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s. Activity is mmsrued 
e number of niarker bacteria .remo 

rrated unwashed hands. A similar c~~p~s~~ is made 
f~~~~~~g the I Xth wash of a mdtipfe (1 I) wash procedure. Prim to each of the 
wasI~s, the hands are ~~~~ia~~y contaminated with the S. ~~r~~~c~~~‘ 
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3, Y SPONS 

T~l~ph~~e No.: (~~~) 396-2422 
Fax No.: (336) ~Ql-2Q~6 

I IA 

Hi11 Tup Research, Inc. 
Main and Mill Stnxts 

iville, Ohio 45147 
ne No.: (513) 831-3114 

(513) 831-1217 

Gayle IC. Mulberry, MS. 
Technical Director 
Mi~~~bi~l~gic~ Services 

Kathkezr A. Baxter, 
Ann R. Brady, B.A.G.S. 

Joseph 6. Daddabbo, M.D. 

inical i~v~stigati~~, ~c~~di~g the i. will be reviewed by 
mal Review Board in a~~~rd~~~ e 21 of the Code ~f~~e~al 

R~g~a~i~~s~ Parts 50 and %k Written approval by ilhe Board must be ~bt~~~d lxior k~ 
the initiation of the study. 

The study will be ~~~d~~~ed in compliance with the Good Cfinical Practice 
R~g~l~i~~s, the Standard Upe~ati~g Procedures of Hill Top Research, Inc., the 
Sponsor’s pmtocol and protocol amendment(s). 
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HTR Study No.: 

7.1 

\ 7.2 
7.2.1 
7.2-2 

‘T-2.3 

7.2.4 
7.2.5 

7.2.8 
7.2, 

(test a~%icfe) study utilizing a direct paire 

Xf consist elf a one-week pretest c~~d~ti~~~g period an 
(45) subjects are expected to start and compfete the 

Code A and fifteen (15) using HTR Code B. 

Test Article 
Code and Des~rir$ion 

Test Formulation: Foaming handwash 
Lot Code: 3456-38 
Descriptim thin colorless liquid 

Hibielens 
4563C Exp. 12/‘02 
clear red liquid 

ter I Quebec colony cmntm. 
~~c~bat~r - Any i~~~bat~r capable of ~~~tai~~g a t~~pera~~ of 25 & 2°C may be 
used. 

suitable steam stetilizer capable of ~r~d~~~g the c~~diti~~s of 

Timer (st~p-~~~~k~ - One that can be read for hours, minutes seconds. 
Low b~~b~d~n - such as Gl ood qturage Bags or 

ate: ~i~b~de~ is ermined acmr&ng to Hi11 Top 

ettes, Stetile - 10.0 mL, 5.0 EEL, 2.0 mL izxfd 1 .O ti capacity. 
ccmtainer that can be st&lized, having a 150 to 200 m.L 

capacity and a tight cXosure may be used. 
sures - Any of suitable size. 
- A sink of sufflci~~t size to permit subjects tu wash ~th~~t 

touching hands to sink stiace or other subjects. 

July 25,200f 
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TR Study No.: 09f27-f I 

7”3 
7,3.5. 

7.3.2 
7.3.3 

7.3.4 

7.4 

above the sink at a eight, which pe s to be he1 
g the was~~g procedure, 

eratuxe Regulator and Te~pe~a~~ Monitor - To ~~~t~r and 
regulate water temperature ~$40 f 2°C. 
Erkxxmeyer Flask - 2 L capacity fox culturing test organism. 

ut Periad: ~~~-~t~i~r~bial bar soap an 00, SQll on 
orant, rubber gloves, and disposable poly gloves. 

