i $ DEC 2005 WD 03/006071 PCT/ AU02/ 00927 5 10 TITLE: "I NFECTI ON CONFRQ@EC 2005
SYSTEM 15 TECHNI CAL FI ELD This invention relates to an Infection Control
Syst em f orRvg 9800 hospitals, clinics, surgeries, and othe cations at
which it is inpé?z%nt to elininate, or at |east nininize,EFh&IWP@%naf
infection and of spread of infection. 20 BACKGROUND ART The invention is
herein described with reference to its applicability to hospitals but is .
not limted to use in that environnment. Mdern antisepsis began as recently
as the 1840's when Dr Holnmes 25 and Dr. Semmel weiss called attention to

t he cont agi ousness of puerperal 1 6 DEC 2005 WO 03/006071 2 PCT/ AU02/ 00927
- fever (infection followng childbirth). The fornmer recommended cl eanliness
and the latter recomrended the use of solutions of chloride of linme for
washi ng the hands of attending physicians to destroy "cadaveric poi sons".

- By 1865 carbolic acid (phenol) was being widely used as an antiseptic. 5
It is now well understood that infection nay be spread via skin contact

t hrough the transm ssion of pathogenic organisns. In hospitals, hand
washing is now generally considered to be the nost inportant neasure in
preventing spread of infection. Hand-washi ng protocols occupy a central
role 19 in the strategy for prevention of spread of infection. Wiile in
former times

10

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' itis 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




hands were nerely washed wth soap and water and/or line chlori de,'.‘-?fﬁFsC S
| ater replaced with the practice of scrubbing the skin with a solution

cont ai ni n ctant followed by application of a disinfectant. The
terns "di gY(r)I %@@%ﬁ "bi oci de", ‘and "antimcrobial" are REFAYD208RE

i nterchangeably and in a is general sense to include any substance which
wll kill or prevent the growth of mcro-organi sns and includes germ cides,
bactericides, bacteriostats, and if tie context adnmits, fungicides,

fungi stats, sporicides and sporistats. In recent years there have been
devel oped sophi sticated conpositions_ 20 for conbi ni ng washi ng and

di si nf ect i &yer finteclipn deliovape childirth). Idesfosmer reesenmenged cleaalisesy andiqueous
antiseptic cl eaning conpositions, while others are non-aqueous (for '
exanpl e cotmedsttei teontmender the esecefsolofiorabeiichiGRde bYlimwedokhsiifiq e
conposition of an al cohol). Both aqueous and non-aqueous types Sgypi cally

i ncl ude anhamdd of S B f Xt "2 actants whitch
may be anionic, cati on@cpo?ﬁﬂgﬂi@gﬂfjgggﬁff%ﬁdgﬁpéTéro%og‘gDE%ygggé WO
03/006071 P I : fornul ators that sone

antimecr ob?ﬁb%%ﬁ@gggéio') glr?(%z)br%r?aq W%@w&?ﬂ agoa}pea@iﬁqpiﬁt ants. For exanpl e,
chl or hgxi dine [N, N -bis(4- chlorophenyl)-3,12-diimno

2,4,11;713-tetraazat etradecanedi i m de] digluconate 5 or other soluble salts
thereof are effective antimcrobial agents but are inconpatible with, and
are deacti vat edt Bynowwelindesstopd dbatinfecting mawbe spcrarkda iskinaadritadtt y by
nmost non-ionic surfactants. Fornul ati ons conbining the biocide with a non
i oni ¢ sucHhhepugiothedransntigsion @b phttmgepiopaaiznd)| bekospiteROhyABr S require
hi gh amobunts of antinmicrobial to retain biocidal activity 10 (which results{
in a high vaehing Ceowigenlsidllyi donsiddirb @0 banfe MdHt imPBRSHMELERESH (20% 25%)

of surfactant to maintain sudsing and skin cleansing effectiveness, are

costly, apfedsmsinéad ot irbeti. "HALG W APREPHRTARY lob&%)) 8 Wentr SR

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

i B e SRR s ™ R i e e

Iater reb.lacéd.w'ithm’t.}rlle pfa.c;t.ice of scrubbing the skin wifh a solution containing
a surfactant followed by application of a disinfectant. The terms "disinfectant”,
"biocide", and "antimicrobial" are herein used interchangeab_ly_and in a
15 general sense to include any substance which will kill or preveht 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-agueous
types typically include an antimicrobial agent and one or a mixture of

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




antim crobial agents are known to be inconpatible with, and deact i VAIRES %995
ot her surfactants. However a proliferation of aqueous and non-aqueous 15
roduct s LS vari ous conbi nati ons of one or nore surfactant are

gar ket ed W@h@bg? nor e bi oci dal hand-wash preparations c%#"ﬁgwﬂﬂ%ﬂf ound
on or near wash-basins in nost hospitals. To assist in explaining the

I nvention the term"carer" is herein used to 20 describe "health-care
personnel " including a person such as 3 doctor, nurse or other carer who is
a potential carrier of pathogenic organisnms fromone patient to another.
The "carer”™ will normally cone into contact with a plurality of patients
during a work "shift" As herein used "shift" nmeans a period comrencing

- fromwhen the carer enters an infection controlled environnent 25 and

t er mi nati ng whérs knewade dermdatars thatsomenantiroionelbial agents aranpl e a shift 1.6
- DEC 2005 WO 03/006071 PCT/ AU02/ 00927 -4 may conmence or terminate with a

t ea br eakircompatibldwihlsoate sunastahtst ot exafiplet chiditexidid N, Nabig(4- may
extend to include patients who are thensel ves subjected to an infection

control peRlgAGsHen %,HQQﬂiiﬁwiﬁBiZ‘:ﬂij"1‘,1‘3%%%&1%%&35% @%ﬁi@ﬂﬁeﬁ@é?&ﬁé’(@ control

protocol which defi'nes when and how the carer was | hands.

contact wel AR JoRieR &afs ER frrl g BhVE AR B IORe e et ter
R L

reservoir (e.g. catheter bag), undert aki ng veni puncture or delivery of

i nj ect i onreduceddmgctiytyably masiingnderis surfgctants. Faemuliatiens combining the

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 irritatioh) and high concentrations
(20%-25%) of surfactant to maintain sudsing and skin cleansing effectiveness,
aré léostly, and adverséfy de:fét ékih bwith re.-peatedw épblication., .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. Tﬁe "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




is Activities which can cause contami nation include: Handling 16 DEC 2005
equi pnent/instrunents soiled with blood or other body substances, direct
contact W8 o9gsky;Secretions or excretions, going to the toilet, 20 or
the Iike A typi cal aqueous hand-wash / hand-rub protocol, R&T/ARGRMNE,

i nvol ves wetting hands and wists, applying 3m of the reference
formulation to cupped hands, and using the follow ng 6 steps each
consisting of five strokes 25 backwards and forwards: 1 6 DE ¢ 2005 WO

