
HTR Study No.: 03-122085-106 
Data Collection Form 1 Page No:- c WI 

DEMOGRAPHICS/‘DERMATOLOGICAL/MJ5DICAL HISTdRY FORk 

Visit Code Date Subject Initials Subject Screen #: Study # 

Subject 
Qualification 07 / 21103 s i - j P 03-122085-106 

i- mmddw -FE-T 

Gender: 0 Male 

Does the subject have any of the following at the treatment sites? 

Age: w Years 

L DERMATOLOGIC DISORDER * . 
1. Psoriasis ? 
2. Eczema ? 
3. Skirt Cancer 7 
4. Skin Allergies ? Please specify: 
5. Hives ? 

Does the Subject have any of the following (present and past)? 
v- 

IL OTHER MEDICAL IN-BORMATION 

1. Allergies.? Please specify. (me&, 
2. Hepatitis ? J 

3. Heart and Vascular Disease? 
Liver Disease 7 
Kidney Disease 7’ 

6. Tuberculosis ? 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin [ ] 
8. cancer ? 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? 
10. Organ transplant ? 
11. Any other condition riot listed ? Please specify: 

No YeS Don’t 
Know 

. 

J, 
d 
v 

No ‘Yy.s Don’t 
Know 

/ \/ 

1. Antibiotics, oral or systemic ? 
, 
I 2. Cortisone, Steroids, ACTH, Anti-reaction Drugs 7 

1 

3. Heart Medication 7 I I 

Is the subject taking any medication? If yes, please specify below: 

III. MEDICATION No YeS Don’t 
Know 

4. 
5. 

Ilmlin ? 
Other 2 
I. 

I Comments: 

Baaed on the above m&Cal history, the subj_ect is: ualified or 0 Not qualified for the study. 

D&e: 



I 1 

Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

I 

H.TR Study No.: 03-122085-106 
Page No.: lcrt - %0 

1 ‘ 
Visit Code Date Subject Initials Study # ’ 

Subject 
Qualification 07/2/lO3 s / -- I P - - - --- 

) 
Permanent#: &j 03-122085-106’ 

mm dd yy f m ,l 

I 
INCLUSION CRITERJA 

Check one 
YES, NO 

, 

Sribject: 
1. Is 18 through 65 years ? 
2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCF 1 ? 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 
5. Has fingernails that exteud no longer than approximately one (1) mm past the nail bed 7 

1 6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing, 
showering, and handwashing during the entire study ? 

7. Is willing to reti from using anti-dandruff shampoo during the entire study 7 

8: Is willing to refraiu from using body lotions, medicated/antibacterial lotions, creams, oils, dishwasbing 
liquids, talcs and other deodorautk.ntiperspi products during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

10. Is .willing to re&ain from using topical or systemic antibiotic medication during the entire study, 
unless prescribed by a physician for an intercurrent illness ? 

--v 1 

Check one :.. 

11. Is willing to comply with all study protocol requirements ? 
EXCLUSION CRlTER3.A 

1. Is currently participating in another clinical study at this or any other facility ? 
2. Has participated in any type of hand or arm wash study within the past 7 days 7 

1 

1 

3. .Has cuts, lesions, or other skin disorders on their hands or wrists ? 
4. Has artificial nails dr nail tips? 

9. Has been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, an ,organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis 7 

10. Has another medical condition which in the opinion of the Investigator would 
preclude participation 7 

11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of 
wounds, intravenous management or other bed-ridden related care roles. 

12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? 

Based upon derm 
d 

ologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
Qualified 0 Not Qualified for participation in this study. 

Reasons for disqualifi~tion: Interviewer’s Initials/Date: 3FF b7* 21 a3 

lnvestigato~s Signature: 
Date: ‘9 / - If‘ I 03. 

lmn dd Yy 

-. 



Data Collection Form 3 
INTERCURRENT ILLNESS I CoNCOND[TANT MEDICATION FORM 

Visit Code Date Subject Initials Subject Screen #: 
0265 

Sttidy # 

Test 0x1 SQ I.& S/E lP Permanent #: 
Period ll.lIIlddyY F-z-i- 63 03-122085-106 

I. Is skin on subject’s hands and wrists still free of dermatoses, cuts, lesions,‘and other skin disorders? @‘5?& E&JO 
If no, please indicate condition: ’ 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? &es DNo 
Ifno, please explain: 

III. Has subject been ill since the last visit? OYes (Complete below) l&t40 

IV, Has subject used any new oral or topical medication7 q Yes (Complete below)‘!%& 

Based upon the above responses, the subject is~alified 0 Not Qualified to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCUBREN TILLNESS . 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

Was reaction related to treatment? mot related Cl PossibIy related Cl Definitely related 0 Other (explain) 

Action Taken: Drone 0 Continued on study 0 Withdrawn from the study 0 Consulted physician 

q Medication taken (Complete below) OHospitalized 0 Other (explain) 

Additional Comments: 

CONCOMITANT MEDICATION 

Comments: 