oap, Ecolab Inc. 
Eilizer - 0.07SM phosp h 0.1% 

0.41 g KH2PU,, 10.3 g N%WPO, md t. 00 in 1. 
water ~~~t~~ng an inactivator which rapidly quenches the ~t~~i~~~b 
the test article(s). Final pH 7.8 f 0. f . Final v~~~~ 75 3r I .O mL). 
~i~~t~~~ Fluid - ButterfieId’s phosphate buf&red water (or o 
~~~t~~~g an ~ti~i~r~b~a~ ixxactivatm specific for the test f~~~~ati~~. 
slang Medium - Trypticase Soy Agar 
septic Soy Broth (BBL or Difco) 

Test Mi~r~urg~s~ 
~err~~~~ ~~rce~ce~~~ ATCC 14756 is to be used as a marker ~rg~is~. 

adequate cuber of ntial subjects will be re-test 
diti~~ng period in o to provide 45 subje e 

below md who compfete the study. The subjects w9X. be ~~d~~ly assigned to two 
~ea~~~t groups, one for eat=h test article, Subject efigibil 

ion provided in the Demo~a~~cslDermatological 
and the ~n~~~si~~~c~~s~un Farm @CF 2); and 

informed emsent CExhibit AI 
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.1.5 

8.1.6 

.1.10 

8*2 

.2.3 

.2.4 

.2.5 

.2.6 

.2. 
-2. 

e eligible for emollment if they: 
Are a male or female, ugh 65 years old; 
Have signed a ~~~~ rmed consent (Exhibit A); 

f as evidenced by response to the Demograpfries~erm;ttolagicaV 
cal Kistmy Farm @CF 1); 
hands and WI%& that are &ee of de~at~ses, cuts, lesions, 

disorders; 
Have f~g~~~ls that are clean md extend no longer an ap~r~~~ate~y one (1) xrzxn 

ing ta r&aiz km *dsing ~t~~~~~b~~ soaps (liqGds &x$/m bars) far b 
g, and hmd wasking during study; 
g to retiain from using anti shampoo during the entire study; 

~~l~~g to refrain I&D using ~e~cat~~~tiba~te~~ l&ons md creams dug the 
ess prescribed by a physician far an i~t~r~~e~t illness; 

e ~~~i~g to refitin from using t~@caI steroids during ++e entire study, ess 
r an int~rc~e~t illness; 

ing topical or systemic antibiotic ~edi~ati~~ dreg the 
ed by a physicim for an ~ter~~ent ikess; and 
all study protocol requirements. 

Subject Exclusion Criteria 
~~b~e~ts will not be enrolled in the study if they: 

Have cuts, scratches, or other skin disorders on their hands or tists; 
Have soap, detergent, and/or perfume allergies; 

r psoriasis on their hands or wrists; 
regnant; 

Are currently la&ating; 
Have been medically diagmsed as having a medical ~~~dit~~~ such as: diabetes, 
hepatitis, axt a~t~-i~~e disorder, an organ tra.nsplant, or ADS (Of positive); 
andkx 
Have any other ~~di~a~ c~~diti~n~ whi 
pre&xde participation. 

82. I. 0 Have ficiaf nai1s or nail tips. 

Jufy 25,2001 
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ssion to the study, the subject may 
e reason for ~th~aw~ ~$11 be recorded. 

e divided into three phases; subject enmI ent p&o& a pr~-~~st 

w~h~~t (c~~d~~~~g) period of at least one week d~at~~~, and a one day test period* 

Subject ~~i~~ati~n and Ermlhnent 
~~s~~~tive subjects till visit the test facility to be screened for & eligibi~i~ to 

participate in the study. Eligibility will be based upon ~o~at~~~ provided in the 
DexnographlcslDermat~l~gicalf Medical History Form (DCF I) and the 

~~xcl~s~~n Form (DCF 2); and ~~~~~etiu~ of a written added ~~~s~~t 
it A). ~~a~~~ed subjects wifl be given ~~n~~t~ba~te 

hanqmo, r~ll-~n-~t~~~rspir~~de~d~r~t, several pairs of 
pair of rubber gfoves, a capy of the Subject’s Study Ins 
be ~~~~ted to use the soap, shampoo, ~ti~~~sp~ 
~bb~~ gloves and to fallow the ~~e~ ins cticms for the e&re study period. 