03/006071 PCT/.AU02/ 00927 -5 n Step 1 Palmto palm Step 2 Right pal mover

| eft dors ver. ri.ght dorsum Step 3 Palmto palmwth
fingers i %?{&g&'ﬁéﬁ‘gg gﬁr%ﬁaéﬁc‘fﬂ@' 3feq Bfﬁfg(r%luf‘ﬁh %ﬁ%&?ha Vsl tBe wi t h
fingers interlocked. Step 5 Rotational rubbing of right thunb clasped in
left pal miQigt ﬁ?%@r%r@éﬁr’ Biapexerd tainaludd patigsits whobarekhamdslvasd f or war ds
wth clasped 10 fingers of right hand in left palmand vice versa. A
protocol dlubjested typa infeqlion esntagpipprotoceld Berdngdsshift alvarer wiibildwW an The
protocol will also normally define hand drying techni ques and specify

hand- washiinfgcties icohfroBsrotseehwich défhedf whas bRd HowPRetarbPRabhoot or is
el bow controlled) etc. to be used
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,
. éhanging any wound dressing, -

¢ orthe like

15 Activities which can cause contamination include: )
» Handling equipment/instruments soiled witﬁ blood or other body
substances,
* direct contact with body secretions or excretions,

* going to the toilet,

20 o or the like

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

25 backwards and forwards:




. cross-infection

The infection control protocol in an infants ward, for exanple, tybPdfq P05

requires a carer to wash his/her hands using an antinicrobial hand-wash

after ea%&g@gﬁlon on which a baby is handl ed and before_another is
handl ed. It S not unconmon for a nurse to perform 140P6F/AYBE/@0927
hand-washi ng procedures per day. The high frequency of use of antim crobi al
hand-wash agents tends to result in de-fatting of the skin and causes
der mat ol ogi cal probl ens such as dry,‘i:‘racked, or chaffed skin. Under
exi sting hand-washing protocols, nurses suffering fromcracked skin are
required to be raqsferr%to 25 other duties to avoid infection or

R nany TREHPPRAI- up to 20% 6 DEC 2005 WO 03/ 006071
PCT/ AU02/ 00927 -6 of the nursing staff are assigned to other duties at any
one tinme for tKHeP 2r easorRighthpalin eyardefé dosswn maddeftipads over gghitl | ed
person-hours and a major comunity health cost. 5 Sone nurses ignore the
rul es about scrubbing betdwesumeach patient contact in an attenpt to reduce
skin damage. Recent studies have attributed significant rises in infection

in a hospital wREgls to NERGABRIHIANGGH fidgdr8G@Hackgvi ew (D.Pittet and J. M
Boyce; The Lancet Infectious diseases April 2001) found a high rate of non

conpl i ance and nrend i i 0 i n..seap and water
foll owgd by uses’t%gg'an an%&tgg{b?gw@%%ﬁp%pgpépl&%%b& ‘&ﬁﬁﬁgg%rghol ic hand rub,
and ot her inprovenents in.infection control practices. Sone hospitals

provi de barrier creans atienodednmi st uri zi ng creans to assist in reducing
noi sture renoval or re-noisturizing of the skin after washing and a

. plethora of com®@Rbtions Rotational kebhiag pbrighiibupuclesped in Bfimalmuarskes do 15

R
R

not |ike the preparations provided by the hospital and use self-purchased

conpositions preferring tive ywsaune, feel, or other quality of the self-
pur chased product.
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. It

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 resulf 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%




The present inventor recently investigated a nunber of incidents i h6 QEF 2005
whi ch cross-infection rates have risen to unacceptable |levels in various
hospi t al ss the nation, notw thstanding the adopti on of rigorous
i nfecti on\%{g(ri}?/rogﬁ%gr otocol s whi ch required hand scrubbi ng WEAMEBAKRY ci al | y
avai l abl e anti bacterial hand-washi ng preparati ons before each patient
contact. At first it was thought that the staff were ignoring the
speci fi ed procedures, but 25 on investifgation, it was found that the

probl em persi sted notwi thstanding that 16 D E C 2005 WD 03/ 006071

PCT/ AU02/ 00927 7 5 th rocedyres were being strictly adhered to. The
present inve i%s'agégﬁa?er%ﬁ'g%%ﬁ tq athes duHias AbANKARE figeior dhisi n an -

i mmedi ate and significant reduction in cross infection. Any discussion of
the prior r@aﬁonh?a@@wmsent@amor fassaxf iskilied pecsdndhoursramdrayndjer consi der ed
as an adm ssion that such prior art is widely known or forns part of
common gem@ramunitp\Wealtgeostn the fiel d. The object of the invention is to
provi de an infection control system 10 which avoids or mnimzes at | east
one or nore of the abovenentioned di sadvantages of the prior art. The
object of a preferred enbodinent of the invention is to reduce or mnimze

the rigk of inf ' 1.Sslon via skin ontact. It is a further

obj ect §t o pr ovi%(g%gq@er%é%ﬁﬁaﬁsﬁ}% m&%%a‘%%lf 56 "%%B?é((ﬁeé‘ ‘F%‘r%h PRYRRti ng t he
i nvention j r}‘&'o practice. 15 DESCRI PTI ON OF | NVENTI ON Accordi ng to one
aspect t h&AVRAR AP e &educegkin spmage. cBaeemIstudies hava atifibeiedn of

pat hogeni c _organi sms between a carer and a patient during a shift which
i ncl udes tSHINIEE@IPJises in infection 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

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 moist'urizing‘ 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 protoéols 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 inv.estigation, it was found that the problem persisted notwithstanding that




20 (1) washing the hands of the carer, after commencenent of a shi 4B RRfa2005
prior to contact with the patient, with a first conposition which assists
in renov . he carer's hands of any anionic species whi ch
reduces tﬁg)%%@ggﬁicidal ef fi cacy of biocides, and (2) ensﬁ&yga5¥ﬂgf
conposition containing an anionic surfactant 25 contacts the skin after
step (1) and prior the end of the shift. 1 6 DEC 2005 WO 03/ 006071

