WO 03/ 006071 PCT/ AUO2/ 00927 5 10 TITLE: "1 NFECTI ON CONTROL SYSTEM 15
TECHNI CAL FI ELD This invention relates to an Infection Control System for
use in hweemsedost clinics, surgeries, and other | ocationgcatatwbioed27it is
inportant to elimnate, or at least mnimze, the risk of infection and of
spread of infection. 20 BACKGROUND ART The invention is herein described
wth reference to its applicability to hospitals but is not limted to use
in that environment. Mdern antisepsis began as recently as the 1840's when
Dr Holmes 25 and Dr. Senmel weiss called attention to the contagi ousness of
puer peral WO 03/ 006071 PCT/ AU02/ 00927 -2 fever (infection follow ng
childbirth). The fornmer recommended cleanliness and the latter reconmended
the use of solutions of chloride of Iime for washing the hands of
attendi ng physicians to destroy "cadaveric poisons”. By 1865 carbolic acid
(phenol) was being widely used as an antiseptic. 51t is now well
understood that infection may be spread via skin contact through the
transm ssi on of pathogenic organisns. In hospitals, hand washing is now
generally considered to be the nost inportant measure in
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TITLE: "INFECTION CONTROL SYSTEM

15 TECHNICAL FIELD
This invention relates to an Infection Control System for use in
hospitals, clinics, surgeries, and other locations at which it is important to

eliminate, or at least minimize, the risk of infection and of spread of infection.

20 BACKGROUND ART
The invention is herein described with reference to its applicability to

hospitals but is not limited to use in that environment.

Modern antisepsis began as recently as the 1840's when Dr Holmes

25 and Dr. Semmelweiss called attention to the contagiousness of puerperal



preventing spread of infection. Hand-washing protocols occupy a central
role 10 in the strategy for prevention of spread of infection. Wile in
fornmer tiweg3ob@nds were merely washed with soap and wat ePCamd/oon0927 me
chloride, this was later replaced with the practice of scrubbing the skin
with a solution containing a surfactant followed by application of a

disinfectant. The terns "disinfectant!s. "biocide", and "antimcrobial" are
herei n used i nterchangeably and in a 15 general sense to include any
substance which will kill or prevent the growh of mcro-organi sns and

i ncl udes geyer (frfefon fORGWRIGI shildBisth) DRSS frines rédsmmended tleahhiresoatext
admts, fungicides, fungistats, sporicides and sporistats. In recent years

there have,begn devshRRpded B LSE of 8R0S OBPERbLHO BFImEdof WASIAG M NI
I sin a t

. 4
washi ng and ection in singl e operation. Sonme o hese onposi tions

(1 or  oxamiPeE aRBEhb TR SRR S URERY ke R eritorBLo U8 gni of the
iti f an_ al cohol). Both d - ! t t ypi cal |
ol nde. RIS (PO AR DOREMERG BECESARBORPRIE 25 sur T act ant o whi ch

may be anionic, cationic or nonionic surfactants. WO 03/006071

PCT/ AUB2/ 00927 -3 It is known to formulators that sone anti m crobi al
agents are inconpatible with sone surfactants. For exanpl e, chlorhexidine
[N, N -bis(4- chiiemophwel uhddrstdodithatinfection may be spread via skin contact

2,4,11, 13-tetraazatetradecanedi i m de] digluconate 5 or other soluble salts

thereof angroglghars treRsANdioR 6f SMthBherRiBINGaniSMS. 3R BobpieAsTAridl e with, and
are deactivated by, anionic surfactants and are
washing is now generally considered to be the most important measure in
preventing spread of infection. Hand-washing protocols occupy a central role
10 in the strategy for prevention of spread of infection. While in former times
hands were merely washed with soap and water and/or lime chloride, this was
later replaced with the practice of scrubbing the skin with a solution containing
a surfactant followed by application of a disinfectant. The terms "disinfectant”,
"biocide", and "antimicrobial" are herein used interchangeably and in a
15 general sense to include any substance which will kill or prevent the growth of

micro-organisms and includes germicides, bactericides, bacteriostats, and if

the context admits, fungicides, fungistats, sporicides and sporistats.

In recent years there have been developed sophisticated compositions
20  for combining washing and disinfection in a single operation. Some of these
compositions are aqueous antiseptic cleaning compositions, while others are
non-aqueous (for example compositions having in excess of about 55% by
weight of the composition of an alcohol). Both aqueous and non-aqueous
types typically include an antimicrobial agent and one or a mixture of

25  surfactants which may be anionic, cationic or nonionic surfactants.



reduced in activity by nost non-ionic surfactants. Fornul ations conbi ning
the biocide with a non ionic such as pol yoxyet hyl enepol yoxypr opyl ene bl ock
copol ynerworagoiore hi gh anounts of antim crobial to retai mChADRAed27
activity to (which results in a high incidence of skin irritation) and high
concentrations (20% 25% of surfactant to maintain sudsing and skin

cl eansing effectiveness, are costly,.3and adversely de-fat skin with
repeated application.. Qher antimcrobial agents are known to be

i nconpati ble wth, and deactivated by, other surfactants. However a
proliferation of aqueous and non-aqueous 15 products conprising various
conbi nati ons of one or nore surfactant are nmarketed and one or nore

bi oci dal hand- y&s kneWRRS fermAaRrs at BB antindidrsbialtiyedts BRAT wash-basins in
nost hospitals. To assist in explaining the invention the term"carer"” is

oSt o ) g i B h
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as a doctor urs carr pat hogeni c

or gani sms om one i gnt. t nother, The Ycarer" wll normally come into
cont act vvlc[1 r%‘)'?ﬁrly})éiﬁlt&iﬁ'"ﬂ?oga‘ﬁﬂgﬂBgeﬁﬁ??ﬁﬁt@gm%d"%‘??}t 'glﬁgoqé?ei n used
"shift" nmeans a period comrencing fromwhen the carer enters an infection
cont r of | e@r etharsehthie salisthareofare @ffeativengniiRicriobipbagems but agves t hat
envi ronnment. For exanple a shift WO 03/006071 PCT/ AU0O2/ 00927 -4 may
comence drconepatiblewith wandhaee deactivateskbyg dniprit sbrfactiantsrared giesit to a
toilet. The term"carer” may extend to include patients who are thensel ves

fs glel g\(/?vt :ﬁ réducdd ihrcavity By nfssthoaliomit @uEactantdUFbmBulationd édmbinirey e Wi | |

biocidé with a non ionic such as polyoxyethylenepolyoxypropylene block
copolymers require high amounts of antimicrobial to retain biocidal activity

10 (which results in a high incidence of skin irritation) and high concentrations
(20%-25%) of surfactant to maintain sudsing and skin cleansing effectiveness,
are costly, and adversely de-fat skin with repeated application.. Other
antimicrobial agents are known to be incompatible with, and deactivated by,
other surfactants. However a proliferation of aqueous and non-aqueous

15 products comprising various combinations of one or more surfactant are

marketed and one or more biocidal hand-wash preparations can now be found

on or near wash-basins in most hospitals.

To assist in explaining the invention the term "carer” is herein used to
20 describe "health-care personnel" including a person such as a doctor, nurse
or other carer who is a potential carrier of pathogenic organisms from one
patient to another. The "carer" will normally come into contact with a plurality
of patients during a work "shift" As herein used "shift" means a period
commencing from when the carer enters an infection controlled environment

25 and terminating when the carer leaves that environment. For example a shift



i nfection control protocol which defines when and how t he carer washes 5

hi s/ her hands. Typically such protocols require that hands be washed before
significawDosoodoact with any patient, or different sites @oTayp2peR7ent
and after activities likely to cause contam nation. Significant patient
contact may include: physical exam nation of a patient, 10 enptying a
drai nage reservoir (e.g. catheter bagh. undert aki ng veni puncture or
delivery of injection, changi ng any wound dressing, or the like 15
Activities which can cause contam nation include: Handling

equi prent maystaraments os térivaniatei with & tembreak luineh bivealyor suisdttamces, direct
contact with body secretions or excretions, going to the toilet, 20 or

the like fileyPThglterddtenes raydxtend o indkadylpatidntd wbioaseltheiselvesanpl e,
i nvol ves wetting hands and wists, applying 3nml of the reference

b e L e T R L
PCT/ A2/ D994n 6055tro§tp?&oéolav idh 486R& hen and how the carer washes
5 his/her hands. Typically such protocols require that hands be washed before
significant contact with any patient, or different sites on any patient, and after
activities likely to cause contamination. Significant patient contact may
include:
e physical examination of a patient,
10 e emptying a drainage reservoir (e.g. catheter bag),
¢ undertaking venipuncture or delivery of injection,

e changing any wound dressing,

o orthe like

15 Activities which can cause contamination include:
¢ Handling equipment/instruments soiled with blood or other body
substances,
e direct contact with body secretions or excretions,
¢ going to the toilet,