od will last at least seven (7) days. S 
dy restrictions, use the ~~~~~t~ba~te map, ~h~p~~~ and 

ant~p~rspir~~deodorant rubber gloves and poly gloves. 
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od, subjects xG.lP. return to 
d tol ensme that they are st 

so be asked if they have had 
r ~res~~bed) ordered by 

3). Subjects who still meet the study criteria will b 
Subjects c~nt~~~g on the study will be assigned a permanent subject number. 

c. 
(auction 10.3 -2) 

ects” hands treated with the test cles, each ~ea~ent ~re~eded by hand 

‘h 

cunt~~~ati~~. (Section 10.3.3) 
F~ll~~g treatments 1 and 1 f , subjects hands are sampled for ~~st~treat~e~t 
cmnt and the X ~~~~~~ce~~ in the sling fluid e~~e~a~ed. (~~~t~~~s 10.35 
and 10.3 -6). 

ling of s ect”s hands the hands are rinsed with w 

hand sampling f~~l~~~g treatment 11, th cts’ hands x&I1 be 
rinsed with water, washed v&h Hibiclens and treate 
A~Gu~~~ (Section 10.3.7) for at feast 30 seconds and 

All subjects, prior to the baseline s~pl~g perform a I. fi-second wash using a mm- 
~t~~~r~b~~ liquid soap, Baby San@ (Section 7.3.2). This prmedure, des~~bed 

elow$ removes oil and dirt and f~~~i~zes the stibjects with the dearest 

of Baby San@ Soap is dispersed into cupped hands and dis~ib~ted over all 
surfaces sf the hands taking care nat to lose the substance. 
Atier the material is spread, a small alit oftap water 40 f 2*C is a and the 

s and lower third of the forearms are completely lathered for 15 seconds in a 
vigorous manner. 
The hands and ferris are then rinsed under ~g t 
seconds. 
The hands are th~r~~g~y dried with a dis~Qsab~e 

July 25,200 1 
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X0.3.2 ~as~~~~ Bacteria Count 
After c~~~~et~g the c~n~ti~~g wash, a total valve of4.5 of S” ~~~~~~~~~~~ 
ATCC 147% suspension (Section l&4), (urns of 1 Q8 o 

into the subjects’ cupped hands in 1.5 mL ~crem~~ts. 
ot is added, the s~spe~s~~~ is rubbed ~~rQ~g~y over 

tist. Each app~i~at~~n and spreading should last appr~~ately 
Between each aliquot s till be held away earn the 

allowed to air dry for appr~~~at~~y (30) seconds. ~~~~~g the 
1 SmL aliquot the hands are held rn~t~~~ess away the body and allowed 

to air dry for 90 4 5 seconds. 
(NOTE: The hands may not be completely at this time.) 

c bags having d~~~e~ted den, (~e~ti~~ 7.25) are placed oxz 
and left hands. A rquot of s~pp~g s~l~t~~~ (SMion 7.3.3) 

ly added into each bag and the bacterial s~p~~~g pnxedure is carried out 
under Section 10.3.5 ~acte~~ ~~p~i~g Pr~~~d~e). The: 

fureasms are then washed @oruughfy with castile scrap (~e~ti~~ 7.3.2) 

Prior to each ~ea~e~t~ the subject’s hands will be cant 
S. ~~~~e~~~~~ suspension as described in Section f&3.2 

er ~umpl~ti~g the c~nt~ati~n step, the subjects per&u-m a dearest ti the 
icfe, under close s~pe~isi~n* The reagent ure fQ~~WS that 
Section 10.3.4 (IMethod for Treating beds) uwer third of the 

forearm is to be inclltxded in the wash procedure. 

This pr~~ed~e is repeated a total of X 1 times with at feast five 
ent. ~~diat~~y after compfeti e 1st and f ith reagents, the hods are 

sampled as des~~bed in Sectian 10.3. 

f0.3.4 

.3 -4.1 Test ArticXe HTR Code A - Dispense two {2) pumps ( 3.2 
~~~t~n~r k&v cupped palm of one hmd and d~s~~b~t~ over al 
hands. The material is worked vigorously over al surfaces of 