PCT/ AU02/ 00927 8 The first conpositioh7hay, but preferably does not,
contain a biocide. Unless the context clearly requi res otherw se,
throughou h SCri on and , -the words 'c ri se

conpri si mé p?oaquguf}%séwpf)q(belgpestr Kft{?' %@%SHE‘S T Ji‘ﬁ qrﬁs%[ﬂ '?Yﬁﬂ?@gl"’\?@%ense as
opposed tg an exclusive or exhaustive sense; that is to say, in the sense
of "i ncl udiofythadinvesygationppddesited inarvimmagiate aad siriicanhessiistion he

i nvention provides a nethod for 10 control of transm ssion of pathogenic

or gani sns ibetoseanfeatiph.ural ity of carers and one or nore patients during a
shift which includes the steps of: (1) washing the hands of each carer,
after comrencenent of a shift and prior to contact with any patient, with
a first conposition which assists in renoval fromthe carer's hands of any

anionts spect e, of Arksulsadiotbehonflen iSRG il Salofith cacy o

bi oci des, and (2) ensudring t np05| nt ai |ng an anionic

sur f-act an cts any carer’ s kin a and prjor .the end of
the shi fttshﬁﬁ'ﬁ 15 b3 BLte SPb8kelad s 2prdiasBiiBat st S SurtcEnr 1+
after steR , 20 and priaor to significant contact with a patient, each
=.carer w | KNQABIRTIRIRS PAftioh camyeen ganemhipawiadss B dhefielsi ng one or nore
detergents and one or nore biocides, the second conposition excluding any
anionic surfactant, and wll ensure that no conposition containing an:
ani oni ¢ surfactant contacts the skin
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.




after step (1) and before the end of the shift 25 1 8 DE C 2005 Wl 6 DEC 2005
03/ 006071 PCT/ AU02/ 00927 -9 In preferred enbodi nents of the invention the
hands of %0320? L will be washed with the second conposition prior to
contact W't & 1successive patient and after any activi PEEAUPIARMEY to
cause contam nation. The second conposition may for exanple be an agueous
or non aqueous (e.g. alcoholic) 5 biocidal conposition such as an :
anti septic hand-ash, surgical scrub, o%- antiseptic hand rub or nmay be a
nmoi sturising lotion, hand-cream or the like. Typically a nunber of such
second conpositions will be used during a shift and according to the
i nvention these nust each be free of anionic surfactants. 10 Preferred
enbodi ments of a nmethod according to the invention further conprises the
step of applyi Adedirshéordpesitipoaidy, bot phéfetablysdeedaot, centain adipgide. a hand
.cream which is devoid of any anionic surfactant to the hands of the carer
at a tinme during a shift after step (1). 15 The invention. also provides a
kit conprising a first conposition in conbination with a second
conposi tion, sgjfelOMBAHntd i § t first conditions
the skin of a Sjsrﬂ? agaﬁt?g{té%ggeé?ﬁ)v%g@%§g*ﬂe{}%sebm@ygéouto ®the second. 20
The i nvent,ion.nrovid a_.conbinati on of conpati bl e conpositions conprising
2 it nARUCHRHER 4 RebiaBmS: 'S undde CoRTrive, “cRBrsagsang the Nee aihi oh
deactivate piocides froma carer's hands, and a conpati bl e bi oci dal
hand- washt®Pe fRNERUSh B 37 siurive senseas pppasembio arexelogiverorski n washed or
preconditioned with the first hand-wash. 25 16 DE C 2005

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 organismsvbetween 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 cdmmencéhent of a sﬁift
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 éomposition 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

-




WO 03/ 006071 PCT/ AUO2/ 00927 -10 In preferred embodi ments the first18 DEC 2005
hand- wash does not contain a biocidal active. In a highly preferred

embodi nengy; ination further includes a conpatible - use of
“whi ch doegmﬁgfmgﬁgﬁificantly reduce the biocidal efficacyﬂgﬁgyﬁ%ﬁ I'oci da
hand-wash on skin washed with the first 5 hand-wash. In studying cross
infection in hospital wards the present inventors were surprised to

di scover that various brands of antisé%tic hand wash in use in the
hospital, and all of which produced consistently effective bactericidal 10

properties whe in the |aporatory, nev i rk
~effectively i nﬂ? hgesféﬁgg(ghbcoﬁmgp S\I%@B?Hé‘fﬁ'}qgﬁﬁhyt}\%hﬁ EE) Efar%e¢$ga"§|6%¥:gss

varied fromuser to user and day.to day and eventually it was di scovered
that the Wasbedwityihe sesand cpmmgprb@wstocr&m%w@»e#e%ﬂ%sw%uce the
_antiseptic effect of the biocide, rendering scrubbing with an antiseptic
“hand- was h patienfeind affer aref dctivitiesdikehotogtausegcaritamination a Téeegdcondcal | y
significant clinb in cross-infection rates. This unpredicted variati on was

event ual | yohipasiidntraap fireXaenpie bbasi agisous\bi 6dn hadediacEen® Adswiliggd on the
carer's hands from products such as 20 di shwasher and | aundry detergents

used at h ; i i soaps and
§ oo BB bl PARCHSSRS DR i ampm a2 80y

cosnetics use These products |eft

traces of _apionic.surfactant qn _or .in the i _ rer,. s,hands. It is
ot ci ear 2Haeer nAHACES bf Hayde,p ghoisfyisit, Bial. Snd-(ealf o ind ke, 'or
adsor bed gn,  absorbed on, or conplexed wth 25 _hhe skin, Sur I’rl\%%I ngly,
. these inviTyP'@ﬁtlyﬁﬁ&%&er&f%ﬁhéﬁpengﬁpwgmn% bediseduspgs SHp 03/ 006071

% PCT/ AU02/ 00927 - 11

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 k,i_nd
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




sufficient to significantly reduce the biocidal efficacy of i ncorrp‘h@ iDEICe2005

bi oci dal hand wash products and remai ned on the skin even after repeated
hand- washjng. addition it was found that in many hospitals a choice of
antiseptigkﬂﬁﬂwénﬁash preparati ons was avail abl e. Sonetiné@gPaﬂﬂ%Wﬁﬁhs wer e
avai l able 5 at one sink. In other cases one brand would be avail able at one
sink and a different brand at another sink in the sanme ward. It was found
that these differing brands often int&racted so that one would inactivate
the antiseptic conmponent of the other. This was because one woul d contain

an anionic detergent and a conpatible bhiocjde in sufficient concentration

to present 1o P%%??? PH“¥H@“6P§§B€é@skhaﬂﬁﬂéaﬁhBBﬁ?@PtWWﬁPé‘Qhe ot her

woul d contain a biocide that was deactivated by the anionic surfactant. A '
nurse woubidcidsal aotive. btme highhnprefsired emedimantithef canapidatiers furieepar at i on,

and then subsequently use a different brand preparation at the sane or

anot her singludesTdeospadbé Rumncreanosé df Whichedsds ivdttsighitivantlyrédiecd hat the -
nurses hand's still retained residues 15 fromthe previous brand