Interviewer’s Signature. .L/ny$q.&- ( Date: 07 f :I I OG3 
mm W 



Data Collection Form 4 
HTR Study No.: 03-122085-106 

Page No.: z %3 

~~~CAREPERSONNEL&ANDWASHBA~~COUNTS 
CFU/mL of Sampling Solution 

Test Date Subject Initials Subject Screen # 
z&5 

Study # 

07/30/m s!.YQ 
Permanent #: 

la? 
03-122085-106 

mm dd yy F. M L 

BASELINE I , 
LEFT HAND DILUTIONS 

lo4 lob 
T-ii+2 
TG am- 

CFU/mL~.~J lo- Countedby : 3 n ’ -n 

BIGHT HAND DILUTIONS 
lOA 105 10” 

fia 
r T-ii TJJ= 

-b ._ . 

LEXT HAND 

Gin 
rrsn 
-r-ii 

cFu/InJa 3.6 x d 

RIGHT HAM) 

-%c i-T 
IO4 

I 
3.6 I * 

Counted by : @ / l3-l-03. 

LEFT HAND WASH 11 RIGHT HAND 1 
I 10-l lo5 105 lOA 10-l 10” 10 

I 1 ,d4, 1 
1 

5% 
! 

2. a 

I ;/I , P-/ 0 - 94 %I @I6 
, lab/ 

CEU/~Z, a. 3 x ~3~ Counted by : e / S-l-Q$j CFulmLd 3.wo3 Counted by : e / wiz3. 

Calculations by: %J / 8-r-03 Raw data reviewed by rm IO%*O1*03 
Calculations Verified by: Jhl6 I ~%*01~Q3 
*lo-’ dilution is the sum of 1.0 mL spread across 3 plates. 
Underlined values are used for calculation of CFUhL 

.‘I 

TNTC -Too Numerous To Count 

Investigator’s Signature: Date: & I /( I 03 
- mm dd YY 



Data Collection Form 6 HTRStudjrNo.: 03-122085-106 
FOLLOW-UP VISIT Page No.:+ - 5423 

)oes the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema 
mt may be indicative of a skin infection? 

3 YES If yes, complete below: 

Xinical O’o’servations: (Include date of onset and descriptions/severity/locations, etc.) 

Has the subject had any health related issues since the treatment procedure? 

NO Eyes, complete below 

Comments: 

Y-, T,Ds 
mm dd YY 

: 



HTR Study No.: 03-122085-106 
Data Collection Form 1 Page No . p -564 *- 

DEMOGRAJ?EUCS/DERM.~~TOLOGICAL/M.EDICAL I-IISTORY FOR&I 

Visit Code 

Subject 
Qualification 

Date Subject Initials Subject Screen #: 
220 

Study # 

03-122085-106 

Gender: d Male 0 Female. Age: %+ Years 

Does the subject have any of the following at the treatment sites? 

I. DERMATOLOGIC DISORDER 

1. Psoriasis ? 
2. Eczema 7 

No Yes Don’t 
Know 

. 

3. Skin Cancer 7 
4. Sidn Allergies ? Please specify: 
5. Hives ? 

Does the Subject have any of the following (present and past)? 

II. OTHER MEDICAL INJ?ORMATION 

1. Allergies.? Please specify. 

No ‘YeS Don’t 
Know 

L?I . 
2. Hepatitis ? I 
3. Heart and Vascular Disease? ‘/ 

._ ‘\ ‘, 1, 
Liver Disease 7 A 

: 
,,;* . Kidney Disease ? 

6. Tuberculosis ? 1 d 
1 - 

7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin [ ] 
8. Cancer ? l/ 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 t// 
10. Organ transplant ? 
11. Any other condition liot listed ? Please specify: I/ 

Is the subject taking any medication? If yes, please specify below: 

El.. MEDICATION 

1. Antibiotics, oral or systemic ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 
3. Heart Medication ? 
4. Insulin ? 
5. Other? 

‘. -^ 

No Yes Don’t 
Know 

/’ 
I I 

Comments: 

I 

Based on the above inedical history, the subject is: &ali.f%ed or II 
1 . 

Not qualified for the study. 

Interviewer’s Signakre: Date:. UT/&!/ 103 

” 
- _ 



Visit Code 

Data Collection Form 2 
INCLUSION / EXCLUSION FORM 

Date Subject Initials Subject Screen #: 
3230 

EITR Study No.: 03-122085-l 6 
PageNo.:=-3 &r 

Study # ’ I 
Subject 

Qualification 03-122085-106 
mm dd yy f m 1 

INCLUSION CRITERIA 1 

Check one 

..“J 

NO Subject: 
1. Is lSthrough65years? 
2. Has signed informed consent 7 

. / _ , .0’3 3. Is healthy as evidenced by responses on DCF 1 ? 

< *:*y 4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 

s&- 5. Has fingem& that extend no longer than approximately one (1) mm past the nail bed ? 
6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing, 

showering, and handwashing during the entire study ? 
7. Is willing to rehin Born using anti-dandruff shampoo during the entire study ? 

/ 
8: Is williig to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishw&ing 

liquids, talcs and other deodorant/antiperspi products during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

/ 
9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a 

physician for an intercurrent illness ? 
10. Is ,willing to refrain from using topical or systemic antibiotic medication during the entire study, 

unless prescribed by a physician for an intercurrent illness ? 
11. Is willing to comply with all study protocol requirements ? 

EXCLUSION CRITERIA 

Check one . .._ 
-. ) YES NO ‘N/A Subject: 

) 
w’ 1. Is currently participating in another clinical study at this or any other facility 7 I 

2. Has participated in any Qpe of hand or arm wash study within the past 7 days ? 
3. Has cuts, lesions, or other skin disorders on their hands or wrists ? 
4. Has artificial nails or nail tips? 

/- 5. Has soap, detergent, antibiotic, Polysporin@ &./or perfume allergies ? 

I.1 6. Has eczema or psoriasis on their hands or wrists 2 

Female Female Male 7. Is currently pregnant ? Cl Yes 0 No Of child-bearing potential: 0 Yes 0 No 
0 Surgically Sterile, year- 0 Post-menopausa& year 

If of child bearing potential - g-HCG Test Results: 0 negative 0 positive 
’ 8. Is currently lactating ? 

9. Has been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, an prgan transplant, an innnunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis ? 

10. Has another medical condition which in the opinion of the Investigator would 
preclude participation ? 

11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of 
wounds, intravenous management or other bed-ridden related care roles. 

12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? 

ogic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
0 Not Qualified for participation in this study. I Reasons for disqualification: - 

Investigators Signature: 

Interviewer’s Initials/Date: ?W 7-G?/ ‘Q3 
-Date: ‘-9-i’ r/- :->> 

mm dd YY 



HTR Study No.: 03-122085-106 
Data Collection Form 3 

INTERCURRENT ILLNESS ! CONCOMJTANT MEDICATION FORM 
Page No.:=@ 5&k 

7 
Visit Code Date Subject Initials Subject Screen #: 

;;ldo 
Sttidy # 

Test Permanent #: 
Period 03-122085-106 

I. Is shin on subject’s hands and wrists still fhee of dermatoses, cuts, lesions, ‘and other skin disorders? Ii& es CiNo 
lfno, please indicate condition: ’ 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? Ed es 17No 
Ifno, please explain: 

III. Has subject been ill since the last visit? OYes (Complete below) B/No 

IV. Has subject used any new oral or topical medication? OYes (Complete below) Idi o 

Based upon the above responses, the subject is: d Qualified iJ Not Qualified to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: Date Resolved: 

Describe condition: 

Was reaction related to treatment? mot related 0 Possibly related Cl Definitely related Cl Other (explain) 

Action Taken: mone 0 Continued on study 0 Withdrawn from the study Cl Consulted physician 

Cl Medication taken (Complete below) UHospitalized 0 Other (explain) 

Additional Comments: 

CONCOMfTANT MEDICATION 

Comments: 

. . 

- Interviewer’s Signature: Date: 
mm dd YY 



HTR Study No.: 03-122085 06 
Data Collection Form 4 PageNo.:~ - ‘%7+ 

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS 
CFUhL of Sampling Solution 

Test Date Sub] ect Initials Study # 

07 12410.3 c I A-J B PermcTt#: 03-122085-106 
.mm dd yy F. M L 

I LEFT HAND DILUTIONS I RIGHT HAND DILUTIONS 1 
I 1n.4 I i n-5 I 1n-6 I I ld I 1 n-5 I 1 n-6 I 

LEFT HAND WASH 11 RIGHTHAND ’ 
10-l lo5 _ 1O-3 104 10-l 10” 1o-3 10” 
mi ?309 32 ‘Ihrirc pnc mrc 33 
WC 7x&’ %7;L 25 mm nnL 2G I 
IXRL Pvk I 

crm,d2.4X lb5 Countedby : WJ / %3/-03 CFUl1&3~0&10~ Counted by : G9r / 7-3/-a 

Calculations Verified by: ks I w-03 
*lo-’ dilution is the sum of 1 .O mL spread across 3 plates. 
Underlined values are used for calculation of CJ?U/mL 
TNTC - Too Numerous To Count 

Investigator’s Signature: Date: v / K/63 
mm dd YY 



. 
Data Collection Form SA 

Subject Initials c.& 6, Subject # (rD f . Study No. 03-I 22085-l 06 
>’ Page No.’ YI!II- Sk’&3 

1 ADVE~EEVENTS 

Symptom I Event 
1 

Onset Date End Date Y,N SAE Severity ?a::: Outcome Relation- investigator 