20 o orthe like

A typical aqueous hand-wash / hand-rub protocol, for example,
involves wetting hands and wrists, applying 3ml of the reference formulation to
cupped hands, and using the following 6 steps each consisting of five strokes

25 backwards and forwards:



Step 2 Right pal mover left dorsumand | eft pal mover right dorsum Step 3
Palmto palmwith fingers interlaced. 5 Step 4 Backs of fingers to opposing
pal ns w tWofo3ng@rs interlocked. Step 5 Rotational rubbingcafaAuoRgén27t hunb
clasped in left palmand vice versa. Step 6 Rotational rubbing backwards
and forwards with clasped 10 fingers of right hand in |eft palmand vice
versa. A protocol of this type requires approx 60 seconds of hand rubbi ng.
The protocol will also normally define hand drying techniques and specify
hand-washing facilities such as type of basin, type of tap (foot or is

el bow control | 8&8p ¢tc. tBalmetapaldn.The i nfection control protocol in an
infants ward, for exanple, typically requires a carer to wash his/her
hands using ansgg 2 cf ORigalt panéeR @ik aRii glkeRsicanighn whi ch a baby
i s handl ed and before another is handled. It 20 is not unconmon for a
nurse to perform 140 or Hgfsgngand-washi ng procedures per day. The high
frequency of use of antimcrobial hand-wash agents tends to result in
de-fatting of the skin apd, causes d t ol ogi probl ems such as dry,
cracked, or chg’f‘?geg ski n. am?,‘%pa@@[\ﬁﬁgeﬁs&ﬁﬁ@&eﬁf ng protocols, nurses
suffering fromcracked skin are required to be transferred to 25 ot her
dutiesSto avoi Stemfecti oBaeks @?W&e?ﬁtﬁ'@@??%ﬂgp m fingehttals up to 20%
WO 03/ 006071 PCT/ AUO2/ 00927

interlocked.
Step 5 Rotational rubbing of right thumb clasped in left palm and
vice versa.
Step 6 Rotational rubbing backwards and forwards with clasped
10 fingers of right hand in left palm and vice versa.

A protocol of this type requires approx 60 seconds of hand rubbing.
The protocol will also normally define hand drying techniques and
specify hand-washing facilities such as type of basin, type of tap (foot or

15 elbow controlled) etc. to be used

The infection control protocol in an infants ward, for example, typically
requires a carer to wash his/her hands using an antimicrobial hand-wash after
each occasion on which a baby is handled and before another is handled. |t

20 is not uncommon for a nurse to perform 140 or more hand-washing
procedures per day. The high frequency of use of antimicrobial hand-wash
agents tends to result in de-fatting of the skin and causes dermatological
problems such as dry, cracked, or chaffed skin. Under existing hand-washing
protocols, nurses suffering from cracked skin are required to be transferred to

25  other duties to avoid infection or cross-infection. At many hospitals up to 20%



-6 of the nursing staff are assigned to other duties at any one tine for
this reason. That represents a najor |oss of skilled person-hours and a
maj or cowowaioogp7heal th cost. 5 Sonme nurses ignore the rulP€3/Aavon0e927
scrubbi ng between each patient contact in an attenpt to reduce skin
damage. Recent studies have attributed significant rises in infection in a
hospital wards to non-conpliance. A racent review (D.Pittet and J.M

Boyce; The Lancet Infectious diseases April 2001) found a high rate of non
conpl i ance and recommended hand-washing with plain soap and water foll owed
by use of ohtheamirsimgpdtaff asgassigned &5 ethebldyties at ahy oheltime foathisr ub, and ot her
I mprovenents in infection control practices. Sone hospitals provide

barrier cré&agh. FREt fepPesems atrHAajor I0X8 oFroRNEE JePs@BRbGIs aridla h4JoEi Nng noi sture
renoval or re-noisturizing of the skin after washing and a plethora of

conpositi t for such purposes. Sone nurses do 15 not |ike the
preparati gﬁ@”ﬁ'ﬁt\yﬁéﬁb@%he hospital and use sel f-purchased conpositions

preferring the perfune, feel, or other quality of the self- purchased
product. The present inventor recently investigated a nunber of incidents
in 20 which cross-infection rates have risen to unacceptable |evels in
vari ous hospi BRM&\BYI$ES @naredhe Aees abpuhscryBbing bielwaerieAgh PAteRtdopt i on of
rigorous infection control protocols which required hand scrubbing wth
commer ci acbptachinaan atiemphta iddice skinadlamagel- Wesknhsfudiesavetatisibuitasbf or e each
patient contact. At first it was thought that the staff were ignoring the
speci f i edsignificadtiriess inbinfection in a hospital wards to non-compliance. A recent
review (D.Pittet and J.M. Boyce; The Lancet Infectious diseases April 2001)
found a high rate of non compliance and recommended hand-washing with
10 plain soap and water followed by use of an antiseptic agent, preferably an
alcoholic hand rub, and other improvements in infection control practices.
Some hospitals provide barrier creams and / or moisturizing creams to assist
in reducing moisture removal or re-moisturizing of the skin after washing and
a plethora of compositions are marketed for such purposes. Some nurses do
15 not like the preparations provided by the hospital and use self-purchased

compositions preferring the perfume, feel, or other quality of the self-

purchased product.

The present inventor recently investigated a number of incidents in
20  which cross-infection rates have risen to unacceptable levels in various
hospital wards across the nation, notwithstanding the adoption of rigorous
infection control protocols which required hand scrubbing with commercially
available antibacterial hand-washing preparations before each patient contact.
At first it was thought that the staff were ignoring the specified procedures, but

25  on investigation, it was found that the problem persisted notwithstanding that



25 on investigation, it was found that the probl em persisted

notw t hst andi ng that WO 03/ 006071 PCT/ AUO2/ 00927 -7 the procedures were
bei ng st rwotiByo@adhered to. The present invention arose fPOFAUMR00927

i nvestigation and resulted in an i medi ate and significant reduction in
cross infection. 5 Any discussion of the prior art throughout the
specification should in no way be cansidered as an adm ssion that such
prior art is widely known or forns part of common general know edge in the
field. The object of the invention is to provide an infection control
system lthenocbdanesi wisredveimg stricily @sheted teastheopresent inyentiarf atdse
abovenenti oned disadvantages of the prior art. The object of a preferred

enbodi mentroff thabh fvebyR N &MY Fesulted e dH GRntddiatertind signifibantrredéictiln | nfecti on
transm ssion via skin contact. It is a further object to provide a set or

kit of co%&?rﬁ%@ritable for putting the invention into practice. 15

DESCRI PTI "ON According to one aspect the invention provides a
met hod for control of transm ssion of pathogenic organi sns between a carer
and a patient during a shift which includes the steps of: 20 (1) washing

t he hands of the carer, after caomencenent of sh'bft an_g Prior to contact
with the patient, whDydiscuspion of thepEpPE AR hrAHOBRUHESSPESITICAUION epval from

the carer's hands of any anionic species of a kind which
should in no way be considered as an admission that such prior art is widely

known or forms part of common general knowledge in the field.

The object of the invention is to provide an infection control system
10 which avoids or minimizes at least one or more of the abovementioned
disadvantages of the pribr art. The object of a preferred embodiment of the
invention is to reduce or minimize the risk of infection transmission via skin
contact. It is a further object to provide a set or kit of compositions suitable for
putting the invention into practice.

15
DESCRIPTION OF INVENTION
According to one aspect the invention provides a method for control of

transmission of pathogenic organisms between a carer and a patient during a
shift which includes the steps of:

20 (1) washing the hands of the carer, after commencement of a shift and
prior to contact with the patient, with a first composition which assists in
removal from the carer's hands of any anionic species of a kind which
reduces the bactericidal efficacy of biocides, and
(2) ensuring that no composition containing an anionic surfactant

25 contacts the skin after step (1) and prior the end of the shift.



reduces the bactericidal efficacy of biocides, and (2) ensuring that no
conposition containing an anionic surfactant 25 contacts the skin after
step (1) wod3poedoor the end of the shift. WD 03/006071 PCTPADM/00@27 -8
The first conposition may, but preferably does not, contain a biocide.