(30) seconds. (A small amount ofwater may be added 
ary after a~prQ~~at~ly 15 secands.) P~i~~l~ 
ea between the fmgers, banzai the nails and ~~~~d 

Rinse hands under running tap water far 30 seconds. 
July 25,2001 

age 8 of 14 



Code B - I~~diately prior to ~~ati~g the hands axe to be w~~~d 
small ~u~~ af water by passing hods rapidly uader the tap. Dispense 5. fium a 

over all surfaGes of’botlx hands. 
e hands and lower f&ix-d ofthe 

fuDtx3nri fur fifteen (15) s is tu be paid to a b~~~e~ the 
fingers, beneath the nails md aromd the taco. Rime hands under big tap water for 
30 secmds. 

nts that axe not followed by a sample cc) lection, the subjects will 
d ;urd fxearms with a disposable pap 

10.3 5 Ba&xial ~~~lin~ Procedure 
ing low bioburden (~~~ti~~ 7.2.5) will be placed on 

ands. A 75 r&L aliqmt of sopping fluid with neutx 
ly added into each bag. The bag on each km 

massaged for one minute in a fifth ~~gr by a lab 
fluid is as~~ti~~ly obtaiaed dire&y km the bagged hands within me ~~~t~ of 

eting the ~assa~ng and i~ediat~ly placed intu tubes c~~tai~~g ste6fe 
n Fluid (Se&m 7.3.4). 

Fluid samples for bacteria munts are to be la~~l~d by an I~v~stigat~~ derived code SO 
that the i~divid~ls who prepare the plates and mxmt the colonies me bawls af 
suwsGes of the smpling solution* 

er each bacztmial sampling, subjects will rinse eir hands under 
water 40 =f= 2°C to help remove residual stri 

July 25,2001 
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3.6 
s af the fluid are spread plated in dup 

cm. Trypticase Soy Agm plates (Section 73 S). 

The d~~~ti~~s of the baseline s futions of HP burgh MY6 of 
~ll~~~te~ aliquots of the stripping fluid. The aliquots or di~~~~~s of the dearest 
smple Buid plated represent dilutions of IQ’” thmugh 10” milliliter a~~4~~ts of the 
s~p~~g fltid. . 

axed plates are to be incubated for 48 Z!I 4 hours at 25 I& 2*C. ~t~d~d 
procedures are used tu count only red pigmented calonies. The actual 

cmmts are recorded on the four entitled ~~dwash Bacterial C&.mt Fom (Data 
C~~le~~~~n Form 4). 

Disinfectiun of Hands 
After the final sampling is campieted, s~bj~~tsf hands and tists will be rinsed 
water, washed for at least sim (60) seconds with SmL of~then treated for 
at least thirty (30) seconds with ‘70% Ssqmpyl Alcohol and allowed to air dry. 

To ensure that any delayed adverse events, such as primary skii infections, are 
reported to the Study Tnvestigatm, alf test subjects will be given a copy of Subjects’ 
~~s~~t~~ns Following Study Completion (Exhibit C) before leaving the cfixlical site 

they have completed tie study. This sheet will instmct the subjects to extie 
their hands daily until &e fial scheduled visit for the presence of pimples, blisters, 
or raised, xed itchirtg bumps surrounded by erythema and/m edema that may be 
~di~at~ve crf a skin i&e&on. Subjects, who n&e su& lesions, wilt be instmcted 
ta call the clinical test site. The subjects wilf return to the clinic test site within 
faux (4) to eight (8) days after the study ~r~~~d~~s have been completed to have 
their hands examined by the Medical Consultant. The Medical C~ns~~t~t will. 
complete Data Coflection Fm.m 6 for each subject on their f~~l~w-~~ visit. 



ATCC 14756 is p eptic~ly tr~fe~g 
lated colonies from an agar plate to mL of sterile Ryptie Soy Bruth 
7.36) whkh is then incubated at 25 f 2°C far 24 f 4 hours. A series 

uf at least three but no rmm than terz 24 hour broth tmmfgxs axe made &I 10 
1x1 this broth culture. Xf testing mxxrs an nmltipfe days, it is desired to use a 

test cx&uxe tie same mmber of transfers fimn the source. 