ship Signature/Date 

Entry C 
Date ommentlNote: initials 

Note: Seoerity, Re’lationship and Outcome MUST be determined by principal investigator. 
Severity: 1 =Mild 

Relationship: 1 =Definite 

- Action Taken: l=None 

Outcome: 1 =Resolved wlo 
sequelae 

'Serious Adverse Eaerit/Experieb 

Il=Moderate 

2=Probable 

2=Rx Therapy 
2=Re&olved w/ sequelae 

(describe) 

3=Severe - 

3=Possible 

3=Di$co@nued Study 

3=Ongoing 

4=Unrelated 

4=@ther (specify) 

4=Death 



Data Collection Form 6 

FOLLOW-UP VISIT 

HTR Study No.: 03-122085-106 

Page No.:+$ - sbq 

Visit Code Date Subject Initials Subject Screen #: 
s&P& Study# 

\ . Follow-up $z%%04/03 /31#1/3 Permanent #: . 
Viiit mm dd 

03-122085-106 
YY F M L 

D,ate Subject Entered the study: 

87,211 D3 I 

Fs;J-;Da 

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema 
that may be indicative of a skin infection? 

YES 0 NO If yes, complete below: 

Comments: 

Has the subject had any health related issues since the treatment procedure? 

0 YES Cl NO If yes, complete below 

Comments: 

Medical Consultant’s Signature: Date 
I I 

‘mm dd JY 



HTk Study No.: 03-122085-106 
Data Collection Form 1 Page No.- * 5%) 

DEMOGRAPHICSIDERMATOLOGICAWMEDICAL HISTORY FORM 

Visit Code Date Subject Initials Subject Screen #: 
$37 

Study # 

Subject Permanent #: 
Qualification 07 lGwo3 &A to 

b5+ 
03-122085-106 

mm dd yy F M L 

I Gender: Cl Male CFemale Age: 46 Years 

Does the subject have any of the following at the treatment sites? 

I L DERMATOLOGIC DISORDER I No I Yes I 
Don’t 
Unmu I 1. Psoriasis ? LE/- 

2. Eczema 7 I/ 
3. Skin Cancer ? J 
4. Skin Allergies 2 Please specify: I/ 

t 5. Hives ? I i/ I 
Does the Subject have any of the following (present and past)? 

Ii. OTIIER MEDICAL INFORMATION 

1. Allergies.? Please specify. 
2. Hepatitis ? 
3. Heart and Vascular Disease? 

Liver Disease ? 
Kidney Disease ? 

No 

v 
I/ 

J 
./ 

. Yes Don’t 
Know 

I 1 ” I 

6. Tuberculosis ? J 
7. Diabetes 3 Controlled? Diet [ ] Oral [ ] Insulin [ ] J 
8, Cancer ? 012 /l-p 1196 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? I/ 
10. Organ transplant ? 4 
11. Any other condition not listed ? Please specify: qypo ++lW,a,s, 1 \/ I I 

Is the subject taking any medication? If yes, please specify below: 

IIL MEDICATION 

1. Antibiotics, oral or systemic ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 
3. Heart Medication 7 
4. Iusulhl ? 
5. Other’ sY/&Wn,;( /&M., /X & -C,F r<lubo ~&u.hJ&r 

, / 

Comments: 

No 

\f 
v’ 
J 
r/ 

Yes Don’t 
Know 

Lc 

Based on the above medical history, the subject is: 6’ uahfled or Cl Not @ahtied for the study. 

- $.qy&.pLJGrcL;eu D&: d+, A/ ,-is.- -~ Interviewer’s Signature: 
mm dd YY 



I Visit Code I I 

Data Collection Form 2 . - 
INCLUSION I EXCI LUSION FORM 

bate Subject Initials 

N lh 13 --B 
f m 1 .~ I 

I IXCLUSION CRJTERIA I 
1 

Subject 
Qualification 

1 

Check one 
YES NO Subject: 

/ 1. Is18through65ycars? 

/ 2. Has signed informed consent ? 

w 3. Is healthy as evidenced by responses on DCF 1 ? 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders 7 

/ 5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed 7 
6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing, 

/ showering, and handwashing during the entire study 7 

v, 7. Is willing to refrain from using anti-dandruff shampoo during the entire study ? 
8: Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 

/ 
liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness 7 

10. Is .willing to refrain Tom using topical or systemic antibiotic medication during the entire study, 
unless prescribed by a physician for an intercurrent illness 7 

11, Is willing to comply with all study protocol requirements ? 
EXCLUSION CRITERIA 

‘1 ; I 
Check one :. , 

.! YES NO N/A Subject: 
1. Is currently participating in another clinical study at this or any other facility 7 
2. Has participated in any type of hand or arm wash study within the past 7 days 7 

J 3. Has cuts, lesions, or other skin disorders on their hands or wrists ? 

d 4. Has artificial nails or nail tins? 

J 
J 

5. Has soap, detergent, antibiotic, Polysporin@ and/or per&me allergies ? 
6. Has eczema or psoriasis on their hands or wrists ? 

Female Female Male 7. Is currently pregnant ? Cl Yes a/No Of child-bearing potential: Cl Yes ra’E;ro 
fl &J Surgically Sterile, year Lp46 0 Post-menopausal, year - 

If of child bearing potential - &HCG Test Results: cl negative Cl positive 

\f 
8. Is currently Iactating ? 

9. Has been medically diagnosed as having a medical condition such as: diabetes, 

J 
hepatitis, an prgan transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erytbematosus, thyroiditis or rheumatoid arthritis 7 

10. Has another medical condition which in the opinion of the Investigator would 
J preclude participation ? 

11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of 
u,. wounds, intravenous management or other bed-ridden related care roles. 

I 1 12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? 

I 
I./I I - 1 t I 

I 
ogic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 

0 Not Qualified for participation in this study. 
Reasons for disqualification: 

Investigator% Signature: 

Interviewer’s Initialmate: # mfd / I-a/~e3 

Date: --8- I -/r / /3 3 
mm dd YY 



HTR Study No.: 03-122085-l 
Data Collection Form 3 Page No.:r’ s 49 

INTERCURRENT ILLMEss 1 C~NCOMIT~ MEDICATION FORM 
1 

Visit Code Date Subject Initials Stu’dy # 
Test 63/_;;1fl/ 03 Permanent #: 

Period z dd y 03-122085-106 

I. IS skin on subject’s hands and wrists still free of dermatoses, cuts, lesions, ‘and other s&r d&orders? BG es ON0 
If no, please indicate condition ’ 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? 04 es c]No 
Ifno, please explain: 

lIf. Has subject been ill since the last visit? mes (Complete below) d No 

IV. Has subject used any new oral or topical medication? EIYes (Complete below) L&o 

Based upon the above responses, the subject is: d ualified 0 Not QuaWed to continue on the study. 
Reasons for disqualificafiom 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

Was reaction related to treatment? IIlNot related 0 Possibly related Cl Definitely reIated 0 Other (explain) 

Action Taken: C/None 0 Continued on study Cl Withdraw from the study 0 Consulted physician 

0 Medication taken (Complete below) CiHospitalized Cl Other (explain) 

Additional Comments: 

CONCOMITANT MEDICATION 

Comments: 

Interviewer’s Signature: 



Data Collection Form 4 
I-RR SrUdy No.: 03-122085-106 

Page No.:~ - 5n 

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS 
CFUhL of Sampling Solution 

Test Date Subject IaitiaIs Subject Screen # stuay # 

L-Dd!L!c)3 IL L f0 Permanent #: 
A5 03-122085-106 

mm dd w F. MT. 

BASELINE 
LEFT HAND DILUTIONS 

I 
RIGHT HAND DILUTIONS 

10” 1O-5 1O4 1O4 105 
/IQ IO Ra ac6 
!R7 f-7 

ClW/m.L~ 8%/O’ Counted by : q /7*3)#@ 
53i m 

CFlJhL2~~ 3 10’ Counted by : <qe3jaa3 

LEFT HAND WASH 1 
i n-1 I 1 n-2 I in-3 I 

RIGH’I’TZAND 
I 1W1 I TW2 I I .,.d 

CFUhL5.1 %105 Counted by : s 17.3)* 

LEFI’ HAND WASH 11 RIGHT HAND 

CakAations by: Tf /@~1’~ Rawdatareviewedby %& / g’6.03 
Calculations Verified by: / S-f-03 , 
*lo-’ dilution is the sum of 1 .O mT., spread across 3 plates. 
Underlined values are used for calculation of CFUlmL 
TNTC - Too Numerous To Count 

Investigator’s Signature: Date: 63 //f 1473 
mm dd YY 

-_ 



Data Collection Form 6 HTR Study No.: 03-122085-106 

FOLLOW-UP VISIT PageNo.:s- srtl 

Visit Code 

Follow-up 
Visit 

Date Subject Initials Study # 

03-122085-106 

Date Subject Entered the S’tudy: 

422iZfD9 

Does tie subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erytbema and/or edema 
that may be indicative of a skin infection? 

If yes, complete below: 

clinical Obiervations: (Include date of onset and descriptions/severity/locations, etc.) 

Comments: 

Has the subject had any health related issues since the treatment procedure? 

U YES NO Ifyes, complete below 

Comments: 



Data Collection Form 1 