(1 nconpat § h L é@gsidﬁ§T . Gl eans

provi ded %§J§%8E%2§g¥?g ogﬁﬁ$§§aphg§g]sel bpurc‘@se heggﬁWﬂggggger

cont ai edhsqggg%ﬁ surfactants which becanme substantive to the skin and
dest royed % i cacy of the antiseptic hand-wash. Wil e existing

hand-wash protocol s provi ded agai nst skin infection by organisns, they did
20 not address skin contanination by surfactants. Wiile it has been known
to formulators that certain biocides were deactivated by certain
surfactants, tHnstudyngerosganfection in hospiial wandsythespresent inventaes werte
previously been appreciated that the efficacy of a biocidal hand 6 DEC 200% :
WO 03/ 0068urprieed td\dEo080hat vadaus\bindead aatigemtio et Washid esd pcthby

surfactant species adsorbed on or in the skin.

hospital, and all of which produced consistently effective bactericidal

L

16 properties when tested in the laboratory, neverthéless 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 éhift. 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




Thus while infection control protocols have focused on bactericidat 6pEC 2005
efficacy, they have failed to take account of the condition of the carer's

hands pr]| shing with biocidal hand wash preparatiops _and the effect
of this o%?ﬁ&%\ﬁficacy of the hand-wash. It was al so kno&ﬁT/tAﬂg%m%‘Wrre
antimcrobials could be adsorbed and 10 retained on skin. Thus for exanple
ASTM El 174-94 (a Standard Test Method for Evaluation of Health Care

Per sonnel Hand-wash) Para 8.2 specifilds that panellists "avoid contact
with antimcrobials (other than the test fornulation) for the duration of

the test angd. for, .at.|least one week prior" However there isS.nQ, precaution
~in respect! fc“arﬂtitBrs'QE@g:agf'y§%ﬁ"f%§%§rﬁ'§c'9?' ¢ffieacyo dﬁﬁ@PPﬁ%@'@.sb'qqdﬂas not
~ hitherto been appreciated either (1) that serial use of inconpatible
ant i sept i haRdiRsthBIREyClsaNdhigmaingdionf thetskime wemalier repeatedduingd-or  (2) t hat
_surfactants absorbed and retained on skin can seriously prejudice the

ef fi cacy eofashirah forauditiar # wasdouhdthatinseasy isospitals 4 cheiok of antigsptiel cr oss
i nfection.” 20 The present inventor found that such cross-infection could be

pr event ed hand tWsHBieparhtRhsvies hikiRibd OBomBifhds! thdlbrah8s wike f%b&ldﬂ?é hod of

the invention involves washing the 25 hands of each carer, after
U peT) Ang) BB 18 dho AR o oisaSaNa T elidpia nelpfitdia fo 00
sSi ot e | AMREREEndmt 2o MR sl B bR SEMEWagl ok W fBH G ases Ur f act ant
absorbed on the carers hands, fromuse prior to the shift of hand soaps,
- di shwasheflif@ringhraady ofien éntgeanted sa it anecwaeld isadivatpthesantiseptiet i cs or
~+other sources A preferred enbodi nrent of such a

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 dther 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-p;rchased

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




conposition is described hereinafter in exanmple 1. "Rermpval " in ti}8& DEC 2005
context includes conplexing, neutralizing or other nmeans for deactivating

an ani oni qu_ﬁ ‘?791 present, as well as sinple physical 1o renoval, which is

preferred
absor bed on the carer's hands but in less preferred enbodi nents any
anionic surfactant in the skin is conplexed in such a way as to prevent
subsequent interaction with the secondZeonposition wi thout necessarily
removing it fromthe skin. It is an inportant step in the protocol 15 that
this step be perfor b he comrencenent of each work shift. Use of the
pre-shi f t WasH HN%FEH icante aie petegibyasiyfantatispeciogradaarbed opur imttiech in the
preferred enbodi nent contains non ionic surfactants, anphoteric

surfact anskin. and water conditioners, is effective to renpve 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 nf ecti on. Howgyg wﬁ.ueqﬁecasgcantrsrrm&tqogeg? gd% Webfpactuded. The

Carer wll next nornmal perform a 25 the

second. co nt ai n i, OCli de hereafter 16 DEC
2005 ogﬁ%g%fﬁeh%y%?ﬁ%%éﬁ aCogun} tye gopdi 8" BE"RGaAdE hi r d
conpositi gH%V\'/?)I ch i.s devoid of any anionic detergent and which is

conpati bl
will be repeated before each new patient is 5 handl ed or ot herw se as

necessar ythg efficagynef thedrandewash.conposition (i.e. a conpatible biocidal hand

wash or hand rub or surgical scrub). However the first conposition need

the disinfection controlled area, for exanple for a tea break,
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 p;otocols 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

rst step removes any anionic surfactant PEEIAIN2/HS7 becone

WWEHENG Wiy bigpidaklanchwas mperarations and e sffettsafitbis orhand- wash

(
not be used again during the shift as defined. However if the carer |eaves

v




then the first step would be repeated before the first antiseptic hBREGH
in lo case the hands had become contam nated with an anionic surfactant
prior to e-entry of the controlled area. The first co |1 h, the
antiseptﬁ%aﬂﬁﬁ Yash and the hand- cream are desirably gg%?*&v@EPﬁﬁfe as a
kit of inter-conpatible disinfection 15 prevention conponents in .
appropriate volunetric ratios of each to the others. Wile the first

conposi tion need not contain any bioclde, and of itself need not be
effective as an antiseptic, its use is essential to prevent the antiseptic

hand-wash from bei ng rendered ineffectjve., 20 T FOR CARRYI NG OQUT
THE | NVENIORTegtad pR{som: wiih anfirst CﬁB\EOSE'OHrﬁr%ep??\ﬁf}"’ééljgr‘%‘lcﬁéé HEBRd by way
of exanple only with reference to specific fornulations. 16 DEC 2005 WO
03/ 00607 laBCanidbe X Bteht - 45d WERTCasHsteiVrnTe B 1af Ry GRIgVRE eRediss A st udy of
conpatibility of a major brand biocidal hand-wash and other products

comonl y dlsifad an ladafic Sufsisthheabsutbbdsnith@kcareisshandsde froakese priot to5
conpared with conpatibility of compositions according to the invention. The

SR Bl e e
NETHOBOL CHAPTROS, (ISTIDRE bt Btneriolrddd’ A prdidif emBbliinéhiSRIEH: 19

composition is described hereinafter in example 1.