A 2-l&x flask ~~~t~~g f 000 rnL af TSB is ~~~~ated 132L of a 24~b~~ 
br transfer. The flask is incubated for 24 f 4 firers at 25 & 2°C. Prior ~CI my 
~~~aw~ of culture, whether for hand ~~~t~at~~~ or for embers assay? the 
suspemion is stirred or shaken. A s~sp~~s~~~ is not used for more than eigM hours. 

suspensian is assayed far the number of erg 
the use period. 

e data will be ev~~ated using p~~e~~ ~tati~ti~~ ses as fulluws: 

cults recovered from the hands will be ~~sfu~ed into Isg ~omts. e lug 
count of each subjects left and right hand will be averaged, The ~~~~es fmn baseline 
~~~t~ at each sapling intem9 wifl be Qbtained foi each test article, 

Aa analysis of variance w-ill be perfmned 0x-1 the data to: 
~~~~~~ baseline counts of subjects assured dBexent test articles, 
EVd the ef%ectiveness of each treatment as a f&n&m of the munber oif reagents 
(bin treatment analysis). 



I ay not remit in d 
or ~~q~r~ h~sp~t~~zatiQn may be considered a serious adverse drug experieme when, 
based upon a~~r~p~at~ medical judgment, they may jeopardize the patient or subject 
an ay require medical ur surgical ~~t~~e~t~~~ to prevent one af the uutc~mes listed 
in destain. 

erse Drug EYen xperience is any adverse evens 

experience not listed in the current labeling for the test articfe or the cwrent 
~~v~stigat~r’ s brochure 



ne (I) day test period, the illness 
will be d~~~~~t~d on DCF 3. The subject may be di~~~~ti~~~d &xxn the study at tlxe 
di~~~~ti~~ of the Investigator@). 

e final report will surnmuize the method, data and ~~~c~~~iuR~ rdative to test 
articles md the subjects. Sm.nxe data will be retained by the testing facility on 
~~i~~~f~. The otiginal source data will be ~~~t~~~d a~~~rd~g to the ~~v~~t~gat~~~s 

operating procedure. A capy of the so ay be ~bt~~~d ~p~~ 
f the Study Sponsar. Copies of transc obturated in. the 

repmt. 

No protocol will be policed ~~~~t appm 
Spommr, Investigator and where applicable, the I~~ti~ti~~~ Review Board. Such 
changes will be dQ~~~~ted in kiting. Approval by the Board must be obtained prim 
to ~tiati~R of the amendment. 
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I : Yau are being asked to take part in a research study. Be-Fore you give 
~CY..K consent to be a subject, it is important that you take enough time to read and 
understand what your pa~j~ipatj~~ would involve. In preparj~g this consent fared it has 
been necessary to use some techniGa1 language” Please ask questims if there is a~y~~~~~ 
you ds not understand* 

After at least one week, you will be re~~~~ed lo return to the lab. You wiff be asked to 
Gu~plete anotfier brief medica/ h~s~~~ queslionnaire. It is possibk3 that you may not be 
able to participate based sn your answers to these questions or the condition af the skin 

an& and wrists. If you quaMy, yowl will wash your hands with a ~~~-~~dj~a~ed 
soap. Then, your hands will be c~~~a~~~at~d with a watery liquid c~~~aj~~~~ a ~~~-ha~~f~~ 
bacteria ~~e~~a~~a marceseens). This lj~ujd cu~~ai~j~g the bacteria will be s 
sutiaces offhe hands, and the hands will be allowed to air dry. F~~~~wi~g 
hands wj~~ be sampied. ~a~~f~~g is a~~~~~~jshed by having you place your hands into 

e plastic bags 50 which will be added a tiiid soap-like s~~~~j~~~ A labaralo 
massage each bagged hand fur one minute. The hands will be I” oved from bags 

and the solution fram each bag wilI be tested to de~~r~~~e the n er of test bacteria 
added to the hands. ~~~~uw~~g the baseline sampling, your hands will be rinsed with lap 







Consent Farm 
Page 4 Of 5 

as 

~ay~~~~s will be made at the end of the study. 



Page 5 of 5 

f I have read all of the pages of this c:onsent form and have been given an 
~pp~~u~ity to ask questions about this study. Answers to such ~~est~~~s (if any) were 

ejgh~ee~ years of age or older and freely and wj~hu~~ re~e~a~j~~ give 
consenf to serve as a subject in this study. By signing this form, I have not given up any 

y legal rights as a research subject. 





Consent Form-2 
Page 2 of4 

: You will not benefit from the appjiGatj~ns of test arkiek but the test results may 
aliaw a new or improved pr~d~~~ ta be marketed. 

: If you have any ~~~s~i~~s about t is study or in cease af an 
ilie, Study C~~rd~~a~ur~ at 513-83 l-3 I 14, ext. 2324 during business 

- 5:QO P.M.) or Ann Brady, Study ravagers at 573-831-3354 after 
haurs. In add~~jQ~~ if your have any questions as lo your rights as a research subject, 
contact the Institutional Review Board of Hill Top Research, Nancy J. Pelt, MD,, 
Chairman, at I- 513-831-3114. 
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Time of Visit: 

Time of Visitr 
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Data Cdection Form f Page No.:~~ 

i 



p 

- _____ -... 

1 
- _____ --.-_-. _-__- 

YES NO Subject: I 

4. Has artificial naifs OT aail tips? 



Data Colkctfon Form 3 

I. Is skin on s~b~~~t’s bands and wrists still free Q~de~atoses, cuts, Lesions, and other skin isurders? DYes CiNo 
IIf no, please indicate ccmditim: 

IX, Has subject used ~-~tibaGt~ria1 soap and fallowed the ~s~cti~~s in Appends B? 0 
If na, please explain: 

ect been ill since the last visit? DYes ~C~~pl~t~ below) c1 

ect used my oral or topical medicati Yes (Cumplete belo 