HTR Stiy No.: 03-122085-106 

Page No.;llic -5 75 
DEMOGR4PHICSRDERMATOLOGUAWMEDICA.L HISTORY FORM 

Visit Code Date Subject Initials Subject Screen #: 
231 

Study # 

Subject 
Qualification 07 / drl&f$ K / 6 G Pemanent#& 03-122085-106 

mm dd yy F M L 

Gender: 0 Male Ef Female Age: 4(, Years 

Does the subject have any of the following at the treatment sites? 

L DERMATOLOGIC DISORDER 

1. Psoriasis ? 
2. Eczema ? 
3. Skin Cancer ? 
4. Skin Allergies ? Please specify: 
5. Hives ? 

No Yes Don’t 
Know 

Does the Subject have any of the following (present and past)? 

II. OTHER MEDICAL INFORMATION 

1. Allergies.? Please specify. 
2. Hepatitis ? 
3. Heart and Vascular Disease? 

.\ 
::I :: 

Liver Disease ? 
Kidney Disease ? 

6. Tuberculosis 7 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] hsuh [ ] 
8. Cancer ? 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? 
10. Organ transplant ? 
11. Any other condition not listed 7 Please specify: d 

Is the subject taking any medication? If yes, please specify below: 

No Yes Don’t 
Know 

J 

/ 

/ 
/ 

/ 



Data CoUection Form 2 
INCLUSION / ExCLUS~0N FORM 

Visit Code 

Subject 
Qualification 

Date Subject Initials Subject Szy 

t( / 51s Permanent#k (3-&a, 03 -- 
mm dd yy f m 1 

INCLUSION CRITERIA 

Study # 

03-122085-106 

Check one 
YES NO Subject: 

I. Is 18 through 65 years ? 
2. Has signed informed consent 7 
3. Is healthy as evidenced by responses on DCF 1 7 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? 
6. Is willing to refrain from using antimicrobial soaps (liquids a&/or bars) for bathing, 

s!owering, and handwashing during the entire study 7 
7. Is willing to refrain from using anti-dandrufFshampoo durhig the entire study ? 

8: Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 
liquids, talcs and other deodorantkntiperspi products during the entire study, unless prescribed by a 
physician for an intercurrent ilhxss 7 

9. Is wllling to refrain from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

/’ 
10. Is willing to refkain loom using topical or systemic antibiotic medication during the entire study, 

urkss prescribed by a physician for an intercurrent illness 7 

-71 11. Is willing to comply with all study protocol requirements 7 
EXCLUSION CRlTERIA 

N/A Subject: --I 
I-- I /-I 1 1. Is currently participating in another clinical study at this or any other facility 7 I 

2. Has participated in any t)[pe of hand or arm wash study within the past 7 days 1 I 

, 8. Is currently lactating 7 

9. Has been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, an prgau transplant, au immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis 7 

10. Has another medical condition which in the opinion of the Investigator would 1 

preclude participation P 

/. 
11. Has any responsibility for care of children under age 3, or has responsibilities for diapering care of 

wounds, intravenous management or other bed-ridden related care roles. 
/* 12. Has aknown sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? 

1 ~- Based upon dermato&gic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
- ‘,J@klified 0 Not Qualified for participation in this study. 

peasons for diiqualikatiop: Interviewer’> Initials/Date: 
! * I 

Investigatork 
Date: 9 i 

I- mm 



HTR Study No.: 03-122085-106 
Data Collection Form 3 Page No.:=’ 57 7 

INTERCURRENT ILLNESS / CONCO,MITANT MEDICATION FORM 

Visit Code Date Subject Initials’ Study # 

Test 
Period 07 lr;ls/lol_ 

mmdd yy 03-122085-106 

I. Is skin on subject’s hands and wrists still free of dermatoses, cuts, lesions, ‘and other skin disorders? of; es ON0 
If no, please indicate condition: ’ 

II. Has subject used non-antibacterial soap kd followed the instructions in Appendix B2 &es UNO 
If no, please explain: 

III. Has subject been ill since the last visit? OYes (Complete below) &No 

IV. Has subject used any new oral or topical medication? q Yes (Complete below) L&o 

Based upon the above responses, the subject is: 4 ualiiied 0 Not Qualified to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: Date Resolved: 

Describe condition: 

Was reaction related to treatment? mot related 0 Possibly related 0 Definitely related 0 Other (explain) 

Action Taken: IiNone 0 Continued on study 0 Withdrawn from the study 0 Consulted physician 

El Medication taken (Complete below) OHospitalized 0 Other (explain) 

Additional Comments: 

CONCOMITANT MEDICATION 

Comments: 

- Interviewer’s Signa@re: Date: 811 r?‘Z I 03 
mm dd YY 

i 
_ 

: 



Data CollQction Form 4 
Study No.: 03-122085-l 6 
PageNo.:= - s-x3 

HEALTH CARE PEBSomL HANDWASH BACTEBIAL COIJNTS 
CFUlmL of Sampling Solution 

Test Date Subject Initials Subject Screen # 
231 Study # 

07J29f123 YifE/G 
Permanent #: 03-122085-106 

mm dd yy F. M L 6b 

LEFT HAND WASH 1 RIGHTHAND 
10“ 10“ lo5 1o’3 lo4 

mb mtf2 7?m4 ‘r)t/rr 52 
*phJT ,-mcdnJ,.L~ 3 / ff, c u mt m J-WCC cz_ 

WASH 11 RIGHT HAND 
lo“ lo5 10”’ lo“ W2 10-3 IO4 

vp 

‘/Mrc * 7wTc .a 
ML 

Counted by : &t-r / 7-31-03 @lhL7.4 X/O5 Counted by : *s / ?-3f -03 . 

Calculations by: ml3 P8*01*03 maw data reviewed by 3k L) I g* 6403 
Calculations Verified by: tts / W-03 
*lo-’ dilution is the sum of 1 .O mL spread across 3 plates. 
Underlined values are used for calculation of CFUhL 
TNTC - Too Numerous To Count 

Investigator’s Signature: Date: v I /f 163 
mm dd YY 

i 



. Data Collection Form 6 

FOLLOW-UP VISIT 

HTR Studj?No.: 03-122085-106 

Visit Code 

Follow-up 
Visit 

Date Subject Initials Study # 

03-122085-106 

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema 
that may be indicative of a skin infection? 

If yes, complete below: 

(Include date of onset and descriptions/severity/locations, etc.) 

Has the subject had any health related issues since the treatment procedure? 

If yes, complete below 

Comments: 

Date 



HTR Study No.: 03-122085-106 
Data Collection Form 1 Page No:$Q -58O 

DEMOGFWPEUCS/DERMAT~LOGICAL/MXDICAL FIISTdRY FOR&l 

Visit Code Date Subject Initials Subject Screen #: 
225 

Study # 

Subject 
Qualifkatiou Permanent #: Q 7 Id/ J Q 3 &I z/z 03-122085-106 

mm dd yy FML 67 

I -I 
0 Male @‘Female . Age: 60 Years 

Does the subject have any of the following at the treatment sites? 

I. DERMATOLOGIC DISORDER 

1. PsoriaSis 7 

Yes Don’t 
Know 

, 
r 2. Eczema ? I 

3. Skin Cancer 7 
4. Skin Allergies ? Please specify: 
5. Hives 7 

Does the Subject have any of the following (present and past)? 

II. OTHER MEDKCAL INFOFUUATION 

1. Allergies.? Please specify. 
2. Hepatitis ? 
3. Heart and Vascular Disease? 

i- ;’ 
Liver Disease ? 
Kidney Disease ? 

6. Tuberculosis ? 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin [ ] 
8. Cancer ? 

No ‘Yes Don’t 
Know 

/ 

> 
I 

1 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? I 
10. Organ transplant 3 
11. Any other condition riot listed 7 Please specify: 

Is the subject taking any medication? If yes, please specify below: 

III. MEDICATION 

1. Antibiotics, oral or systemic ? 

No Yes Don’t 
Know 

I ,/ 

I 
1 

2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? ! ! 
I 3. Heart Medication 7 

Based on the above medical history, the subject is: d ualified or D Not qualified for the study. t 
I I I 

Interviewer’s Signature: Date: --07 121 1 133‘ 
lmn dd YY 



Data Collection Form 2 
mCLUSI[ON / EXCLUSION FORM 

H2-R Study No.: 03-122085-106 
Page No.: x - 5$ [ 

Visit Code 

Subject 
Qualification 

Date Subject Initials Subject Screen #: 

INCLUSION CRZTERIA 

Study # 

’ 03-122085-106 

1 
Check one 

YES NO Stibject: 
I--/ I 1 1. Is 18 through 65 years 7 1 
--L/’ 2. Has signed informed consent ? 

5 A 3. Is healthy as evidenced by responses on DCF I? 

4 e+; 
W. 

4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 

r J ww ! 5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? . 
I r--4 I 6. Is willing to reftain from using antimicrobial soaps (liquids and/or bars) for bathing, 

showering, and handwashing during the entire study ? I 
1 7. Is willing to refrain from using anti-dandruEshampoo during’ the entire study ? 1 

