 0 0 0
15 0 0 0
16 0 0 0
17 0 0 0
18 0 0 0
19 1 0 0

- 20 0.5 0 0
21 0 0 0
22 0 0 0
23 0 0 0
24 0.5 0 0
25 0 0 0
26 0 0 0
Table 9

Assessment of Erythema — 48 hours

Subject No. | Site1 | Site2 | Site 3
1 0 0 0
2 0 0 0
3 0 0 0
4 0 0.5 0
5 0 0 0
6 0 0 0
7 0.5 0 0.5
8 0 0 0
9 0.5 0 0
10 0 0 0
11 0 0 0
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20003000400.505000600070.500.5
800090.50010000 11 0 0 OSubject No. Sitel
WO 2@®50@527 Site 3 12 1 0013 0 O 0 14 0 O O 15POT/GBDLB02845

05001700018 0.5 00.5319200200.500210
0022 000230.50024100.52500026 000
Tabl e 10
|__Subject No. Site 1 | Site2 | Site 3

12 1 0 0

13 0 0 0

14 0 0 0

15 0 0 0

16 0.5 0 0

17 0 0 0

18 0.5 0 0.5

19 2 0 0

20 0.5 0 0

21 0 0 0

22 0 0 0

23 0.5 0 0

24 1 0 0.5

25 0 0 0

26 0 0 0

Table 10

Summary of Results

Results are expressed as the number of subjects reacting with a grade 1 or grade
greater than 2 erythema

Formulation Day 2 (24 hours) | Day 3 (48 hours)
2% Triclosan

Score of 1 1 2

Score of greaterthan2 | 0 1

1% Chlorhexidine

Score of 1 0 0

Score of greaterthan2 | 0 0

1% Tea Tree Oil

Score of 1 0 0

Score of greaterthan2 | 0 0

The results therefore indicate that the formulation containing 2% Triclosan was
tolerated well by most but not all subjects under the test conditions. The formulations

containing 1% Chlorhexidine or 1% Tea Tree Oil were both well tolerated.
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Summary of Results Results are expressed as the nunber
of subjects reacting with a grade 1 or grade greater

wao b@s/o@saT yt hema Formul ation Day 2 (24 hours) BElGB2(04802845

hours) 2%ricl osan Score of 132 2 Score of greater

than 2 0 1 1% Chl orhexi dine Score of 1 0 O Score of
greater than 2 0 0 1% TeaTree O | Score of 1 0 O Score
of greater than 2 0 O The results therefore indicate
that the formul ati on containing 2% Tri cl osan was
tolerated well by nost but not all subjects under the
test conditions. The fornmul ations containing 1%

Chl or hexi di ne or 1% Tea TAZAMPLER e both wel |

tol erat ed. EXAMPLE 8 A further study investigated the
effects of a barrier formulation of the invention

? thghé‘ﬂ sm%giyﬁnﬁéétiguﬂed tesefecagdiartatridydetner ationgeite miveytion
ound on farns, .and the safety of the.fornul.ation

r PRI G Mrﬁqqlosaﬁ agwit%a?tﬁn sptere i e ﬂ%fmﬁd\kﬁ%safety of
| SBAEA ﬂl% Fih E@mmt%%ﬁ‘lﬁﬁ/ H‘f‘}%&léulfﬁ' thO&HAY Whi ﬁ’ﬂfbn'déd to

applied to ands of e mlKer and the teats of
c desrnaiint evhethier wihewy thetfhendation igappledd tedhe kgnds hEthe milker and the

;{nq%l detcmys giiplé@flfqgg t?lﬁ]l‘gn§ %ﬁ;ﬁ%ﬁ%{t nlg H(ljeglﬁ(r) §81%e\'\2 gtiasp té% glgactatlng

vvgg,lr@[:%.l nvesti gated. Teat sores can be caused by
Pseudocowpox or Bovine Herpes 2 viral infections.
Spread of infections can be a problemw th regard to

Vt[ﬁ; @‘f Hﬁ%/gcﬁ L of B%efo%&hg@i‘éna&ﬂ (90% SOZ‘%%S?%SJ ﬁvés@i%&ted. Teat

r es S
sores can be caused by Pseudocowpox or Bovme Herpes 2 viral infections. Spread of

infections can be a problem with regard to viral infections.