Unl ess the context clearly requires otherw se, throughout the 5 description
and the clains, the words 'conprise' , g.conprising', and the like are to be
construed in an inclusive sense as opposed to an excl usive or exhaustive
sense; that is to say, in the sense of "including, but not limted to". ,
According to a second aspect the invention provides a nethod for 10 control
of transm ssion of pathogenic organi sns between a plurality of carers and

one or more patheirst compdyitich ay! butdrefdtablyddedatot ! dshtaihePbiogide. (1)

washi ng the hands of each carer, "after commencenent of a shift and prior
to contact with any patient, with a first conposition which assists in
renmoval fromthe carer's hands of any anionic species of a 15 ki nd which

reduce the bactericigdal efficacy of hiocides,. an 2). ensuring that no
conposi tion com‘é‘?sﬁi 8%’?‘%@%‘8 regyifeR? ﬁf‘h'sﬁoﬂ‘fé%d@uéﬁ"f carer's skin
after step (1) and prior the end of the shift. In preferred enbodi ments of
t he i nventPseripiian anf theclaims; the words ‘camgpise’, ‘copaprising’ panGhe likesargni f i cant
contact with a patient, each carer will wash hands with a second
conposi t i tmbe copsirsédin aminctusivensensieacoppores tarah exausive oore  bi oci des,
t he second conposition excluding any anionic surfactant, and wll

exhaustive sense; that is to say, in the sense of “including, but not limited to”.

According to a second aspect the invention provides a method for
10  control of transmission of pathogenic organisms between a plurality of carers
and one or more patients during a shift which includes the steps of:
(1) washing the hands of each carer, after commencement of a shift
and prior to contact with any patient, with a first composition which
assists in removal from the carer's hands of any anionic species of a
15 kind which reduce the bactericidal efficacy of biocides, and
(2) ensuring that no composition containing an anionic surfactant

contacts any carer’s skin after step (1) and prior the end of the shift.

In preferred embodiments of the invention during the shift, after step 1,
20  and prior to significant contact with a patient, each carer will wash hands with
a second composition comprising one or more detergents and one or more
biocides, the second composition excluding any anionic surfactant, and will
ensure that no composition containing an anionic surfactant contacts the skin
after step (1) and before the end of the shift

25



ensure that no conposition containing an anionic surfactant contacts the
skin after step (1) and before the end of the shift 25 WO 03/006071

PCT/ AU02/W092/806070 | n preferred enbodi ments of the inventipom/Atee/oésands of
the carer will be washed with the second conposition prior to contact with
each successive patient and after any activities likely to cause

contam nation. The second conposition-may for exanple be an aqueous or non
aqueous (e.g. alcoholic) 5 biocidal conposition such as an antiseptic

hand- ash, surgical scrub, or antiseptic hand rub or may be a noisturising
| oti on, hand- cinepreferced embolinkents of yipe rarehtioratheundreds effthe waherswit dred
conpositions will be used during a shift and according to the invention

these nusiyagRedwith the @ecehd 80mpBRioAWriontd aohtact Wih Baeh sucesksarodi ment s of
a met hod according to the invention further conprises the step of applying

a third Cﬁgﬁaﬁiéﬁd%ﬁé?@n9*§dti§itiés*ﬂﬁélgittS[]cgEiESQQ}su%gn?in?t@ﬁ”ﬁh&%666%“ chis

devoid of "any anionic sdarfactant t an carer at a tine

during a shift after_ste 1 i s . The inventi LoV kit

conpr Vst ngoappefioh Faistexbible b ahssiS Rl o Aty LEY, AE3Bicsi ¢ on,
sai d conmposi tions being such that use of tge first conditions the skin of
a user5 aghiogisial H%E’Pﬁkvgf‘isé'ﬁh@ﬁ anantiseptic fandgsh, gdr SAWD: O The invention

provides a conbination of conpatible conpositions conprising a first
hand- was haefiseptici hand wh enmay bera omistugpiagiletiorsthaadidrea@m, or the like.

Typically a number of such second compositions will be used during a shift

and according to the invention these must each be free of anionic surfactants.

10 Preferred embodiments of a method according to the invention further
comprises the step of applying a third composition which is a barrier cream or
a hand cream which is devoid of any anionic surfactant to the hands of the

carer at a time during a shift after step (1).

15 The invention also provides a kit comprising a first composition in
combination with a second composition, said compositions being such that
use of the first conditions the skin of a user against deactivation of the biocide

of the second.

20 | The invention provides a combination of compatible compositions
comprising a first hand-wa_sh effective to remove anionic species of a kind
which deactivate biocides from a carer's hands, and a compatible biocidal
hand-wash of which the biocidal efficacy is not reduced on skin washed or
preconditioned with the first hand-wash.

25



whi ch deactivate biocides froma carer's hands, and a conpati bl e bi oci dal
hand- wash of which the biocidal efficacy is not reduced on skin washed or
pr econdi tworma@oas’t h t he first hand-wash. 25 WO 03/ 006071 PCT/AAI00A00Q0927

-10 In preferred enbodi ments the first hand-wash does not contain a

bi oci dal active. In a highly preferred enbodi nent the conbi nation further

I ncl udes a conpati bl e hand-cream use_qf. which does not significantly reduce
t he biocidal efficacy of the biocidal hand-wash on skin washed with the
first 5 hand-wash. In studying cross infection in hospital wards the
present invent by pref@red emboginhestd thofidt hand-avashhddes/roti comtaibiaands  of
antiseptic hand wash in use in the hospital, and all of which produced

consi st enpogidel hewd. Vih PRIGhEY prefetidd bMbBERREtIthe ToMbatatioRSURRed N the
| aboratory, nevertheless fai'led to work effectively in the workplace. It

t hen f t fifeati i . dd
day ang”e'o&ﬁ{%gl%ﬁmbgﬁ%% MG ERGES MBS gobb il MR AR o,
0| tl d , ti ti ff f the_biocide,
Fender | notechiaBPEPor LRSI SaaTe HETONGLR VAR HitadnG BB oot | ve and
giving rise to a statistically significant clinb in cross-infection rates.

Thi s unprBandwashvari ati on was eventual |y traced to anionic surfactants
whi ch had becone absorbed on the carer's hands from products such as

In studying cross infection in hospital wards the present inventors were
surprised to discover that various brands of antiseptic hand wash in use in the
hospital, and all of which produced consistently effective bactericidal

ic  properties when tested in the laboratory, nevertheless failed to work
effectively in the workplace. It was then found that the effectiveness varied
from user to user and day to day and eventually it was discovered that the
user's skin could in many cases destroy or greatly reduce the antiseptic effect
of the biocide, rendering scrubbing with an antiseptic hand-wash largely

15 ineffective and giving rise to a statistically significant climb in cross-infection

rates.

This unpredicted variation was eventually traced to anionic surfactants
which had become absorbed on the carer's hands from products such as
20 dishwasher and laundry detergents used at home, self purchased hand
creams, shampoos, shaving soaps and cosmetics used before the
commencement of a shift. These products left traces of anionic surfactant on
or in the skin of the Carer's hands. It is not clear whether these traces are
present as an invisible film on, adsorbed on, absorbed on, or complexed with