~~~Ii~~d n Not ~~aIi~~~ ts ~~~~I~~~ on ti[xe shady= 

-....---- 

BE GQ 

.-- 

-- 

Date Reported: 

NT ILLNESS 

Date Resolved: - 

as reaetiQ~ related to tre ent? CIT\Tot related 0 Possibly related ~e~niteIy related 0 Other ~~~pla~~ 

q C~~ti~~ed on study Witbd~aw~ from the study H ~Q~s~Ited pbysi~ia~ 
~edi~ati~~ taken (Complete below) D ~~spitaIi~ed 0 Other (expfainn) 

additional Conceits: 



Test Date Subject Initials Subject Screen # 

I 
Study # 

I 

VASELINE 

/ Raw data reviewed by / 
I 
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- - - - - - - 
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at 121°C. 

Tryptic Soy troth powder in one liter ~uri~~d eater. The 
into sterile tubes, to yield a fina vol etlYfxkt0.5. mL 

m c~~ta~~ed 40 g Trypticase oy Agar in one liter p~~~~d water* 
-t- 0.2. The media was autocl d at 12YC. After a~tuc~av~~g and 

g, the media was aseptically dispersed into sterile Petri dishes, ap ornately 

~s~hat~ Buffer Stock ~~~ta~~~d 34 04 in one liter 
was adjusted to 7.2 prior to dispen o water d~l~t~~~ 

a Enal vokme of a~~r~~irnat~~y jt 00 I13L, after a~to~~avi~g at 12 X YJ. 

Recipes w~ch are given as liter vohxmes m 
lesser volumes. 
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AP IX 



The fol~~w~~g test article assigned Hill Top Research Code WTR A 
rec;eived from the -Ciba Sp 

ased by Hill Top Research on July 2,200.I for use in the study: 

Spunsor Code 

a@4 
Lot: 4563 C, 
Exp: Ix 2102 

DesmiDtion 

CkS, Q subjects ~e~fo~ed a ~~~dit~~ 
oap according to the protocol d 

es, using either HTR Code A‘ 
The subjects’ hands w-er d after treatment 

~e~~~l~zer~ according to t 
were discarded. Fokwing the sampling after 
kissed with tap water and tied. The subjects a 

at least five minutes elapsing between ~eat~e~ts. One hand was sagged atier 
1’ meatiest using stripping Guid tith neutralizer. ~~~~~ts from the subjects) 

s~i~~~~g fluid were removed as follows and used to test the adequacy ofthe 
~e~~a~ize~: A I 0.0 mL aliquot of the s~~~~~~g fluid with ~g~tr~iz~r was removed 
p~aGed in a sterile tube. An additional 1 .O afiquot of the stripping fluid with 
neutr~.lizer was added to a tube cQ~~~~~g 9.0 mL of diluent with ~~~~~~z~r~. 