The formulation was applied to teat sores. The sores showed a more rapid recovery
than previously expected. The study found that using the formulation on teats led to
the teats becoming softer and more supple. In addition the spread of infection (both

mastitis and teat lesions (warts and sores/ulcers)) between cows was reduced.

Contagious mastitis (Staphlococcus aureus) showed a marked downturn in the study.
Staphlococcus aureus spreads via contact with milkers’ hands and milking clusters.
Cows identified as carriers were treated with antibiotics and had their teats wiped with
the formulation pre and post milking. The study reported a reduction in overall
somatic cell count (a rise in somatic cell count is often an indicator of sub-clinical
infection with Staph aureus) and individual somatic cell count levels which may

indicate that the formulation is helping to prevent the spread of Staphlococcus aureus.

In addition bacterial isolates from swabs of teats treated with the formulation, and
milkers’ hands, were found to be negative. This is therefore an indicator of the

bactericidal activity of the formulation.
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than previously expected. The study found that using
the fornmulation on teats led to the teats becom ng

W@ edose0253nd nore supple. In addition the spreabPCDGB2004/002845

infection (both mastitis and Bgat |esions (warts and
sores/ul cers)) between cows was reduced. Contagi ous
mastitis {Staphl ococcus aureus) showed a marked

downturn in the study. Staphlococcus aureus spreads

via contact with m | kers' hands and m | king clusters.
Cowsihdrdedtidel draick RSmaRLibh 6h Spseweuddséat ecnikhbie results where
antibiotics and had their teats wped wth the

f epnientenad Anighiatiaprgpyadenshadidpiltd. The study reported a
reduction in overall somatic cell count (a rise in

somatic cell count is often an indicator of

s initiekd whe asedithé eatubationioh thest aguids aegubuly) farredample before every
i ndi_vidual  somatic cell count |eyels which

| Al con WS R alpg PRALEY EIgHeS: S1HARgRHg Hacpiregisntnd before

¢ ; , . )

pany ARG e R R A U oo PR L it and odour
t fient the farnath edditiom theyrirépoeted tha dredishande weref washdd tlsammore

ive. This is.t fore an.ind f th
b SE S 1 REEFIOREY: AT B TRy BRI HaRD oL AR B more
USE A ald @ HePtdMebiat with aGBhRABH iGN skathndewhsunalih edirt.

results where conventional antibiotic preparations had
f dinfleettbns o Ekte rad sireichesedere ko frepaxieh Ryinaidkeahio hegpduced.
hands regul arly, for exanple before every mlking - on
hands and al so on | atex gloves, after norning/lunch
breaks, and before any Al procedures, reported that
the forrul ati on reduced "pick up” of dirt and odour
fromthe farm In addition they reported that their
hands were washed clean nore easily than previously.
Further the mlkers indicated that their skin becane
nore supple and softer to touch with a reduction in
cracked skin and "ground in" dirt. Infections of cuts
and scratches were also reported by mlkers to be
reduced. CLAIMS 1. A barrier formulation which
conprises an enul sion having at |east an oil phase
conprising a silicone conmpound and an aqueous phase,
the viscosity of the fornul ati on bei ng 20000 cps or

| ess, and the formulation further conprising an active
i ngredient, and one or nore of an enollient, an

exci pient, a thickener, an emulsifier, a neutralising
agent, a preservative, and water.
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2. Aformulation as defined in claiml1l wherein the
silicone conpound is a silicone fluid. 3. A

wo o000b2587 on as defined in claim?2, wherein thrCT/GB2004/002845

silicone fluid is selected fr3m di net hi cone, a
silicone enul sion, a dinethicone cross polyner, and a
pol ydi net hyl sil oxane. 4. A fornulation as defined in
any one of the preceding clains, which conprises from
0.1 to 10% by weight, fromO0.5 to 5% by wei ght, or
feoavi% t o 2% by wei ght of the silicone conpound. 5. A
formulation as defined in any one of the preceding
claims wherein the active ingredient is selected from
Of1€ OF A HBfrfer %mﬁllﬁ?ﬁ%}?a{ chpidY §h @ﬁ&hls?difha‘i&[r%td%%zﬂsﬂﬁl oil
agent, "an 1 nsect repellent, an anti-bacterial agent,
aifhaaﬂtdmpmﬁﬂl@;mlhbmqpoagwnnd amd mromustes piadalthe viscosity of the