8: Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 
liquids, talcs and other deodorant/antiperspi products during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

/ 
9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a 

physician for an intercurrent illness ? 

I/). IO. Is wiIling to ref?ain from using topical or systemic antibiotic medication during the ent&&dy, 
uiless prescribed by a physician for an intercurrent illness ? 

L/ 11. Is willing to comply with all study protocol requirements 7 
EXCLUSION CRI%RTA 

Checkone :.. 
‘\, )mS NO “. N/A Subject: 

1. Is currently participating in another clinical study at this or any other facirity 7 
2. Has participated in any t)lpe of hand or arm wash study within the past 7 days ? 
3. Has cuts, lesions, or other skin disorders on their hands or wrists 7 
4. Has artificial nails &nail tips? 

5. Has soap, detergent, antibiotic, Polysporin@ and/or perfume allergies ? 

/ 6. Has eczema or psoriasis on their hands or wrists ? 

Female Female Male 7. Is currently pregnant? 0 Yes 0 No Of child-bearing potential: 0 Yes Evmo 

J 
0 Surgicaliy Sterile, year 0 

If of child bearing potential - fi-HCG Test ResuItixegative 
Post-menopausal, year & 

U positive 
8. Is currently lactating 7 

9. Has been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, an prgan transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroiditis or rheumatoid srthritis ? 

10. Has another medical condition which in the opinion of the Investigator would 
preclude participation ? 

11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of 
wounds, intravenous management or other bed-ridden related care roles. 

I @4 1 12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? I 

Based upon dcrmatologic evaluation and the information contained iu Data Collection Forms 1 and 2, the subject is: 
’ B&alified Cl Not Qualified for participation in this study. 

, Reasons for.disqu&fi+ion: Interviewer’s Initials/Date: 3 / ~7-&l!c*~3 

Investigatois Signature: 
fO3 

nun dd YY 



Data Cole&ion Form 3 
HTR Study No.: 03-122085-10 

Page No.:=-9 2- B 

Visit Code 

I. Is skin on subject’s hands and wrists still free of dermatoses, cuts, lesions, kd other skin disorders? & es ON0 
If no, please indicate condition: . 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? &es UNo 
Ifno, please explain: 

III. Has subject been ill since the last visit? mes (Complete below) [;dNo 

IV. Has subject used any new oral or topical medication? chies (Complete below) !%o 

Based upon the above responses, the subject is: d Qualified 0 Not Qualified to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED D? SUBJECT HAS AN INTERCURREN TILLNESS 

Date of Onset: Date Reported: bate Resolved: 

Describe condition: 

Was reaction related to treatment? DNot related 0 Possibly related II Definitely related 0 Other (explain) 

Action Taken: ONone 0 Continued on study Cl Withdrawn from the study 0 Consulted physician 

0 Medication taken (Complete below) hospitalized Cl Other (explain) 

Additional Comments: 

CONCOM3TANT MEDICATION 

Comments: 



Data CoIlection Form 4 
HTR Study No.: 03-122085- 06 

Page No:= c ?f& 

EEEALTH CARE PERSONNEL -WASH BACTEBUL COUNTS 
CFU/mL of Sampling Solution - - 

I Test Date Subject Initials Subject Screen # 
nr)G Study # I LLd 

03/24~03 G-- /E/E3 Permanent #: 

b7 
03-122085-106 

mm dd y-y F. M L 

LEPT HAND WASH 11 RIGHT HAND 
10-l -2 -3 10” lo-’ lo5 1W3 1O4 
I&g & /VT 8 mc wtt ~6 1. 

7kzc/’ -PO 16 nm- /rr,8 7,. 
7mz 

Counted by : @5 /?-3143 CFU/mL l*!@b 5 Counted by : @Y I 7*3/-03. 

Calculations by: r\/B /o%o/ ‘03 Raw datareviewedby 5Lcc I S4-~3 
Calculations Verified by: ti 5 / B-r-aq 
*lo-’ dilution is the sum of 1 .O mL spread across 3 plates. 
Underlined values are used for calculation of CFUhL 
TNTC - Too Numerous To Count 

Investigator’s Signature: Date: G v l/f I03 
mm dd YY 



Data Collection Form 6 HTR Study No.: 03-122085-106 

FOLLOW-UP VISIT Page No.:s - s%“t 

Visit Code Date Subject Initiah Study # 

Follow-up !i2z04”/03 / 03-122085-106 
Visit mm dd YY F M L 

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema 
that may be indicative of a skin infection? 

0 YES ‘NO If yes, complete below: 

Clinical Observations: (Include date of onset and descriptions/seVerity/Iocations, etc.) 

Has the subject had any health related issues since the treatment procedure? 

NO Ifyes, complete below 

/ 



HTR Study No.: 03-122085-106 
Data Collection Form 1 Page No:~ * 584 

DEMOGRAPHXCS/DERMkTOLOGICAL/MEDRXL HISTORY FORM 

Visit Code Date Subject Initials Subject Screen #: 
a(7 

Study # 

Subject 
Qualification yJa/j b J/ tf 03-122085-106 

c mm--E yy FML 

Gender: 0 Male Id Female. I 
Age: 5% Years 

Does the subject have any of the following at the treatment sites? 

I, DERMATOLOGIC DISORDER 

1. Psoriasis ? 
2. Eczema ? 
3. Skin Cancer 7 
4. Skin Allergies ? Please specify: 
5. Hives ? 

Does the Subject have any of the following (present and past)? 

Yes Don’t 
Know 

II. OTHER MEDICAL INFORMATION No ‘YeS 

1. Allergies.? Please specify. t/ 
2. Hepatitis ? / 
3. Heart and Vascular Disease? 

-\ 
$1) “,I 

Liyer Disease 2 / 
Kidney Disease ? / 

6. Tuberculosis 7 
7. Diabetes? Controlled? Diet [ ] Oral [ ] Insulin [ ] 
8. Cance.r? (y&m-q \q75 2hb3=5 w>(” 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? 
10. Organ transplant 7 
11. Any other condition not listed 7 Please specify: 

Is the subject taking any medication? If yes, please specify below: 

Don’t 
Know 

IIL MEDICATION 

1. Antibiotics, oral or systemic ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 
3. Heart Medication 7 
4. Insulin? 
5. other 7 

Yes Don’t 
Know 

I Comments: 

Interviewer’s Signature: 



Data Collection Form 2 
INCLUSION I E?ELUSION FORM 

Visit Code Date Subject Initials Study # 

Subject Permanent #: 
Qualification 6?,2i/~3 b4 H 03-122085-106 

mm dd yy f ml 
INCLUSION CRlTEB3.A 

-check one 
YES NO Subject: 

1. Is 18through65years? 
2. Has signed informed consent 7 
3. Is healthy as evidenced by responses on DCF 1 ? 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders 1 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? 
6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing, 

showering, and handwashing during the entire study ? 
7. Is willing to refrain from using anti-dandruff shampoo during the entire study ? 
8. Is willing to x6-ai.n from using body lotions, medicatedkntibacteriid lotions, creams, oils, dishwashing 

liquids, talcs and other deodorantkntiperspirant products during the entire study, unless prescribed by a 
physician for an intercurrent illness 1 

9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness 7 

10. Is willing to regain from using topical or systemic antibiotic medication during the entire study, 
unless prescribed by a physician for an intercurrent illness 2 

11, Is willing to comply with all study protocol requirements 7 
EXCLUSION CRITERIA 

N/A Subject: 
1. Is currently participating in another clinical study at this or any other facility 7 
2. Has participated in any type of hand or arm wash study within the past 7 days ? 
3, Has cuts, lesions, or other skin disorders on their hands or wrists ? 
4. Has artificial nails or nail tips? 

5. Has soap, detergent, antibiotic, Polysporin@J and/or perfume allergies ? 
6. Has eczema or psoriasis on their hands or wrists 7 
7, Is currently pregnant 7 0 Yes .MJ Of child-be ’ gpotentiak 0 Yes ~No 

JW Surgically Osterile, years 0 Post-menopausal, year __ 
If of child bearing notential - g-HCG Test Results: 0 negative II positive 

8. Is currently lactating 7 

9. Has been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, an prgan transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosuq thyroiditis or rheumatoid arthritis ? 

10. Has another medical condition which in the opinion of the Investigator would 
preclude participation ? 

cl/. 
11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of 

wounds, intravenous management or other bed-ridden related care roles. 