“Removal” in this context includes complexing, neutralizing or otherv

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 complexéd 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 wh;ch 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




Each conpatibility test was carried out using the follow ng procedlﬁ @EC(Z“SS
The CHG product and the Triclosan product or PVP/I were intimately m xed in
aratio ofwé{%;/&mg\gth a magnetic stirrer. For CHG product |otions and

al coholic products and Triclosan the mixing ratio was YCTAU2B0%T ) The
m xture was allowed to stand for 5 mnutes (Sanple 1) and overni ght
(Sample 2). (iii) The sanplers were mxed with water at a ratio of 1:10,
the dilution was m xed by vortex and ¢éntrifuges. 1 Mcroshield is a

regi stered trademark of Johnson and Johnson Inc. 16 DEC 2005 WO 03/ 006071
PCT/ AU02/ Q0927 _+16 .(iv) The supernatant was taken for analysis by HPLC

usi ng the ap@fyu%‘?“ﬁ%fﬁ%w{sé“% higd spMPOsfiopvhieh 'Sr%quﬁgtaﬁbﬁﬂloﬂ%ons wer e
as follows: Mbile phase 65% Methanol in water with 0.57 g sodium acetate

5 (anh), Steeraept awgqubwgmom@aﬁbdﬁ withftbe dcsttamdpecond @ompdsitiphaci al  aceti ¢

acid. Punp flowrate Isocratic @1.10 niL/mn. Colum 3.9 x 300 nmm Novapak

Cl18 reverse phase ODS Columm tenperature 45.0C 10 Injection volune L
Detector W @258 nm A calibration graph of peak area versus standard

chl orhexi di ne wag aflicepac ﬁgnmﬁ&ﬁﬂﬁé%&%&;@%@% eddh 18 ﬂ:a@iEﬁWsat i on of

"decrease in CHG content” of the sanple
5 handled or otherwise as necessary utilizing the second composition (i.e. a
compatible biocidal hand wash or hand rub or surgic;al scrub). However the
first composition 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.

t

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.




on conparison of the CHGin the initial sanple with the sanple afttf REIEY

with the second conponent at the sanme dilution. 20 RESULTS OF TEST OF

COVPATI BI RIOR ART The results of the analyses expgessed as a

per cent ag+éVI d%(:or%e:as?e in chlorhexidine content in m xtures %‘?T/%PWBFS A and

B were as shown in Table 1. 1.6 DEC 2005 WO 03/006071 -17 TABLE 1

PCT/ AU02/ 00927 Product AProduct B% Decrease in CHG | medi at eOver ni ght

M croshi el d 298 croshi el d88948% T M cr'dshi el d 498 cr oshi el d94907% T

M croshield 2% croshi el d97996% PVP M croshi el d 49%M croshi el d119%41% PVP

M croshi el d 2M croshi el d57%%7% Moi sturising Ltn. Mcroshield
. 49%M croshi el d22%’22% Moi sturising Ltn As is apparent the imedi ate %
decrease range % t o 97% of s chI orhexidine with potentially
serious inplica ' LB BIORART resul ts show that there is
an |nconpat|b|I|ty mhen these products

A study of compatibility of a major brand biocidal hand-wash and other

I

products commonly used in leading Australian hospitals was undertaken and
5 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 ;)rocedure:
(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 (i) The mixture was allowed to stand for 5 minutes (Sample 1) and
overnight (Sample 2).

(i) The sarﬁplers were mixed with 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.




are conbined so that if residues of one antiseptic hand-wash or rubBD& 2005
|l eft on the skin of a carer as a result of inconplete rinsing, and anot her
is 16 RE GygQ@9@uey 03/ 006071 PCT/ AU02/ 00927 - 18 subsequent]y used then it
woul d be expected fromthese results that the in vivo effilcdUB 0 ese
products woul d be significantly conprom sed by their interaction. 5
Simlar results were obtai ned when inconpatible products. from:different
manuf acturers were used serially duri hbﬁ'a shift. It has al so been found

t hat when hands are washed with one antiseptic hand-wash, then washed with

ordinary soap o .l iguid. soa bot h of which 10 copnt aj ni oni ¢ speci es) and
t hen washed wi t@v)a g‘é”&%‘i"%ﬁﬂ@ﬁé@? taéﬁﬂﬁqtﬁrlﬂ?@'#Y%IM usingstheant i septic
hand-wash t hen the biocidal efficacy of the second hand-wash is greatly

reduced. TH4aNtiagliule the savale kot 2@8ur when the first preparation

according to the invention (exanple 1) is used in place of the soap. 15
RESULTS "OF TEST heFHBOURAAdBRIdnsTWe@FaEMRISES - ACCORDI NG TO' | NVENTI ON- Fhe
experiment was repeated using products according to the invention. In all

cases the Mobikcplease (i medi a%%%ﬁéﬁélﬂhwtérmoﬁfﬁ sofiflurhARBtatQ” and i n

nost cases |l ess than 5% The results for selected co atrons are shown in
Table 2. 16 DEC 2005 WO 03/ 00?33&),'11§9hg6i§'n'ésalphonic 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 C+g 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.




PCT/ AU02/ 00927 Product AProduct B% Decrease in CHG | mmedi at eOver ni §AtDEC 2005
Exanpl e 1Exanpl e 20%90% Exanpl e 1Exanpl e 30%9% Exanpl e 1Exanpl e 40%9%

Exanpl e 1p@auialogo730%0% Exanpl e 1Exanpl e 6099% Exanpl e 1Exa /SI@%@@%/}

Exanpl e 1Exanpl e 80%% Exanpl e 1Exanpl e 90%90% Exanpl e 2Exanple 0

Exanpl e 2Exanpl e 48%8% Exanpl e 2Exanpl e 50%90% Exanpl e 2Exanpl e 60%%

Exanpl e 2Exanpl e 709%0% Exanpl e 2Exanpl e 80%9% Exanpl e 2Exanpl e 90%%

Exanpl e 3Exanpl e 4. 2% 2% Exanpl e 3Exanpte 53%2% Exanpl e 3Exanpl e 64%4% DEC
2005 WD 03/006071 -20 PCT/ AU02/ 00927 Exanpl e 4Exanpl e 60%9% Exanpl e

4Exanpl e 54%W%@He 4Exanpl e 60%90%

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% X 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




Exanpl e 5Exanpl e 44%% Exanpl e 5Exanpl e 9498% Exanpl e 5Exanpl e 679B8AEC 2005
Exanpl e 7Exanpl e 46%8% The bi nary conbi nati ons not shown in table 2 each

showed nogg%ﬁ‘ﬁ)% le increase. 5 The results show that the ‘fmﬁ@@@%

exenplifi are conpatible and that there is no, or mi ni Bt

effi cacy when the conpositions are conbined 10 15 Exanple 1 Pre-Shift Hand
Wash WMaterials Akyl pol yglucoside (APG D sodi um Cocoa nphodi propi onate
Cocani dpropyl Betai ne Macrogol 400 EtHyl enegl ycol nonostea rate

| sot hi azoli ne Derivatives Fragrance Water Purified Contents(%W) 4.0000

1.0000 1.0000 2.0000, .1.0000 0.0014 0.2000 ;
subsequently used t%en ?t would be expected Rom these results that the in

vivo efficacy of these products would be significantly compromised by their

interaction.