25  the skin. Surprisingly, these invisible traces of anionic surfactant were



20 di shwasher and | aundry detergents used at hone, self purchased hand
creans, shanpoos, shaving soaps and cosnetics used before the comencenent
of a shi fwo o3le®el products | eft traces of anionic surfact &ot/aam2/oo7i n the
skin of the Carer's hands. It is not clear whether these traces are

present as an invisible filmon, adsorbed on, absorbed on, or conpl exed
with 25 the skin. Surprisingly, theseiinvisible traces of anionic
surfactant were WO 03/006071 PCT/ AU02/ 00927 -11 sufficient to
significantly reduce the biocidal efficacy of inconpatible biocidal hand
wash pr odsuffisieahth significantty edutb¢he biatidal efficaty of incopgatible hiacidal washi ng.
In addition it was found that in many hospitals a choice of antiseptic

hand was hhar¢ Rasaiprodsctyand aemidindt 6n tHOSIh eVBs aftePrdpeatstshakd-e avail able 5
at one sink. In other cases one brand would be avail able at one sink and a

di fer ent  BRaRA. dh AABRNG wal Rurd b, SARP Y86itis bichhS douidepfiat these

differing brands often interacted so I nactivate

i i . her,., Thi | d. i
ani oni o eREREBRP R Blobs gt Bilabif srtemas S Prasr B B EUe L on o
present 10 acti vi t){ in the gresence of the anionic, while the other would
contaih adbPR sk 1n pinergases eneiirand wouklbe gyaibleat ene sinkaddamt . A nurse

woul d scrub at one sink using one brand of hand wash preparation, and then
subsequendifferentdrand at anethensinkriatite parspavardi drwas faund thahthese anot her si nk
. The second brand would be deactivated by virtue that the nurses hand's
still retdiffeeidg besndiuefterlmtéractad dtethat ene auildbinactivdtetheaptiseglice) hand wash
preparation. Sometimes
component of the other. This was because one would contain an anionic
detergent and a compatible biocide in sufficient concentration to present
10  activity in the presence of the anionic, while the other would contain a biocide
that was deactivated by the anionic surfactant. A nurse would scrub at one
sink using one brand of hand wash preparation, and then subsequently use a
different brand preparation at the same or another sink . The second brand
would be deactivated by virtue that the nurses hand's still retained residues
15 from the previous brand (incompatible) hand wash preparation. Sometimes
also, the hand creams provided by the hospital and/or those self-purchased
by the carer contained anionic surfactants which became substantive to the
skin and destroyed the efficacy of the antiseptic hand-wash. While existing

hand-wash protocols provided against skin infection by organisms, they did

20 not address skin contamination by surfactants.

While it has been known to formulators that certain biocides were
deactivated by certain surfactants, this was not generally known among users.

It has not previously been appreciated that the efficacy of a biocidal hand



al so, the hand creans provided by the hospital and/or those self-purchased
by the carer contained anionic surfactants which becane substantive to the
ski n and wesBneped t he efficacy of the antiseptic hand- wa®hT/Albe2exi sti ng
hand-wash protocols provided agai nst skin infection by organisnms, they did
20 not address skin contam nation by surfactants. Wiile it has been known
to formulators that certain biocides.-were deactivated by certain
surfactants, this was not generally known anbong users. It has not

previ ously been appreciated that the efficacy of a biocidal hand WO

03/ 00607 1wBsH WadOsdgifieaitly affeztedab sudactanpspddiesnadsorbad fomotrad they sur f act ant
speci es adsorbed on or in the skin. Thus while infection control protocols
have focugigd. on bactericidal 5 efficacy, they have failed to take account
of the condition of the carer's hands prior to washing with biocidal hand
wash preparations and the effect of this on the efficacy of the hand-wash.
It was al so known that sonme antimcrobials could be adsorbed and 1o

retai ned on skipn. Thys.for,.exammle ASTM El 174-94 S rd_Test Met hod
for Eval uati onlrﬁﬂ“s Wgﬂ?f eE%?%C%ﬁFC‘ﬁ&ﬁ%BFO'%Wd?jB‘g‘fﬁe(‘f%’? éggt%gc'%gbeci fies that
panel lists "avoid contact with antimcrobials (0t herft}‘han t he test

f or mul %t i effiraeythey bave failedda tajte aseount of therepnditionef the Larerskangsek prior .

However there is no precaution in respect of prior use of surfactants by
t he 15 paprod toswashing withdiecdaltiandewash preparatmnscndithedeftact pethig on t hat
serial use of

the efficacy of the hand-wash.

It was also known that some antimicrobials could be adsorbed and
10 retained on skin. Thus for example ASTM E1174-94 (a Standard Test
Method for Evaluation of Health Care Personnel Hand-wash) Para 8.2
specifies that panellists "avoid contact with antimicrobials (other than the test
formulation) for the duration of the test and for at least one week prior”.
However there is no precaution in respect of prior use of surfactants by the
15 panellists. It has not hitherto been appreciated either (1) that serial use of
incompatible antiseptic hand-washes can nullify infection control protocols or
(2) that surfactants absorbed and retained on skin can seriously prejudice the
efficacy of such protocols and that these are significant causes of cross-
infection.
20
The present inventor found that such cross-infection could be

prevented by the method of the invention.

The first step of the method of the invention involves washing the

25 hands of each carer, after commencement of a shift and prior to contact with



i nconpati bl e anti septic hand-washes can nullify infection control protocols
or (2) that surfactants absorbed and retained on skin can seriously

prej udi cewohs/oo@ffi cacy of such protocols and that these &cCe/Adiognif2y cant
causes of cross infection. 20 The present inventor found that such
cross-infection could be prevented by the nethod of the invention. The
first step of the nmethod of the invention involves washing the 25 hands of
each carer, after commencenent of a shift and prior to contact with WO

03/ 006071 PCT/ AU02/ 00927 -13 any infected person, with a first conposition
(" pre-shi ahy wiedtell pansarh) withca fickt compositini (Yprieeshsft wasbt Jawich @xdludes ch
assists in renoval of any anionic species such as an anionic surfactant

absor bed gRy bRARMAERFadaMaBAS wHiEIPB4ISE iIRTéRbvAIDS dnlyearidhit spetieband soaps,
di shwasher or |aundry detergents, hand creans, 5 shanpoos, cosnetics or

ot her SO“EG&?aéaR;ﬂ t‘]?r‘ieiE%Qﬁg%ﬁgégﬁ%@fonﬁ%%%r‘m ifrPHPUsé cribed

: i ri :
hereinafter 1 n exanp n thi's context 1ncludes @onp exi ng,

neutralizjng Q her, neans for deactivati an ani pni ¢ _speci es present,
as wel | ag‘es?'i’félogBBWéP@B?’ ds'?%w?%ﬁl'?”r\‘/éﬂ’@%t?rgeﬁﬁseﬁﬁ?%ﬁe%%is first step
renoves any anionic surfactant which has becone absorbed on the carer's
hands but shampeas, Gasaatics & othennuirees sPigigreghempodinentafsush@ i n the skin

is conplexed in such a way as to prevent subsequent interaction with the
second coopmposition isdeswited hereinafter in example 1.

“Removal” in this context includes complexing, neutralizing or other‘

means for deactivating an anionic species present, as well as simple physical

10  removal, which is preferred. This first step removes any anionic surfactant
which has become absorbed on the carer's hands but in less preferred
embodiments any anionic surfactant in the skin is complexed in such a way as
to prevent subsequent interaction with the second composition without
necessarily removing it from the skin. It is an important step in the protocol

15 that this step be performed at the commencement of each work shift. Use of
the pre-shift wash which is devoid of any anionic surfactant but which in the
preferred embodiment contains non ionic surfactants, amphoteric surfactants,
and water conditioners, is effective to remove any anionic surfactants which
may be adsorbed on or in the carer's skin. There is no need for this first

20 composition to contain a biocide since the purpose of the first step is removal
of cationic surfactants not control of infection. However if desired a

compatible biocide could be included.

The Carer will next normally perform an antiseptic hand-wash using

25  the second composition which does contain a biocide and may thereafter



necessarily renoving it fromthe skin. It is an inportant step in the
protocol 15 that this step be perfornmed at the conmencenent of each work
shift. UswoaBodohe pre-shift wash which is devoid of any aaroioe/oserfact ant
but which in the preferred enbodi nent contains non ionic surfactants,
anphoteric surfactants, and water conditioners, is effective to renove any
anionic surfactants which nay be adsorbed on or in the carer's skin. There
is no need for this first 20 conposition to contain a biocide since the
purpose of the first step is renoval of cationic surfactants not control

of i nfect apply Hoawdrereant udiegia thirdeconemogitidn Wwhiehlis devdid af@nydnienic ncl uded.
The Carer will next normally performan antiseptic hand-wash using 25 the

second cogpeséntihdWhich isleempaablealith thetfireCantesésshd@ympbsitiead.ter WO
03/ 006071 PCT7 AU02/ 00927 -14 apply a hand-creamusing a third conposition

which is devoid of any anionic detergent and which is conpatible with the
first and second conpositions. The antiseptic hand-wash will be repeated

bef ore each ne ati.ent.is 5 handl ed or otherw se as pecessary .utilizing
t he second conﬁlagia{'?'ﬁﬂpt{q r_\%r}d-g/asﬁ(\mﬁggirgp%a BF\S’A@??{&IG%QH}FWQ{@HHS hand rub
or surgical scrub). However the first conposition need not be used again
dur i ng® t hBasgipgior pthensiserag neepssans plilizing thessecongrcaraprsition hie-d@ si nf ect i on
controlled area, for exanple for a tea break, then the first step would be
repeat ed befpatiblerhiodidalharshwashept hand ard-onssrgical scoutk)addoweneribeds had
becone contam nated with an anionic surfactant prior to re-entry of the
control | eflrsticemposition need not be used again during the shift as defined. However

if the carer leaves the disinfection controlled area, for example for a tea break,

then the first step would be repeated before the first antiseptic hand-wash in

10 case the hands had become contaminated with an anionic surfactant prior to

re-entry of the controlled area.