12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? 

Reasons for disqualiication: 



Data Collection Form 3 
IN’l-mc- &LN$SS./ Coflc~~dTt’ MEDICATION FORM 

Visit Code Date Subject Initials Sttidy # 

Test 
Period lTlras/o3 

mm dd yy 03-122085-106 
i 

7 

I. Is skin on subject’s hands and wrists still free of dermatoses, cuts, lesions,‘and other skin disorders? es ON0 
If no, please indicate condition: ’ 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? l&es C&lo 
Ifno, please explain 

III. Has subject been ill since the last visit? OYes (Complete below) c3/No 

IV. Has subject used any new oral or topical medication? q Yes (Complete below) Ed o 

Based upon the above responses, the subject is: 64 Qualified 0 Not Qualified to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

Was reaction related to treatment? DNot related ’ Cl Possibly related 0 Definitely related 0 Other (explain) 

Action Taken: ONone 0 Continued on study 0 Withdrawn from the study 0 Consulted physician 

0 Medication taken (Complete below) ClHospitalized 0 Other (explain) 

Additional Comments: 

Medication 
(Oral or Systemic) 

Comments: 

CONCOMFIXNT MEDICATION 
Start Date Stop Date Indication ‘Total Daily Dose mmlddlyy mmIddlyy (Reason for TakingI 

I I I I I I 
I I / I 

I I I / 

- Interviewer’s Signature: 



Data Collection Form 4 

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS 
CFU/mL of Sampling Solution 

Test Date Subject InitiaIs Subject Screen # 
317 Study # 

&,r29/03 3)/T/l-i Pe 03-122085-106 
mm dd yy F. M L 

LEFT HAND 

CFUhIiL5%X105 

RIGHTHAND 

Counted by : m I0731 ‘a 

LEFTHAND WASH 11 RIGHT HAND 
10” 1O-3 10” 10-l 10-* -3 -4 

& m-i & g 

42 /nu= I’ArtD 3Y 
% - 

.cFuhL2.7%lo5 Countedby : $tJ / ~*y-~~ (XIJ/mL 3.4X105 Counted by : St5 I -J-3/-03. 

Calculations by: Ji- 
Calculations Verified by: 

l@‘o/ ‘?% t Raw datareviewed by SLb / g&o9 
%A5 - -0 

*lo-’ dilution is the sum of 1 .O mL spread across 3 plates. 
Underlined values are used for calculation of CFUhL 
TNTC - Too Numerous To Count 

Investigator’s Signature Date: I /f/U3 
mm dd w 



Data Collection Form 6 HTR Studtr No.: 03-122085-106 

FOLLOW-UP VISIT 

Visit Code 

Follow-up 
Visit 

Date Subject Initials Study # 

03-122085-106 

Date Subject Entered the gtudy: 

fl7/ 2/l 03 

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by eq&ema and/or edema 
that may be indicative of a skiu infection? 

0 YES NO 
Y 

If yes, complete below: 

Clinical Observations: (Include date of onset and descriptions/seirerity/locations, etc.) 

Comments: 

Has the subject had any health reIated issues since the treabnent procedure? 

NO If yes, complete below 



HTR Study No.: 03-122085-106 
Data Collection Form 1 Page No:- -5qq0 

DEMOGRAPH.ICS/DERl@AT~LOGl~~DUXLHl[STORY FORM 
, 

Visit Code Date Subject Utials Subject Screen #: 
Of68 

Study # 

Subject 
Qualification @7/SII6?3 JQJ lP 03-122085-106 

mmddy F-E-X- 

l Gender: U Male Age: &/ Years 
I t I 

Does the subject have any of the following at the treatment sites? 

I. DERMATOLOGIC DISORDER 

1. Psoriasis ? 
2. Eczema ? 
3. Skin Cancer ? 
4. Skin Allergies ? Please specify: 

No YCS Don’t 
Know 

J . 
a/ 
;/ 
J 

Does the Subject have any of the following (present and past)? 

II. OTHER MEDICAL IN-FORMATION 

1. Allergies.? Please specify. ~~~~ a/ 
2. Hepatitis ? 
3. Heart and Vascular Disease? 

. No Yes Don’t 
Know 

.i/ 
J I 
,/ 

I I 

4. Liver Disease 2 ; 
5. Kidney Disease ? / 
6. Tuberculosis ? J 
7. Diabetes 3 Controlled? Diet [ ] Oral [ ] Insulin [ ] J 
8. Caucer ? 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 t: 
10. organ transplant 7 J 
11. Any other condition not listed 7 - * Please specify: &pO+/ ds / 

I 
Is the subject taking any medication? If yes, please specify below: . 

III. MEDICATION 

1. Autibiotics, oral or systemic ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 
3. Heart Medication ? 

No Yes Don’t 
Know 

v/ 
!Y 

t/ I 

Baaed 0x1 the above medical history, the subject is: or Cl Not qualified for the study. 
i- 

Interviewer’s Signature: +YI Date: &I? I A/ I 03 -- I 
mm dd YY 

- _ 



Data Collection Form 2 HTR Study No.: 03-122083;1Q6, 
lNCLUSION /EXCLUSION FORM PageNo.: - 

Visit Code Date Subject Initials 
Subject Screen #: 

a6a Study # 

Subject Permanent #: 
\ 
5 

Qualification __Kld IP 07/ai 03 03-122085-106 -- 
P mm dd yy f m 1 &9 

1 INCLUSION CRITERIA I 

t Check one 
YES NO Subject: I 

1. Is18tbrough65years? 

J 2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCF 17 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 

J 

/ 

t/j 

d 

J 

J’ 

J 

5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? ~ 
6. Is willing to refrain fromusing antimicrobial soaps (liquids and/or bars) for bathing, 

showering, and handwashiig during the entire study 7 
7. Is willing to refrain Tom using anti-dandruff shampoo during the entire study 7 
8: Is willing to refrain fbom using body lotions, medicatecVantibacterial lotions, creams, oils, dishwashing 

liquids, talcs and other deodorantiantiperspirant products during the entire study, unless prescribed by a 
physician for an intercurrent illness 7 

9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

’ 10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study, 
unless prescribed by a physician for an intercurrent illness 7 

11, Is willing to comply with all study protocol requirements ? 
EXCLUSION CRITERIA 

Check one. i’. 
’ ) YES NO N/A Subject: I 

J 1. Is currently participating in another clinical study at this or any other facility ? 
2. Has participated in any type of hand or arm wash study within the past 7 days ? 

J 3. Has cuts, lesions, or other skin disorders on their hands or wrists ? 

5- 

4. Has artificial nails or nail tips? 

5. Has soap, detergent, antibiotic, Polysporin@ and/or perfume allergies 7 
./ 6. Has eczema or psoriasis on their hands or wrists ? I c 1 

Female Female Male 7. IS currently pregnant ? 0 Yes tie Of child-bearing potential: 0 Yes o/No 

J 
ti &V Surgically Sterile, year a 

IfofchiIdbe * Lxl-dg? 
0 Post-menopausal, year - 

otential - 8-HCG Test Results: U negative 0 positive 

/ 8. Is currently lactating 7 

9. Has been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis ? 

10. Has another medical condition which in the opinion of the-Investigator would 
J preclude participation ? 

11. 
J 

Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of 
wounds, intravenous management or other bed-ridden related care roles. 

r/ 12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? 

Based upon dermat 
E/ 

logic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
Qualified Cl Not Qualified for participation .m this study. 

Reasons for disqualiication: 
) 

InvestigatoA Signature: 
- _ 

Interviewer’s InitiaWDate: M&U 1.7.a/~03. 

Date: - 6 / & .I 0.3 
mm dd YY 



Data Collection Form 3 
HTR StudyNo.: 03-122085-106 

PageNo.:-+% 
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM 

Visit Code Date Subject Initials Stibject Screen #: 
8 Study # 

i I Test 67/g% 03 _K, J I P Permanent #: 
Period &&-dd yy F-G--L- 03-122085-106 

I. Is skin on subject’s hands and iKTists still free of dermatoses, cuts, lesions, ‘and other skin disorders? & es ON0 
If no, please indicate condition: ’ 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? id ‘ON0 Yes 
If no, please explain: 

ILL Has subject been ill since the last visit? OYes (Complete below) Et No 

IV. Has subject used any new oral or topical medication? q Yes (Complete below) L&O 

Based upon the above responses, the subject is: bfQualified c] Not Qualified to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN IXTERCURRENT ILLNESS . 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

‘._ 

Was reaction related to treatment? OhJot related 0 Possibly related 0 Definitely related Cl Other (explain) 

Action Taken: ONone c) Continued on study 0 Withdrawn from the study Cl Consulted physician 

tl Medication taken (Complete below) EkIospitalized Cl Other (explain) 

Additional Comments: 

Comments: 

r----Y 

- Interviewer’s Signature: 
L 

” t 