5 Similar results 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 é second hand-wash
compatible with the first antiseptic hand-wash then the biocidal efficacy of the
second handeash is greatly reducéd. 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 results for selected

combinations are shown in Table 2.




gs to 100 % vol une 1.6 DE ¢ 2005 WO 03/ 006071 -21 PCT/ AUD2/ 00927 |18 #8y

pH can be adjusted to 6.5 with citric acid which has been 5 15 20 25 found

not tore bi oci dal efficacy of CHG Exanple 2 Mis I, S nd

Lotion N%%/@PQIM neral Gl Isopropylnyristate(l PM) %ﬁ%@%@?ﬁ

Al cohol Pol yet hyl ene dycol 4000 Polysorbate 60 dyceryl Stearate

PEG 100 Stearate Methyl Paraben Propél Par aben Fragrance Water Purified
s Propan-1 -ol Hydroxy Ethyl

Exanpl e 3 Antiseptic Hand Wash Mat er’i!

Cel | ul ose

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%




Akyl pol ygl ucosi de( APG  Lauram de Oxi de Cocam de DEA Di sodi um

Chg) Contents

16 DEC 2005

- Cocoanphodi propi onate Contents(%MW) 3.00 1.00 2.50 2.30 1. 00 0. 50

0.50 0.2 0.10 gs to 100 % vol une 2/ (
0.60 4. ogvo ?3/6508071 80 0.80 1 G DEC 2005 WD 03/006071 PCT/ RGO 9%7 22 5
-20-
Example 4 Example 6 0% - 0%
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 increase.
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
Akylpolyglucoside (APG)
Disodium Cocoamphodipropionate
Cocamidpropyl Betaine
Macrogol 400 _A

15 Ethyleneglycolmonostearate
Isothiazoline Derivatives
Fragrance |

Water Purified

Contents(%W/V)
4.0000
1.0000
1.0000
2.0000
1.0000
0.0014

0.2000

gs to 100 % volume

. ) 'f‘._",\':"




10 15 20 dycerol ~ Chlorhexidine G uconate 1.00 2.00 Fragrance 0: 196 DEC 2005
Dyestuff (D& C Red 33) 0.00040 Lactic Acid qs to pH 5.5 Water Purified gs

to 100 % %Uﬂﬁ)ﬁ@iaml e 4 Antiseptic Hand Wash (1 % Tri cl O?g?)“ﬁ%{m%ﬁ]al s -

Tricl osan ropan-1-ol Propyl ene dycol Polyethylene Gy enoxy
Et hanol  Perfunme Akyl pol ygl ucosi de(APG Cocam dpropyl Betai ne D sodi um
Cocoanphodi propi onate Hydroxy Ethyl Cellul ose Edtate Sodi um Dyestuff (D&C
Geen No 3) Citric Acid(To pH 6.5) -WYater Purified Contents( %)

If desired pH can be adjusted to 6.5 with citric acid which has been

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 % v:)Iume

Example 3 Antiseptic Hand Wash (2% Chq)

Materials Contents(%W/NV)
20 Propan-1-ol 2.00
Hydroxy Ethyl Cellulose 0.60
Akylpolyglucosfde(APG) | ' 4.00
Lauramide Oxide ' ' 1.50 )
Cocamide DEA 0.80

25 Disodium Cocoamphodipropionate 0.80




1.00 5.00 6.00 4.00 0.30 0.20 4.50 1.20 3.20 0.55 0.20 0}680FEwA05

0.10 gs to 100 % vol une 25 Exanple 5 Surgi cal

Hydr oxy E

Scrub (4% CHG 1 6 DEC 2005

- ials Propan-1-ol
5 10 15_21%(5?3/%.}]3/ 006071 -23 PCT/ AU02/ 00927 Materi al PO A0z 0027

-22-

Glycerol

Chlorhexidine Gluconaté

Fragrance

Dyestuff (D&C Red 33)
5 Lactic Acid

Water Purified

I"'ul ose Akyl pol ygl ucosi de( APG)

1.00 .

2.00

010
0.00040
gsto pH5.5

gs to 100 % volume

Example 4 Antiseptic Hand Wash (1% Triclosan)

Materials

0 . Triclosan
Propan-1-ol
Propylene Glycol
Polyethylene Glycol 400
Phenoxy Ethanol

15 Perfume
Akylpolyglucoside(APG)
Co.camidpropyl Betaine
Disodium Cocoamphodipropionate
Hydroxy Ethyl Cellulose

20 Edtate Sodium
Dyestuff (D&C Green No 3)
Citric Acid(To pi—i 6.5)

Water Purified

25 : Example 5 Surgical Scrub_(4% CHG)

Contents(%W/V)
1.00
5.00
6.00
4.00
0.30
0.20
4.50
1.20
3.20
0.55
0.20
0.00030
0.10

gs to 100 % volume




" Laurani de Oxi de Cocani de DEA Di sodi um Cocoanphodi propi onate G yckBPQEC 2005
Chl or hexi di ne d uconate Fragrance Dyestuff(D&C Red 33) Lactic Acid Water
Purified Surgi cal Scrub WMaterials Povidone . |odj Gwﬁol
Pot assi um | odi @7§Pr opy-2-ol Hydroxy Ethyl Cellul ose Pr gifay ‘élrjl@ ycol

Akyl pol ygl ucosi de(APG Sodium Nitrate Contents(%W) 2.00 0.60 4.00 1.60
1.60 0.80 1.00

-23-
Materials Contents(%W/V)
Prqpan-1 -ol 2.00
Hydroxy Ethyl Cellulose 0.60
Akylpolyglucoside(APG) 4.00
5 Lauramide Oxide 1.60
Cocamide DEA 1.60
Disodium Cocoamphodipropionate 0.80
Glycerol 1.00
Chlorhexidine Gluconate 4.00
10 Fragrance | 0.10
Dyestuff(D&C Red 33) 0.00040
Lactic Acid gsto pH5.5
Water Purified gs to 100 % volume
15 Example 6 Surgical Scrub (0.75% Av. lodine)
Materials | Contents(%V\lN)
Povidone 2.25
lodine 0.75
Ethanol 4.00
20 Potassium lodide 1.30
Propy-2-ol 0.80
Hydroxy Ethyl Cellulose 0.60
Propylene Glycol ' 5.00 i
Akylpolyglucoside(APG) 3.60

25 Sodium Nitrate 0.55




4.00 0.10 0.00040 gs to pH 5.5 gs to 100 % vol ume (0.75% Av. | otiBriC 2005
Contents(9%W) 2.25 0.75 4.00 1.30 0.80 0.60 5.00 3.60 -?i 5d5 ég DE|C
2005 WO O 6d71-24 5 10 15 20 25 Triethanol ami ne Water Purifie anpl e
R W PCT/AU02/00927

_24.