The first composition wash, the antiseptic hand-wash and the hand-
cream are desirably made available as a kit of inter-compatible disinfection
15 prevention components in appropriate volumetric ratios of each to the others.
While the first composition need not contain any biocide, and of itself need not
be effective as an antiseptic, its use is essential to prevent the antiseptic

hand-wash from being rendered ineffective.
20 BEST MODES FOR CARRYING OUT THE INVENTION

The invention will now be more particularly described by way of

example only with reference to specific formulations.



The first conposition wash, the antiseptic hand-wash and the hand- cream
are desirably nade avail able as a kit of inter-conpatible disinfection 15
prevent i owWOo@anp@nENt S i n appropriate volunetric ratios of peactuorioowhe
others. Wiile the first conposition need not contain any biocide, and of
itself need not be effective as an antiseptic, its use is essential to
prevent the antiseptic hand-wash frem-being rendered ineffective. 20 BEST
MODES FOR CARRYI NG QUT THE | NVENTI ON The invention will now be nore
particularly described by way of exanple only with reference to specific
formul ati ons. WO 03/006071 PCT/ AU0O2/ 00927 -15 TESTS OF COMPATI BILITY OF
PRI OR ART A study of conpatibility of a major brand biocidal hand-wash and
ot her product JESTSOR QOMPAITIBILITYaOFRRIORARA i an hospital s was
undertaken and 5 conpared with conpatibility of conpositions according to

the invention. Téiﬁd\} efé&wpaﬁblmla/tzﬁhé%ﬁ,o%?&qdﬂb’beld%eHaﬁdeR%domb
Heal t hcare Pty td. Mcroshield M croshield 4% 10 Mcroshield PVP

M croshi eb%dﬂct%&%mﬁfugemqgaamg ASRSTRILA hoskitdls e urtddrtKBn &nd th &

Nephew) .

s compared with compatibility of compositions according to the invention.

The following products were obtained from Regional Healthcare Pty
Ltd.
Microshield' 2%
Microshield 4%
10 Microshield PVP
Microshield T
Microshield Hand rub

Hospital Skin Care Lotion (Smith & Nephew).

15 METHODOLOGY of Compatibility tests
Each compatibility test was carried out using the following procedure:
(i) The CHG product and the Triclosan product or PVP/I were
intimately mixed in a ratio of 10:3 with a magnetic stirrer. For CHG product
lotions and alcoholic CHG products and Triclosan the mixing ratio was 1:1).
20 (ii) The mixture was allowed to stand for 5 minutes (Sample 1) and
overnight (Sample 2).
(i)  The samplers were mixed yvith water at a ratio of 1:10, the

dilution was mixed by vortex and centrifuges.

! Microshield is a registered trademark of Johnson and Johnson Inc.



15 METHODOLOGY of Conpatibility tests Each conpatibility test was carried
out using the follow ng procedure: (i) The CHG product and the Tricl osan
product owoRSBddo7Iere intimately mxed in a ratio of 10: PCmAU2Q092RgNEt | C
stirrer. For CHG product |lotions and al coholic CHG products and Tricl osan
the mxing ratio was 1:1). 20 (ii) The m xture was allowed to stand for 5
m nutes (Sanple 1) and overnight (Sample 2). (iii) The sanplers were m xed
with water at a ratio of 1:10, the dilution was m xed by vortex and
centrifuges. Mcroshield is a registered trademark of Johnson and Johnson

I nc. WD 03/ 006Qv)L PTRé AUparmatat ivas tekehifor) arfdlgsis bydtPlat aisingithe t aken for
anal ysis by HPLC using the eluant to dilute the sanple by 20 nL. The HPLC

condi ti Oﬂé[déﬁ{ﬁ)@ﬁjté%é Qyﬁ,p@@pjzbenlphase 65% Met hanol in water with 0.57 g
sodi um acetate 5 (anh), 1 g heptanesul phonic acid buffered to pH 4.0 with

gl acial acetic I tic @1.10 nL/mn. Colum 3.9 x
300 mMm NovapakT%ﬁlé(gg{r}E%&%ﬁgvv‘[e?%]%gfa@sﬁm tenperature 45.0C to Injection
volume L %tbeie p ta\se @258 an255% Methanol in water with 0.57 g sodium acetate

5 (anh), 1 g heptanesulphonic acid buffered to pH

4.0 with glacial acetic acid.

Pump flow rate Isocratic @ 1.10 mL/min.
Column 3.9 x 300 mm Novapak C4g reverse phase ODS
Column temperature 45.0°C
10  Injection volume pL
Detector UV @ 258 nm.

A calibration graph of peak area versus standard chlorhexidine was
prepared with each sample batch.
15
The calculation of “decrease in CHG content” of the sample was based
on comparison of the CHG in the initial sample with the sample after mixing

with the second component at the same dilution.

20 RESULTS OF TEST OF COMPATIBILITY OF PRIOR ART
The results of the analyses expressed as a percentage decrease in
chlorhexidine content in mixtures of products A and B were as shown in Table

1.



A calibration graph of peak area versus standard chl orhexi di ne was
prepared with each sanple batch. 15 The cal cul ati on of "decrease in CHG
content" wD oBloesosanpl e was based on conparison of the CHBCTmuok®o92ni ti al
sanple with the sanple after mxing wth the second conponent at the sane
dilution. 20 RESULTS OF TEST OF COWPATIBILITY OF PRIOR ART The results of
the anal yses expressed as a percentagg; decrease in chlorhexidi ne content
in mxtures of products A and B were as shown in Table 1. WD 03/006071
PCT/ AU02/ 00927 -17- TABLE 1 Product A Product B % Decrease in CHG

| medi ate Over miaghE 1 M croshield 2% M croshield 88% 78% T M croshield 4%
M croshield 94% 97% T Mcroshield 2% M croshield 97% 96% PVP M croshield
4% M croshield 11% 11% PVP

Product A Product B % Decrease in CHG
Immediate Overnight

Microshield 2% Microshield 88% 78%
T

Microshield 4% Microshield 94% 97%
T

Microshield 2% Microshield 97% 96%
PVP

Microshield 4% Microshield 11% 11%
PVP

Microshield 2 Microshield 57% 57%
Moisturising Ltn.

Microshield 4% Microshield 22% 22%
Moisturising Ltn

As is apparent the immediate % decrease ranges from 11% to 97% of

5  chlorhexidine with potentially serious implications for infection control.

The results show that there is an incompatibility when these products
are combined so that if residues of one antiseptic hand-wash or rub are left on

the skin of a carer as a result of incomplete rinsing, and another is



M croshield 2 Mcroshield 57% 57% Mi sturising Ltn. Mcroshield 4%

M croshield 22% 22% Moisturising Ltn As is apparent the i mediate %

decr ease wergossofrom 11 % to 97% of 5 chl or hexi di ne w t h peatadntioed2l y
serious inplications for infection control. The results show that there is
an inconpatibility when these products are conbined so that if residues of
one antiseptic hand-wash or rub are Legft on the skin of a carer as a
result of inconplete rinsing, and another is WO 03/006071 PCT/ AU02/ 00927
-18 subsequently used then it would be expected fromthese results that the

in vivo efibsexpentiplsttdssn ipmadicdbe expetiddifroms ithpsd resalts that tloajpr om sed by
their interaction. 5 Simlar results were obtained when inconpatible

products f/iﬂler@fﬁéﬁcycﬁwge PrROAUERCKHIETE NIGhifcaRBACcaRpiomibyd Bytnelg a shift.
It has al so been found that when hands are washed with one antiseptic

hand-washintéggﬂm\(vashed Wi th ordinary soap or liquid soap (both of which 10
contain anionic species) and then washed with a second hand-wash

conpatible with the first antiseptic hand-wash then the biocidal efficacy
of the second hand-wash is greatly reduced. That reduction does not occur

when the first preparation according to the invention (exanple 1) is used
in plate of tRinigggpsults were obtained when incompatible products from

different manufacturers were used serially during a shift.