~~~ 
Date: 071 ds / u3 

mm dd YY I 



Data Collection Form 4 
HTR Study No.: 03-122085 06 

PageNo.= - 544 

REALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS 
CFU/mL of Sampling Solution 

Test Date Subject Initiab Subject 7; Study # 
n 

0_7/24/a fi LR 
Permanent #: 

mmddyyyML 6Q 03-122085-106 

‘USELINE 

I FLIGHT HAND DILUTIONS 

LEFT HAND WASH 1 RIGHT HAND 
lo“ 10” lOA lo” 10” 109 

I ;“’ 
I! SC7 3 I 

Counted by : % r/ . 4) * 63 CFUhn.&q % 10 4 Countedby: 7% /7-3)-O 3 

LEFT HAND WASH 11 I . . ̂ ---- -- RIGHT HAND 
10-l 1o-2 1o-3 

Calculations by: &@ J08ar.03 Rawdatareviewedby s&H / 8*6*03 
Cahlations Verified by: as / 6. (43 
*lo-’ dilution is the sum of 1.0 I& spread across 3 plates. 
Underlined values are used for calculation of CFUhL 
TNTC - Too Numerous To Count 

Investigator’s Signature: 
A I 

Date: 
mm 

1 d(c 1 * 3 
YY 



Data Collection Form 6 HTR Study No.: 03-i22085-106 

FOLLOW-UP VISIT PageN*.:-TP s9q 
Viiit Code Date Subject Initials Subject Screen #* 

$zdB Study # 

Follow-up & 04 / D 3 K f ‘7- t p 03-122()85-106 
Visit mm dd YY F M L 

Pem?ent #: @ 

Date Subject Entered the Study: 

071 2/1~3 
Fokw&V&it;~ 

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by e@hema and/or edema 
that may be indicative of a skin infection? 

Cl YES 
pd 

NO If yes, complete below: 

Clinical Observations: (Include date of onset and descriptions/seVerity/locations, etc.) 

comments: 

Has the subject had any health related issues since the treatment procedure? 

Cl YES NO If yes, complete below 

Comments: 

Date 



Data Collection Form 1 
HTR Study No.: 03-122085-10 

Page No:- * 95 4 
DEMOGRAPHKWDER&4TOLOGICAL/MEDICAL HISTORY FORM 

Visit Code Date Subject Initials Subject Screen #: 
A% 

Study # 

03-122085-106 

Gender: 0 Male Id Female. Age: q0 Years 

Does the subject have any of the following at the treatment sites? 

I. DERMATOLOGIC DISORDER 

1. Psoriasis ? 

No Yes Don’t 
Know 

2. Eczema ? 
3. Skin Cancer ? 
4. Skin Allergies ? Please specify: 
5. Hives ? 

Does the Subject have any of the following (present and past)? 

I I 

J 
J 
J 
J 

If. OTHER MEDICAL INFORMATION 

1. Allergies.? Please sl>eci&. 

No ‘Yes Don’t 
Know 

/ 
2. Hepatitis 5’ J 
3. Heart and Vascular Disease? 
4. Liver Disease ? J 

, 1 5. Kidney Disease ? J 
6. Tuberculosis 7 I 
7. Diabetes ? Controlled? Diet [ ] oral [ ] Iusuh [ ] 
8. Cancer ? 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? 
10. Orean tmnshut ? 1 

t 

. I - I 

11. Any other condition not listed ? Please specify: &, xI 2 &. 1 I J I, 1 J 
Is the subject taking any medication? If yes, please specify below: 

III. MEDICATION 

1. Autibiotics, oral or systemic ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 
3. Heart Medication 7 
4. Insuliu? 

No 

J” 
J 
J 

Yes Don’t 
Know 

, 

i’ 

Comments: 

Based on the above medical history, the subject is: f%$&fied or 0 Not qualified for the study. I- I 1 

Interviewer’s Signature: + Date:. 07 J -GZ/ J-C&? 
mm dd YY 



Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

i 

Visit Code 

Subject 
Qualification 

Date Subject Initials Subject Screen #: 
0?4% 

INCLUSION CRITERIA 

Study # 

03-122085-106 

Check one 
YES NO Subject: 

;I 1. Is18through65years? 