Triethanolamine gs to pH 5.50
Water Purified gs to 100 % volume
Example 7 _Alcoholic Hand Rub (0.5% Chg In70% Ethanol)
5 Materials Contents(%WN)
Ethanol ( For 70% V/V) 55.23
Chlorhexidine Digluconate 0.50
Glycerol 0.80
Akylpolyglucoside(APG) 2.10
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% viv) 62.7600
Triclosan | : .0.5700
Glycerol 0.9100 '
Akylpolyglucoside(APG) 2.3900

25 : Phenoxyethanol 0.6300




Et hanol (For 70% VN) Chl or hexi di ne Digluconate @ ycerol 46 DEC 2005
- Akyl pol ygl ucosi de(APG)  Benzyl Al cohol Peg-75 Lanolin |sopropylnyristate(l

PM  Frag stuff(Fd&C Red No 33) Lactic Acid (To pH.5.50
Tri et hanolg‘g‘ﬂ&zoé)%ﬁg pH 5.50) \ater Purified PCT/AU02/ 00927P‘E1£’AP62“B#F75.50 gs

to 100 % vol unme (0.5% Chq |1 n70% Et hanol) Contents(%W) 55.23 0.50 0.80

2.10 0.55 0.10 0.05 0.10 0.00020 0.10 ©0.10
. -25-

Peg-75 Lanolin -0.1100
Isopropylmyristate(IPM) 0.0570
Fragrance 0.1100
Dyestuff (Fd&C Red No 33) 0.0002

5 PVP K30 ' 0.1100
Water 32.3528
Total 100.0000

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

10 70% Ethanol

Materials Contents(%W/V)
Ethanol ( For 70% v/v) 55.23
Triclosan ' 0.50
Propylene Glycol 0.50
15 Povidone lodine 4.00
Potassium lodide ' 0.20 *
Benzyl Alcohol 035
Peg-75 Lanolin 0.25
Polyethylene Glycol 400 6.00
20 Polyethylene Glycol 4000 2.00
Phosphoric Acid (To pH 5.50) 0.10
Triethanolamiﬁe(To pH 5.50) 0.10
Water Purified gs to 100 % )

volume

25




gs to 100 % vol une Exanple 8 Al coholic Hand Rub (0.6%riclosan) M @ECal085
Et hanol (For 70% v/v) Triclosan dycerol Akyl polyglucosi de( APG

Phenoxyetl@g@ % tents(%OVW 62. 7600 0.5700 0.9100 2.3900 _0.6300 16 DE
c 2005 WO ﬁ?ﬂ’ 1 PCT/ AU02/ 00927 -25 Peg-75 Lanolin . 0. 11gHAU02/00927

| sopropyl nyristate(l PM 0.0570 Fragrance 0.1100 Dyestuff (Fd&C Red No
33) 0.0002 5 PVP K30 0.1100 Water 32.3528 Total '100.0000 Exanple 9

Al coholic Hand Rub (0.5% Tricl osan/ Pov#done lodide In io 70% Et hanol

Mat erials Contents(%W) Ethanol ( For 70% v/v) 55.23

As will be apparent to those skilled in the art from the teaching hereof
the risk of cross infection can be significantly reduced by adopting a method of
jnfection control according to the invention. The invention is not restricted to
use of the formulations exemplified and can be conducted using other

5 formulations in accordance with the teaching herein contained without

departing from the inventive concept disclosed above.




Triclosan 0.50 Propylene @ycol 0.50 15 Povidone |odine 4.00 Pot$8spgcr2ls
| odi de 0.20 Benzyl Alcohol 0.35 Peg-75 Lanolin 0.25 Polyethylene dycol

400 6. 00 B Podoseihyl ene A ycol 4000 2.00 Phosphoric Acidpf ;0)
0.10 Triethanolam ne(To pH 5.50) ‘0. 10 Water Purified gs to f@é’eaﬁ‘%m une

25 1 8 oEC 2005 WD 03/006071 PCT/ AU02/ 00927 -26 As will be apparent to

those skilled in the art fromthe teaching hereof the risk of cross

i nfection can be significantly reduce'37by adopting a nmethod of infection

control according to the invention. The invention is not restricted to use

of the fornulations exenplified and can be conducted using other 5

., formul ations in accordance with the teaching herein contained w thout
departing fromthe inventive concept disclosed above. '~. 6 DE c 2005 WO

03/ 006071 - PCHLAINE 00927 -27 CLAIMS 1. A nethod for control of

-~ transm ssion of pathogenic organi snms

1. A method for control of transmission of pathogenic organisms

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

5 (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 reduce
the bactericidal efficacy of biocides, and

(2) ensuring that no composition containing an ani_onib surfactant

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

2. A method for control of transmission df 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




between a carer and a patient during a shift which includes the stEpPEess2005
(1) washing the hands of the carer, after comrencenent of a shift and

prior to ith the patient, with a first conposition i ch assists
in rermvaE IE %?’gérwst(mhe carer's hands of any anionic species %‘F%U%/Wa%\hi ch
reduce the bactericidal efficacy of biocides, and (2) ensuring that no
conposition containing an anionic surfactant 1o contacts the skin after

step (1) and prior-the end of the shif#: 2. A nmethod for control of
transm ssi on of pathogenic organisns between a plurality of carers and one

or nore patients during a shift which. includes in the steps of: 15 (1)
washi ng tﬁ%ﬂ?é?\&?ggge@%c@f‘ci%%m %ﬁf@@ﬂ%@%ﬁﬁ@ﬁ%‘?ﬂmﬂ?or&ve IeR and prior to
contact with any patient, with a first conposition which assists in

rermoval fexchuding amraniosiciaamigstasttsany ani oni ¢ speci es of a kind which
reduces the bactericidal efficacy of biocides, and (2) ensuring that no
conposition containing an anionic surfactant 20 contacts any carer's skin
after step (1) and prior the end of the shift. 3. A nmethod according to
claim1l or clagjm?2 A%éﬂ@drwcdda&ng%bh?rones&fqﬁe%e ﬁggegairﬁemet@nd&

during said shift, after step 1, and prior to signi ant contact with a

patient, it S ikian risi e C. 200 3/ 006071
b1 Al Bl RIS Bl 3R WRlsnepfidt B gchia wiiFedch Sisess v eatienly 'y
second, conposition exclyding any anionic¢c surfactants. 4. A nethod
2ccor di ngaTbatRy B ECHY Tt Hep e CaRe PR Al BHtE: thSECHRORRRIOTD
carer are washed, prior to contact with each successive patient and after
any act i véeplisiRglone: @ ars detesgentaiandtansnor more bipcidaso saideanepddi ti on _
conprising one or nore detergents and one or nore 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,