It has also been found that when hands are washed with one antiseptic
hand-wash, then washed with ordinary soap or liquid soap (both of which
10  contain anionic species) and then washed with a second hand-wash
compatible with the first antiseptic hand-wash then the biocidal efficacy of the
second hand-wash is greatly reduced. That reduction does not occur when
the first preparation according to the invention (example 1) is used in place of
the soap.
15
RESULTS OF TEST OF COMPATIBILITY OF EXAMPLES
ACCORDING TO INVENTION
The experiment was repeated using products according to the
invention. In all cases the % decrease (immediate and overnight) was less
20 than 10% and in most cases less than 5% The resuits for selected

combinations are shown in Table 2.



15 RESULTS OF TEST OF COVPATI BILITY OF EXAMPLES ACCORDI NG TO | NVENTI ON The
experi ment was repeated using products according to the invention. In all
cases t hewiwodeedense (i nmedi ate and overnight) was | ess 20THAAR0090Q% and i n
nost cases |ess than 5% The results for selected conbinations are shown in
Tabl e 2. WD 03/006071 PCT/ AU02/ 00927 -19- TABLE 2 Product A Product B %
Decrease in CHG | medi ate Overni ght.jd&Exanple 1 Exanple 2 0% 0% Exanple 1
Exanple 3 0% 0% Exanple 1 Exanple 4 0% 0% Exanple 1 Exanple 5 0% 0%
Exanple 1 Exanple 6 0% 0% Exanple 1 Exanple 7 0% 0% Exanple 1 Exanple 8
0% 0% Exanple 1 Exanple 9 0% 0% Exanple 2 Exanple 3 8% 8% Exanple 2
Exanple 4 8% 8% Exanple 2 Exanple 5 0% 0%

TABLE 2
Product A Product B % Decrease in CHG
Immediate Overnight

Example 1 Example 2 0% 0%
Example 1 Example 3 0% 0%
Example 1 Example 4 0% 0%
Example 1 Example 5 0% 0%
Example 1 Example 6 0% 0%
Example 1 Example 7 0% 0%
Example 1 Example 8 0% 0%
Example 1 Example 9 0% 0%
Example 2 Example 3 8% 8%
Example 2 Example 4 8% 8%
Example 2 Example 5 0% 0%
Example 2 Example 6 0% 0%
Example 2 Example 7 0% 0%
Example 2 Example 8 0% 0%
Example 2 Example 9 0% 0%
Example 3 - Example 4 2% 2%
Example 3 Example 5 3% 2%
Example 3 Example 6 4% 4%




Exampl e 2 Exanple 6 0% 0% Exanple 2 Exanple 7 0% 0% Exanple 2 Exanple 8
0% 0% Exanple 2 Exanple 9 0% 0% Exanple 3 Exanple 4 2% -2% Exanple 3
Exanpl e 5we%s/A8607Exanpl e 3 Exanple 6 4% 4% WO 03/ 006071 PETrAU020@2927 - 20
Exanple 4 Exanple 6 0% 0% Exanple 4 Exanple 5 4% 0% Exanple 4 Exanple 6
0% 0% Exanple 5 Exanple 4 4% 0% Exanple 5 Exanple 9 4% 3% Exanple 5
Exanple 6 7% 3% Exanple 7 Exanple 4.£% 8% The binary conbi nati ons not
shown in table 2 each showed no detectable increase. 5 The results show
that the products exenplified are conpatible and that there is no, or

m ni mal, [ Toss gxafiple!#acy wnhen thexapiposi {1ons g¥%e cornbi nedod%xaml e 1
Pre-Shift Hand Wash 10 Materials Contents(9WWN) Akyl pol{ygl ucosi de (JAPG
4.0000 Example 4 Example 5 4% 0%
Example 4 Example 6 0% 0%
Example 5 Example 4 4% 0%
Example 5 Example 9 4% 3%
Example 5 Example 6 7% 3%
Example 7 Example 4 6% 8%
The binary combinations not shown in table 2 each showed no
detectable ingrease.
5 The results show that the products exemplified are compatible and that
there is no, or minimal, loss in efficacy when the compositions are combined
Example 1 Pre-Shift Hand Wash
10 Materials Contents(%W/V)
Akylpolyglucoside (APG) 4.0000
Disodium Cocoamphodipropionate 1.0000
Cocamidpropy! Betaine 1.0000
Macrogol 400 2.0000
15 Ethyleneglycolmonostearate 1.0000
Isothiazoline Derivatives 0.0014
Fragrance 0.2000
Water Purified gs to 100 % volume



D sodi um Cocoanphodi propi onate 1. 0000 Cocam dpropyl Betaine 1.0000

Macr ogol 400 2. 0000 15 Et hyl enegl ycol nonostearate 1. 0000 | sothiazoline
Derivati va® 000001 Fragrance 0.2000 Water Purified qs t@CIOWwodmenrunme WO
03/006071 PCT/ AU02/ 00927 -21 If desired pH can be adjusted to 6.5 with
citric acid which has been found not to reduce the biocidal efficacy of
CHG. Exanple 2 Misturising Hand Lotign 5 Materials Contents(%W) M neral
Gl 3.00 |Isopropylnyristate(l PM 1.00 Cetostearyl Al cohol 2.50

Pol yet hyl ene d ycol 4000 2.30 1 } Polysorbate 60 1.00 dyceryl Stearate
0.50 PEG 100 gdesiréd pHGdrObe MBjuBiEd 1336.8hath EitrikCacidPwdiigh hddabeden 0. 10 15

Fragrance 0. 10
found not to reduce the biocidal efficacy of CHG.

Example 2 Moisturising Hand Lotion

5 Materials Contents(%W/V)
Mineral Oil 3.00
Isopropylmyristate(IPM) 1.00
Cetostearyl Alcohol 2.50
Polyethylene Glycol 4000 2.30

10 Polysorbate 60 1.00
Glyceryl Stearate 0.50
PEG-100 Stearate 0.50
Methyl Paraben 0.20
Propyl Paraben 0.10

15 Fragrance 0.10

Water Purified gs to 100 % volume

Example 3 Antiseptic Hand Wash (2% Chq)

Materials Contents(%W/V)
20 Propan-1-ol 2.00

Hydroxy Ethyl Cellulose 0.60

Akylpolyglucoside(APG) 4.00

Lauramide Oxide ' 1.50

Cocamide DEA 0.80

25 Disodium Cocoamphodipropionate 0.80



Water Purified qs to 100 % volune Exanple 3 Antiseptic Hand Wash (2% Chg)
Materials Contents(%\W) 20 Propan-1-ol 2.00 Hydroxy Ethyl Cellul ose 0.60
Akyl pol ygivooasiae( APG 4.00 Lauram de Oxi de 1.50 Cocani deCDBAWQOS27 25

Di sodi um Cocoanphodi propi onate 0.80 WO 03/ 006071 PCT/ AU02/ 00927 -22

G ycerol 1.00 Chlorhexidine Guconate 2.00 Fragrance 0.10 Dyestuff (D&C
Red 33) 0.00040 5 Lactic Acid gs to p4-5.5 Water Purified gs to 100 %

vol une Exanple 4 Antiseptic Hand Wash (1 % Tricl osan) Materials
Contents(9%W) 10 Triclosan 1.00 Propan-1-ol 5.00 Propylene dycol 6.00
Pol yet hyl ene QGjerol400 4. 00 1.00

Chlorhexidine Gluconate 2.00

Fragrance 0.10
Dyestuff (D&C Red 33) 0.00040

5 Lactic Acid gsto pH5.5
Water Purified gs to 100 % volume

Example 4 Antiseptic Hand Wash (1% Triclosan)

Materials Contents(%W/V)
10 Triclosan 1.00
Propan-1-ol 5.00
Propylene Glycol 6.00
Polyethylene Glycol 400 4.00
Phenoxy Ethanol 0.30
15 Perfume 0.20
Akylpolyglucoside(APG) 4.50
Cocamidpropyl Betaine 1.20
Disodium Cocoamphodipropionate 3.20
Hydroxy Ethyl Cellulose 0.55
20 Edtate Sodium 0.20
Dyestuff (D&C Green No 3) 0.00030
Citric Acid(To pH 6.5) 0.10
Water Purified gs to 100 % volume