ant|-|nflamTat dru n I

afqppu]@ﬁ@g bepgp él%)e‘iﬂs éﬁlﬁnﬁl %El?l}lti;l fign gl.ggﬁ:{ corgﬁnsmg an active

alﬂ ed ?'Eﬁ{i 0896 %norddt aﬁr&ﬁo‘lﬁ’&@ I dnddxcipicd@l@thickair, an emulsifier, a
rHgal agent, a skin protectant, a vitamn, an

mﬁutrahmngiagmt, mematl-‘!ﬁ,rmdtvafﬁ@r an ant i-viral agent,

an anti agi ng agent, a wound healing agent, a tissue
heal i ng substance, and a steroid. 6. A fornulation as

def i neg fhan@h@ddRstefinb@edlsint he/harii the silicghecimpdunidss a

an anti bacterial agent selected fromtricl osan,
chiliooreefkiidii ne, tea tree oil and alexidine.7. A

fornmul ation as defined in any one of the preceding

clains, wherein the active ingredient is present in an
agpunt Af foafimigtién isadefRedin sleing Rt windrein ise fibeangl fhtid tsrselected from

from1l to 5%y weight, or about 2% ht
£ GmiiiaDicon SHSOMCRIWERR; hABRIICHE BYoseR e

ther conprises a fragrance.
g&#uaﬁn%%%n aéﬂ%efl ned in any one of the precedl ng
claims, wherein the fornulation conprises the
follow ng ingredients iin the ap Ximate ranges. .. .
i Adi ca @Pﬁ@?‘ééﬁ eRim iy m%ﬁa@f%ﬁ%@ﬁﬂa whigh gomprises
SESA! b.§ t8€0% 19 weiBhtOfrom 0.5 to 5% by weight, or from 1% to 2% by weight of

the silicone compound.

5. A formulation as defined in any one of the preceding claims wherein the

active ingredient is selected from one or more of a chemical or physical sun protection
agent, an insect repellent, an anti-bacterial agent, an anti-inflammatory agent, a non-
steroidal anti-inflammatory drug, an analgesic, an anti-erythemal agent, an anti-
pruritic agent, an anti-edemal agent, an anti-psoriatic agent, an anti-fungal agent, a
skin protectant, a vitamin, an anti-oxidant, an anti-irritant, an anti-viral agent, an anti-

aging agent, a wound healing agent, a tissue healing substance, and a steroid.

6. A formulation as defined in claim 4, wherein the active ingredient is an anti-

bacterial agent selected from triclosan, chlorhexidine, tea tree oil and alexidine.



10

15

G ycerol stearate 0.1-3.0 Cetyl palmtate 0.1-2.0
Silicone fluid 0.1-10 N pastat 0.1-0.5 Joj oba oil

W@2500531Li quid paraffin 0.1-0.5 Active i ngredP@nGB2004/002845

0.5-10 Water 35-95 Carbonmer 035-8.0 Aloe vera 0.1-2.0
Monopr opyl ene gl ycol 2.0-15 Triethanol anmine 0.1-2.0
10. A barrier fornulation as defined in any one of the
preceding clainms, for use as a skin barrier for humans
or animals. 11. A barrier fornulation as defined in
afy ong fofmalatibmss defined 9 afyosneusfehé preoeting ¢laiys, wherein the
i ncl udi ng veterinary nedicine. 3b . of a

f BFHHHFIBEEEISTLS PERSFRtIR 41 AROYR, R 0% WaphaveRbe gt ge ;
¢ RG IR AR b 10 %o, By WREIHE BFRBbu 0% bySRid. t he
treatnment and/ or prophylaxis of infections. 13. Use of
a fornmulation as defined in claim12, wherein the

di canepnt i s .for i,n the tr ment _and/ .
pRophy PairuBioR ps detiestdn p¥ipnle ot Biliedtiy eidims which further
f ebMpligsi PRaganlef i ned in claim 12, wherein the
nmedi canent is for use in the treatnent and/or
prophyl axi s of hospital acquired infections. 15. Use
of,a forynpl ation fin i 0. claj . { '
(6 rod BaukfOn 85 agfiuagthy SycAhFBrcbauf ol WHRHS) the
p rephatia conpirisskihe folluwdag inpnaliéms antheapgroxihtite tdagesahdicated:
aformilation.as defined in clai i