-

AT
o

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.




conposi tion excl uding any anionic surfactant, 10 5. A nethod according to
claim4 wherein the second conposi tir%gn i s an agueous conposition. 63 SAIEL 2
met hod according to claim4 or clainm5 wherein the second conposition is

selected fromthe group consisting of antiseptic hand-washes, 15 surgi cal

scrubs, antigepti¢ hand bs, .antisepti ISt WS ls@td ONS,
hand- cr eans, 5or t%‘énpﬂigé{g%dr%nﬁe@hﬂg}gﬁ%gi g?:]@st‘igﬂaﬁg%glﬁgihg etfﬁ%aﬂ pr ecedi ng
claims further conprising the step of ,agpl%{fj n&{{ﬁ %rri er _creamor a hand
cr eam WAPEROEBIOPEOTeRsES 1 aduipoiralerrds sHiacBMANEPL thE" Hidids of the

carer at a time during a shift and after step (1). 8. A nethod according
to any oompafibtehenipniecsuticies whizhro nhteledt biotidabag®tlyconpositi on conpri ses
an al kyl pol ygl ucosi de surfactant and no 25 anionic species. - 29 9. A

met hod according to any one of clains 1 to 7 wherein the first conposition
conprises an al kyl pol ygl ucosi de surfactant and one or nore conpatible

ani oni ¢ speci;gs Wy gfétl%)d BB&o;ﬂLﬁegefbt cBlRY \Qﬁéré@r‘?‘(ti]é/béhﬁ13o§ir§ib(ﬁ-cdhtﬁiﬁ%h()d

according to claim9 wherérn t conposition contains

al kyl pol ygl,ucosi de surfactant tagether w.t T, .CLtric acid 11. A
net hod 6’%%‘%8%9 Ogiit 3 a%%'h’%ﬁ?‘ép}% W%heagﬁzbé\b&r(%'&raémvi ng any
anionic species froma carers hand at the start of a shift and prior to any
to patient contact, and (2) thereafter during the shift avoi ding hand
contact with any conposition containing an anionic surfactant. 12. A Kit
when used in ttthe retiasbdodbf mfgclimecotirelne mpiédagitig stag of (8 reBRYINSsi ng a
first conposition in conbination with a second 15 conposition, said
conposi tHrgnmibeicrpeslishrdat caees bendnd teostat oba shit ood gepr taadyuse of the
first prier to use of the second conditions the skin of a user

10 patient contact, and (2) thereafter during the shift avoiding hand contact with

any composition containing an anionic surfactant.

12. A kit when used in the method of any one of the preceding
claims comprising a first compasition in combination with a second
15 composifion, said compositions being such that the second contains a biocide,
and use of the irst pricr to use of the second conditions the skin of a user

against deactivation of the biocide of the second.

13. A kitaccording to claim 12 further including a compatitle hand-

20 cream.

14. Akt according to claim 12 or 13 wherein the {irst composition
comprises an alkylpolyglucoside formulated hand-wash which excludes any

anionic species of a kind which reduces the bactericidal efficacy of biocides.

AMENDED SHZET
IPEAAY




agai.nst deactivation of the biocide of the second. 13. A kit accor¢Brigea 2005
claim12 further including a conpatible hand 20 cream 14. A kit according
‘to claim wherein the first conposition conprises_an
alkylpolygﬁhgggﬁgg formul ated hand-wash whi ch excl udes anyPCHAPSHIE2Epeci es
of a kind which reduces the bactericidal efficacy of biocides AVMENDED SHEET
| PEA/ AU 16 DE ¢ 2005 WO 03/006071 - PCT/ AU02/ 00927 -30 15. A kit according
to claim12 or 13 wherein the first cofposition conprises an

al kyl pol ygl ucosi de fornul ated hand-wash whi ch excludes any anionic species
of a kind mhich%{educe@ﬁthe bactericidal efficacy of biocides. 5 16. A kit
according to cla-m fSKEASFAENG teclaim 42 arddpuhereinothe firshgompesitiom

al kyl pol ygl ucosi de surfactant and excludes any anionic species. 17. A

conbi nat i 68NMUIResiad allyylpolyghusositenidrmalbtedhérdwash witich @xelides aniyoni ¢
speci es absorbed on a carer's hands, and a conpati bl e biocidal hand i o wash

of whi ch whiortic epecies ot hfkimbatidtSrednbes ﬁ@lﬁ@&eﬁ&dél@mca@ﬁmﬂo%&l sai d
first hand-wash. 18. A conbi nation according to claim 17 wherein the first

hand-wash does not contain a biocidal active. 15 19. A conbination
according to claim17 or 18 wherein the conbination further includes a

conpat i bl e hand.cregm., 20. A caonbi nation accordi to any one of clains 17
to 18 %/vherei n q?o t%bk'F AEQrdingi94daim iﬁ%ﬁ%ﬂitg%gp%ﬁomnaaﬂw ygl ucosi de
formul at ed hand-wash whi ch excl udes any ani oni c speci es.

comprises an alkylpolyglucoside surfactant and excludes any anionic species.

17. A combination comprising a first hand-wash effective to remove
anionic species absorbed on & 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.




21. A nethod substantially as herein described. ¢ 2005 WO 03/0060y#& pecC 2005
PCT/ AU02/ 00927 -31- 22. A conposition substantially as herein described

with refe 6S006bA @any one of the exanples. 23. A kit conppisj
conpositi Wa@coo{r)ﬁi ng to exanple 1 in 5 conbination with gh?/‘*@ﬂ@@?ﬁ nor e

of the other conpositions herein exenplified.
-31-
22. A composition substantially as herein described with reference

to any one of the examples.

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

exemplified.