25 Example 5 Surgical Scrub_(4% CHG)




Phenoxy Et hanol

Cocam dpr opyl

0.00030 Citric Acid(To pH 6.5) 0.10 Water
Scrub (4% CHG WO 03/006071 PCT/ AUO2/ 00927 -23
Propan-1-ol - 2300 Hydroxy Ethyl Cellul ose 0.60

Exanpl e 5 Surgi cal
Mat eri al s Cont ent s( %\N)

0.30 15 Perfune 0.20 Akyl pol yglucosi de(APG 4.50

Betaine 1.20 D sodi um Cocoanphodi propi onate 3.20 Hydroxy
Et hyl CelWwologmaso01 55 20 Edt at e Sodi um 0.20 Dyestuff (D&CPGTadm2Mm23)

Purified gs to 100 % vol ume 25

Akyl pol ygl ucosi de(APG 4.00 5 Lauram de Oxide 1.60 Cocam de DEA 1.60
Di sodi um Cocoanphodi propi onate 0.80 dycerol 1.00 Chlorhexidi ne @ uconate
4.00 i o Fragramate@aldO

10

15

20

25

Propan-1-ol

Hydroxy Ethyl Cellulose
Akylpolyglucoside(APG)
Lauramide Oxide
Cocamide DEA
Disodium Cocoamphodipropionate
Glycerol

Chlorhexidine Gluconate
Fragrance

Dyestuff(D&C Red 33)
Lactic Acid

Water Purified

Contents(%W/V)
2.00

0.60

4.00

1.60

1.60

0.80

1.00

4.00

0.10
0.00040
gsto pH 5.5

gs to 100 % volume

Example 6 Surgical Scrub (0.75% Av. lodine)

Materials

Povidone

lodine

Ethanol

Potassium lodide
Propy-2-ol

Hydroxy Ethyl Cellulose
Propylene Glycol
Akylpolyglucoside(APG)

Sodium Nitrate

Contents(%W/V)
2.25
0.75
4.00
1.30
0.80
0.60
5.00
3.60

0.55



Dyestuf f (D& C Red 33) 0.00040 Lactic Acid gqs to pH 5.5 Water Purified gs to
100 % volunme 15 Exanple 6 Surgical Scrub (0.75% Av. lodine) Materials

Cont ent s(WaNp/ooddovi done 2.25 1lodine 0.75 Ethanol 4.00 2@CPRotiagsiam | odi de
1.30 Propy-2-ol 0.80 Hydroxy Ethyl Cellulose 0.60 Propylene dycol 5.00
Akyl pol ygl ucosi de(APG 3.60 25 Sodium Nitrate 0.55 WO 03/ 006071

PCT/ AU02/ 00927 -24 Triethanolamne gst-to pH 5.50 Water Purified gs to 100
% vol ume Exanple 7 Al coholic Hand Rub (0.5% Chg | n70% Et hanol) 5 Materials
Contents(9%W) Ethanol ( For 70% VN) 55.23 Chl orhexidi ne Digluconate 0.50

d ycerol 0.80 Triethanolamine gs to pH 5.50

Water Purified gs to 100 % volume
Example 7 _Alcoholic Hand Rub (10.5% Chg In70% Ethanol)

5 Materials Contents(%W/V)
Ethanol ( For 70% V/V) 55.23
Chlorhexidine Digluconate 0.50
Glycerol 0.80
Akylpolyglucoside(APG) 210

10 Benzyl Alcohol 0.55
Peg-75 Lanolin 0.10
Isopropylmyristate(IPM) 0.05
Fragrance 0.10
Dyestuff(Fd&C Red No 33) 0.00020

15 Lactic Acid (To pH 5.50) 0.10
Triethanolamine(To pH 5.50) 0.10
Water Purified gs to 100 % volufne

Example 8 Alcoholic Hand Rub (0.6%Triclosan)

20 Materials Contents(%W/W)
Ethanol ( For 70% v/v) 62.7600
Triclosan : 10.5700
Glycerol 0.9100
Akylpolyglucoside(APG) 2.3900

25 Phenoxyethanol 0.6300



Akyl pol ygl ucosi de(APG 2.10 10 Benzyl

Al cohol

0.55 Peg-75 Lanolin 0.10

| sopropyl nyristate(IPM 0.05 Fragrance 0.10 Dyestuff(Fd&C Red No 33)
0. 00020 1WwoOloawodoct Acid (To pH 5.50) 0.10 Tri et hanol am ne@PCa/A128040) 0. 10

Wat er

Phenoxyet hanol
0.1100

Red No 33) 0.0@@3-F PMRIK30 0. 1100

Isopropylmyristate(IPM)
Fragrance

Dyestuff (Fd&C Red No 33)
PVP K30

Water

Total

Et hanol

Purified gqs to 100 % volune Exanple 8 Al coholic Hand Rub
(0.6%riclosan) 20 Materials Contents(%WW W
Triclosan 0.5700 d ycerol

( For 70%v/v) 62.7600

0.9100 Akyq pol ygl ucosi de( APG 2.3900 25
0. 6300 WD 03/006071 PCT/ AU02/ 00927
| sopropyl nyristate(IPM 0.0570 Fragrance 0.1100 Dyestuff (Fd&C

-25 Peg-75 Lanolin

0.1100

0.0570

0.1100

0.0002

0.1100

32.3528

100.0000

Example 9 Alcoholic Hand Rub ( 0.5% Triclosan/Povidone lodide In

10 70% Ethanol

15

20

Materials

Ethanol ( For 70% v/v)
Triclosan

Propylene Glycol

Povidone lodine

Potassium lodide

Benzyl Alcohol

Peg-75 Lanolin

Polyethylene Glycol 400
Polyethylene Glycol 4000
Phosphoric Acid (To pH 5.50)
Triethanolamine(To pH 5.50)

Water Purified

volume

25

Contents(%W/V)
55.23
0.50
0.50
4.00
0.20
0.35
0.25
6.00
2.00
0.10
0.10

gs to 100 %



Water 32.3528 Total 100.0000 Exanple 9 Alcoholic Hand Rub ( 0.5%

Tri cl osan/ Povi done lodide In 10 70% Et hanol Material s Cont ent s(%\N)

Et hanol (WB®B/0T®% v/ v) 55.23 Triclosan 0.50 Propyl ene A PcolAl®28®27 15

Povi done | odi ne 4. 00 Potassium |odide 0.20 Benzyl Al cohol 0.35 Peg-75
Lanolin 0.25 Polyethylene @ ycol 400 6.00 20 Pol yet hyl ene d ycol 4000 2. 00
Phosphoric Acid (To pH 5.50) 0.10 Trjget hanol am ne(To pH 5.50) 0.10 Water
Purified qs to 100 % volune 25 WD 03/006071 PCT/ AUO2/ 00927 -26 As will be
apparent to those skilled in the art fromthe teaching hereof the risk of

cross infecti onsGanbBRappatstithd Gritd skilRrinard dpfrareapé téthingRéreed of
the risk of cross infection can be significantly reduced by adopting a method of
infection control according to the invention. The invention is not restricted to
use of the formulations exemplified and can be conducted using other
s formulations in accordance with the teaching herein contained without

departing from the inventive concept disclosed above.



infection control according to the invention. The invention is not
restricted to use of the formulations exenplified and can be conduct ed
usi ng ot hwo 03/06@rrul ati ons in accordance with the teachi ngChaxt@enoreont ai ned
wi thout departing fromthe inventive concept disclosed above. WO 03/ 006071
PCT/ AU02/ 00927 -27- CLAIMS 1. A nethod for control of transm ssion of

pat hogeni ¢ organi sns between a carerp;and a patient during a shift which

i ncludes the steps of: 5 (1) washing the hands of the carer, after
comrencenent of a shift and prior to contact with the patient, with a
first conposition which assists in renoval fromthe carer's hands of any
ani oni ¢ species of a kind which reduce the bactericidal efficacy of

bi oci des, and ggh;@gsuring that no conposition containing an anionic
surfactant 1o contacts the skin after step (1) and prior-the end of the

shift. 2. A nethod for o) 1.5Si.on of I.C.0rgani sms
bet ween a pl urﬁﬂ it 61?et§§$iﬁ§rséogﬁ%)l éf\@gﬁ%}%k’g‘ ﬁqt@@ééﬁ?{%ﬁﬁaﬁbﬁggs hi ft which
includes in the steps of: 15 (1), washi ng the hands of each carer, after
conmencenRvesn &caler and aa?ﬁil%nt dying § ke ipetudeade staPseit, with a
first conposition which assists in renoval fromthe carer's hands of any
ani onit speci efl)ofashing the handstof thelgakss, aftércdrameneemeabof @shiftansy of
bi oci des, and (2) ensuring that no conposition containing an anionic
sur f act anprior to contact with the patient, with a first composition which assists in

removal from the carer's hands of any anionic species of a kind which reduce

the bactericidal efficacy of biocides, and

(2) ensuring that no composition containing an anionic surfactant

10 contacts the skin after step (1) and priorthe end of the shift.