méagredimmint is for use in the tReaga@Ato)and/ or

pi&&giﬁoﬁm s—of—mastitis—infect b%!.l_?,ﬁl”d/ or—the Spr gadof

Stearic acid 0.5-8.0
Glycerol stearate 0.1-3.0
Cetyl palmitate 0.1-2.0
Silicone fluid 0.1-10
Nipastat 0.1-0.5
Jojoba oil 0.1-0.5
Liquid paraffin 0.1-0.5
Active ingredient 0.5-10
Water 35-95

Carbomer 0.5-8.0
Aloe vera 0.1-2.0
Monopropylene glycol 2.0-15
Triethanolamine 0.1-2.0

10. A barrier formulation as defined in any one of the preceding claims, for use as

a skin barrier for humans or animals.

11. A barrier formulation as defined in any one of claims 1 to 9, for use in

medicine, including veterinary medicine.
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nastitis_infection between farmanimals. 17. Use of a
formul ation as defined in claim15, wherein the

woreasoesent is for use in the treatnent and/ orPCT/GB2004/002845

prophyl axis of teat sores in #nimals 18. A nethod for

the treatnent and/or prophylaxis of skin conditions,

the nmet hod conprising applying a barrier fornulation

as defined in any one of clains 1 to 9 to the skin.

19. A nethod for the treatnment and/or prophylaxis of

lf 1. S_C]tUﬁE_rbf | ﬁ@?pﬁﬁﬁh@ﬁk dadimpd iirs imygorsepydiciaimg 1do Bawmrthemanufacture
ormul ati on of an ne of cl ai 1tp.9.to.a_.hu

oo aTBFC D AoriE o rer ARG SRy PR RYRgn f Bectons.
prevention of hospital acquired infections, the nethod

conprising admnistering a barrier fornmulation as

def.i nedsé of safoymolatioh as defintd fmcling 62 awvhaseintthe madisament is for

wor ker.. 21. A net hod of nuf act.ur.i ng.a formul ati on

e R THGaent SRE/PE PORDKIATS SISP niltnggté ™San oil phase
and. an aqueous phase wherein the oil phase conprises a
silicone conpound which met hod conprises the steps of.:
(8. prpaef afpranlagon apiefined do plegn HEn\jhﬁe@i the mgdigament is for

conmpound; (b) .preparin 0. P - ML Xi n
S S Lt e e S
ggut/ra\al | S|hng the m xture with a neutralising agent.

. nmet hod as defined in claim2_ 1 erein.the . .
phase Pse abieéumpistiones definegrnskimg 1368 b gt e etiCiment i
Ok WSO RL SeatilBl P& prophylaxis of skin infections in animals.

16. Use of a formulation as defined in claim 15, wherein the medicament is for
use in the treatment and/or prophylaxis of mastitis infection and/or the spread of

mastitis infection between farm animals.

17. Use of a formulation as defined in claim 15, wherein the medicament is for

use in the treatment and/or prophylaxis of teat sores in animals

18. A methbd for the treatment and/or prophylaxis of skin conditions, the method
comprising applying a barrier formulation as defined in any one of claims 1 to 9 to the

skin.

19. A method for the treatment and/or prophylaxis of infection, the method
comprising applying a barrier formulation of any one of claims 1 to 9 to a human or

animal.

20. A method for the treatment and/or prevention of hospital acquired infections,
the method comprising administering a barrier formulation as defined in any of claims

1 to 9 to a health care worker.
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21. A method of manufacturing a formulation comprising an emulsion having at
Jeast an oil phase and an aqueous phase wherein the oil phase comprises a silicone
compound which method comprises the steps of:

(a) preparing an oil phase containing a silicone compound;

(b) preparing an aqueous phase;

(c) mixing the oil phase and the aqueous phase together;

(d) neutralising the mixture with a neutralising agent.

22. A method as defined in claim 21 wherein the water phase is added to the oil

phase to obtain an oil-in-water emulsion.