er ~~x~~g~ a f .O mL al~~~~t from each i~~~u~ated tube was s~face plated 
~~ediate~y and again at 30 minutes by di~~~b~ti~g the Z .CJ mL across 

lates in d~~l~~ate* The es were incubated at 25 7’ 2°C 
ation, the numbers of S. colony f~~~~g u&s were 

t~xi~i~ control tubes were also prepared. 
line. Two different toxicity ~o~~~l-~bes were prep 
tripping fluid with neutralizes and the second &be co 

d~~~e~t with neutralizer. These controf tubes were i~~~ulat~d, plated, incubated, 
en~erated in the same manner as the collected samples. 

esults are sho in the Table of Results, 

The ~~~tr~~z~r system is considered effective if recovery is 2 7~~ ofthe 
s~Q~di~g fibers control, In s study the pluralizer system adequately 

ized the active ingredients in the test product- 



PLATE COUNTS* 

’ 12: 
8 

90 
75 

82 
96 

87 
76 

-33 
61 

85 

6 
59 

52 
62 

72 
76 

3.1 x lo2 
2.5 x lo2 f 

~~~~/~L is the sum of I.0 mL spread across three plates. 

0 minute % Recovery = Caur@ at 0 min. x 10 
Numbers Control Count at 0 min. 

Count at 30 min. x 100 
Numbers Controf Count at 30 min. 



at 121°C. 

of30.0 g Tryptic Soy 
The pH was 7.3 k 0.2. The media was di 
a~to~~avi~g at 12 1 “G. 

ntained 9.0 g NaCl. in one liter purified water; The rnat~~~a~ was 
tubes to yield a final volume of 9.0 k 0.1 mL after a~to~~avi~g at 

e numbers coBtro1, the volume of saline was aseptically adjuste 

outlived 40.0 g Tryptic Soy Agar powder in one liter 
3 -t- 0.2. The media was autoclaved at 12 I OC., After auto~~av~~g 
dia was aseptically dispersed into sterile 

- 20 mL per plate. 

l  

Stock ~o~ta~~ed 34.0 ified 
TV 7.2 k 0.1 prior to d~~~e~~~~g into bottles, to yield a 

ly 100 mL after autocfaving at 121 “C. 

es which are given as liter volumes may 
lesser vofumes. 



Total nwnber of pages = f 9 

Shtisticd Tabies 

Table 3 

T 
T 

SU of Cl3.J counts and log conversions 
Mean summary of log10 averages and log10 seductions from baseline 
Mem log10 reductions from baseline, percent microbial reductions from 
baseline and the 95% conGdence limits 

ysis of variance for the ~o~~a~so~ of the test article baseline boots 
ysis of variance to evaluate the efffectiveness of each treatment as a 

~~~tio~ of the number of ~eat~ents 
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Level 0T ------------reduc------------ 
Eval N Saab Std Dev 
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v-4 
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me P~~~~du~~ 

: reduc 

sum of 
suurco RF Squares Mean Sqtrare F Value 

MOdfit 15 6.65853515 0*~~~4 IEt.49 

EWI‘H- 14 0.37692017 0.02692215 

Corrected TOW, 29 7.035SQ531 

R-Square Coeff Var Roat MSE reduc Mean 

0.946427 5.397554 0,16408Q 3 e 039895 

Source RF Type 1 SS Mean Square F V&.ue 

Subject 
I4 0.89735455 0.06409675 EWJ. 1 6 e 76l24CBO 5 l 76124cBO 2124:E 

RF Type 1x3: SS Mean Square F Value 

14 Q.89736455 1 5.76124OtXl a::?$ 

source 
SUbj@CZ: 
Eva1 

Pr > F 

< IO001 

Pr > F 

0.0581 
<.QQQl 

Pr > F 

0.0581 
<*Qool 





./ 

i r 
- 