2. A method for control of transmission of pathogenic organisms
between a plurality of carers and one or more patients during a shift which
includes in the steps of:

15 (1) washing the hands of each carer, after commencement of a shift
and prior to contact with any patient, with a first composition which assists in
removal from the carer's hands of any anionic species of a kind which reduces
the bactericidal efficacy of biocides, and

(2) ensuring that no composition containing an anionic surfactant

20 contacts any carer’s skin after step (1) and prior the end of the shift.

3. A method according to claim 1 or claim 2 including the further
step of washing said hands, during said shift, after step 1, and prior to

significant contact with a patient, with a second composition comprising one



20 contacts any carer's skin after step (1) and prior the end of the shift.
3. A nethod according to claiml1l or claim2 including the further step of
washi ng saiDd3fededs, during said shift, after step 1, and pPCTNU0R©0927
significant contact with a patient, with a second conposition conprising
one WO 03/006071 PCT/ AU02/ 00927 -28 or nore detergents and one or nore

bi oci des, said second conposition exgd-uding any anionic surfactants. 4. A
met hod according to any one of the preceding clainms wherein 5 the hands of
a carer are washed, prior to contact with each successive patient and
af t er anyopmiory detergemtslandtaneausere bivcatasnasid @econd tdompasdivond conposi ti on
conprising one or nore detergents and one or nore biocides, said second

CONMpPOoSi ti@fﬂ%ﬁb%y%i@ﬁm saffaefings. surfactant, 10 5. A nethod according to
claim4 wherein“thé second conposition is an aqueous conposition. 6. A

met hod according to claim4 or claim5 wherein the second conposition is
sel ected fromthe group consisting of antiseptic hand-washes, is surgical
scrubs, antiseptic hand,rubs, aptiseptic creans i, Sturisin .| ons,
hand-creans, of: t heT&HO ﬁdcg‘rcﬁgg i%gn)é%&ogﬂhegpﬁeg%gw %ﬂ'@so@h%%iﬁ pr ecedi ng
clainms further conprising the step of applyi Qvﬁaa barrier creamor a hand

cr eam @hi e handspofar Gaied afie washednprintite copfachMta RachsUckess s agtlight ¢ he

carer at a time during a shift and after step (1). -
and after any activity likely to cause contamination, with a second composition

comprising one or more detergents and one or more biocides, said second

composition excluding any anionic surfactant,

10 5. A method according to claim 4 wherein the second composition

is an aqueous composition.

6. A method according to claim 4 or claim 5 wherein the second
composition is selected from the group consisting of antiseptic hand-washes,
15 surgical scrubs, antiseptic hand rubs, antiseptic creams, moisturising lotions,

hand-creams, or the like.

7. A method according to any one of the preceding claims further
comprising the step of applying a barrier cream or a hand cream which is
20  devoid of any anionic surfactant to the hands of the carer at a time during a

shift and after step (1).

8. A method according to any one of the preceding claims wherein
the first composition comprises an alkylpolyglucoside surfactant and no

25  anionic species.



8. A nethod according to any one of the preceding clains wherein the first
conposition conprises an al kyl pol ygl ucosi de surfactant and no 25 anionic
speci es. WD 0RBNI®OE6071 PCT/ AU02/ 00927 -29 9. A net hod accaecdixi@2ioe2any one
of claimse 1 to 7 wherein the first conposition conprises an

al kyl pol ygl ucosi de surfactant and one or nore conpatible anionic species
whi ch do not effect biocidal activitye5 10. A nmethod according to claim?9
wherein the conposition contains an al kyl pol ygl ucosi de surfactant together
with EDTA or citric acid. 11. A method of infection control conprising the
step of (1) renbving 10 any anionic species froma carers hand at the
start of a shift and prior to any patient contact, and (2) thereafter

during the shi gt aVR‘rﬁétﬂBd*bfb@Qrd?ﬁ%i@éﬁ Whéfa)f Cffis QOBPOWhBHAR IROfsR Ni ng_ an

ani oni ¢ surfactant rising a first conmposition in conbination
with a se [ %nﬂ at the second
cont ai ns §8’5‘?’88ff§8 c%ﬁﬁ;ﬁ%b%g@%&ﬁ?ﬁ@g@%ﬁ%@gﬁﬁﬁr@p anghggm%f {)a'%second
conditions the skin of a user ct,ivat.ion (%f t he bi ocide of the
second. 180mRafible afieni¢ 8Pﬁ@le§8‘ﬁg‘§h8?ﬂ"i’ efiertieeidal RGNy -ng a conpati bl e
hand- 20 cream 14. A kit according to claim 12 or 13 wherein the first
conposition conprises an al kyl pol ygl ucosi de fornul at ed hand-wash whi ch

excl udes any
10. A method according to claim 9 wherein the composition contains

an alkylpolyglucoside surfactant together with EDTA or citric acid.

11. A method of infection control comprising the step of (1) removing
10 any anionic species from a carers hand at the start of a shift and prior to any
patient contact, and (2) thereafter during the shift avoiding hand contact with

any composition containing an anionic surfactant.

12. A kit comprising a first composition in combination with a second
15 composition, said compositions being such that the second contains a biocide,
and use of the first prior to use of the second conditions the skin of a user

against deactivation of the biocide of the second.

13.  Akit according to claim 12 further including a compatible hand-

20 cream.

14.  Akit according to claim 12 or 13 wherein the first composition
comprises an alkylpolyglucoside formulated hand-wash which excludes any
anionic species of a kind which reduces the bactericidal efficacy of biocides.

25



ani oni c species of a kind which reduces the bactericidal efficacy of

bi oci des. 25 WO 03/006071 PCT/ AU02/ 00927 -30 15. A kit according to claim
12 or 13 wbaesmid7t he first conposition conprises an al kylPpdlatgkoeasi de
fornmul at ed hand-wash whi ch excludes any anionic species of a kind which
reduces the bactericidal efficacy of biocides. 5 16. A kit according to
claim 15 wherein the first conpositiog,conprises an al kyl pol ygl ucosi de
surfactant and excludes any anionic species. 17. A conbination conpri sing
a first hand-wash effective to renove anionic species absorbed on a

carer's hands, 18nd A KiagurdiRg 2o i Hebr T MAeldin Wes firstcorpositiohhe bi oci dal
efficacy is not reduced on skin washed with said first hand-wash. 18. A

combi nati eRASAL dh MkyiSolfdiakedidd YRRIISIR HAMB-WaSP WhRAEKAIRR arflpes Dot

contain a Cl act’l ve: I'nation according m 17 or 18

o nat | BoRkoRsaLOL KIVEER eficalifR CaekHRRR sMRe) AP RIOSERYT o771 &

conposition conprises an Al kyl pol ygl ucosi de fornul ated hand-wash which
excl udes any anionic species. 21. A nethod substantially as herein
descri bed. WD 03/006071 PCT/ AU0O2/ 00927

5 16. A kit according to claim 15 wherein the first composition

comprises an alkylpolyglucoside surfactant and excludes any anionic species.

17. A combination comprising a first hand-wash effective to remove
anionic species absorbed on a carer's hands, and a compatible biocidal hand-
10  wash of which the biocidal efficacy is not reduced on skin washed with said

first hand-wash.

18. A combination according to claim 17 wherein the first hand-wash
does not contain a biocidal active.
15
19. A combination according to claim 17 or 18 wherein the

combination further includes a compatible hand-cream.
20. A combination according to any one of claims 17 to 18 wherein
20 the first composition comprises an Alkylpolyglucoside formulated hand-wash

which excludes any anionic species.

21. A method substantially as herein described.



-31 22. A conposition substantially as herein described with reference to
any one of the exanples. 23. A kit conprising a conposition according to
exanpl e Iwbpr3/oesoconbi nati on with any one or nore of the otarAwoenmasitions
herein exenplified.

-31-

22. A composition substantially as herein described with reference

to any one of the examples.

23. A kit comprising a composition according to example 1 in
5 combination with any one or more of the other compositions herein

exemplified.