+I 2. Has signed informed consent ? 
.I 3. Is healthv as evidenced bv resnonses on DCF 1 ? 

-- -------I .  .  

4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? 
6. Is willing to retrain from using antimicrobial soaps (liquids and/or bars) for bathing, 

showering, and handwashing during the entire study ? 

J 

J 

7. Is willing to reflaln from using anti-dandruff shampoo during the entire study 1 
8: Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 

liquids, talcs and other deodorantkmtiperspiant products during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

J 
9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a 

physician for an intercurrent illness 7 
10. Is willing to refiain from using topical or systemic antibiotic medication during the entire study, 

unless prescribed by a physician for an intercurrent illness ? 

/I 11. Is willing to comply with all study protocol requirements ? 
EXCLUSION CRITEIUA 

Check one . . . 
YES NO I N/A Subjectz 

J 1. Is currently participating in another clinical study at this or any other facility ? 

d 2. Has participated in any type of hand or arm wash study within the past 7 days ? 

,J’ 

3. Has cuts, lesions, or other skin disorders on their hands or wrists ? 
4. Has artificial nails or nail tips? 

J 5. Has soap, detergent, antibiotic, Polysporin@ and/or perfume allergies 7 

J 6. Has eczema or psoriasis on their hands or wrists ? 
7. Is currently pregnant 7 0 Yes B/No Of child-bearing potential: fies D No 

0 Surgically Sterile, year 
-8 

Cl Post-menopausal, year - 
If of child bearing potential - P-HCG Test Results: negative 0 positive z&9/04 4% 

J 
8. Is currently lactating ? / f 

9. Has been medically diagnosed as having a medical condition such as: diabetes, 

J 
hepatitis, an prgau transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis 7 

10. Has another medical condition which in the opinion of the Investigator would 
J preclude participation ? 

11. 
J. 

Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of 
wounds, intravenous management or other bed-ridden related care roles. 

/ 12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? 

Based upon dermatologlc evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
&Qualified Cl Not Qualified for participation in this study. 

Reasons for disquali@ation: 
\- , 

lmxtigato~s Signature: 

Interviewer’s Initials/Date: iv&d I 07-al-03 ‘- 

Date: 6 / fcdd / “3 - - 
mm YY 



Data Collection Form 3 
INTERCURRENT ILLNESS / CONCOFANT MEDICATION FORM 

i 

Visit Code Date Subject Initials Study # 

Test b /M/a b-?/$7/03 Permanent #: 
Period mm dd yy -7-G-L 03-122085-106 

I. Is skin on subject’s hands and wrists still free of dermatoses, cuts, lesions, ‘and other skin disorders? &es UNo 
Ifno, please indicate condition: ’ 

II. Has subject used non-antibacterial soap and followed the iustructions in Appendix B? Ii& es ONo 
Ifno, please explain: 

III. Has subject been ill since the last visit? OYes (Complete below) d No 

IV. Has subject used any new oral or topical medication? OYes (Complete below) d o 

Based upon the above responses, the subject is: d Qualified 0 Not Qualified to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED D? SUBJECT HAS AN INTERCURREN TILLNESS 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

Was reaction related to treatment? ClNot related Cl Possibly related 0 Definitely related 0 Other (explain) 

Action Taken: ONone 0 Continued on study Cl Withdrawn from the study 0 Consulted physician 

q Medication taken (Complete below) q Hospitalized 0 Other (exphi.iu) 

Additional Comments: 

CONCOmANT MXDICATION 

Comments: 

. Interviewer’s Signature: ‘Date: c)‘-)l d9 /e’5 
mm dd YY 

I 



Data Collection Form 4 
HTR Study No.: 03-12208 -106 

Page No.:= - ?& 

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS 
CFU/mL of Sampling Solution 

Test Date Subject Initials Subject Screen # 

250 
~/p3 -D/ M/t/ Pemanent#: 

YY F. M L 

stuay# 

03-122085-106 

LEFT HAND 
10-l 

7-R-E 
-jjw 

-jNrc 

c~u/m~3.2XlO~ 

WASH 1 RIGHT HAND 
lo-’ lOA 

& TNZ 
JN-VL -?Tm -N-E -34 
Tic 

Counted by : sfi /0731*0.3 CFlJ/mI, 3.4 % 10 5 Counted by : JRB /679m3. 

Calculations by: ;rrl’R 1138’01’03 Rawdatareviewedby S&k / 8*6*03 
Calculations VeriIied by: 54-S / S-l-03 
*lo-’ dilution is the sum of 1 .O mL spread across 3 plates. 
Underlined values are used for calculation of CFUlmL 

’ TNTC - Too Numerous To Count 

Investigator’s Signature: 



Data Collection Form JA 

Subject initials wwf . Subject # 70 

ADVERSE EVENTS 

Study No. 03-I 22085-l 06 
Page No.’ JE- 

mntnm / Fvmnt I Onset Date\ End Date 1 !,$I 1 Severity 1 \~utco: 

Lit: Comment/Note: * 

Symptom I Event 

EntQ’ Comment/ Note: Date 

1 Action Onset Date End Date ‘!$ Severity Taken 
Outcome Rezon- !nvestigator 

P SlgnaturelDate 

I 
Initials 

Note: Severity, Rtilationship and Outcome MUST be determined by principal inve,stigator. 
Severity: l=Mild 2GModerate 3=Severe 

Relationship: l=Definite 2=Probable . 3=Possible 

Action Taken: 1 =None 2=RxTheiapy . 3PDiscontinued Study 

l=Resoivedwlo .- 
sequelae 

IL-Resolved WI sequelae 3zOndoing - 
(describe) 

4=Unrelated 

4FOther (sp&ify -_ 
4=Death 



Data Collection Form 6 

FOLLOW-UP VISIT 

H’IR Study No.: 03-122085-106 

Page No.:- z 606 

Visit Code Date Subject Initials Subject Screen #: 
250 Study # 

Follow-up a&%4 0 3 03-122085-106 
Visit mm dd w FML 

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema 
that may be indicative of a skin infection? 

‘YES 0 NO If yes, complete below: 

Clinical Observations: de date of onset and des 

Comments: 

Has the subject had any health related issues since the treatment procedure? 

If yes, complete below 

Comments: 



Data Collection Form 1 
DEMOGIUPHICS/DERMATOLOGICAUMEDICAL HISTORY FORM 

Visit Code Date Subject Tnitials Subject Screen #: Study # 

Subject 
2.5& 

Qualification 03-122085-106 
, 

I Gender: *Male 5 Female. Age: 2 7 Years 

Does the subject have any of the following at the treatment sites? 

1.. DERMATOLOGIC DISORDER 

1. Psoriasis ? 

1 
No YeS Don’t 

Know 
I I I 

2. Eczema ? r/( I 
4 

3. Skin Cancer ? 
4. Skin Allergies ? Please specify: I I I 
5. Hives ? 

Does the Subject have any of the following (present and past)? 

IL OTlAER MEDICAL IN-FORMATXON 

1. Allergies.? Please specify. 
2. Hepatitis 7 
3. Heart and Vascular Disease? 

;j, - :: 
Liver Disease ? 
Kidney Disease ? 

6. Tuberculosis 7 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin [ ] 

No ‘YE% Don’t 
Know 

8. Cancer 7 I 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ‘7 

1 10. organ transolant ? ,A * t I 1 

11. Any other condition not listed 7 Please speci@: h . 
I d 1. 1 

Is the subject taking any medication? Ii yes, please specify be&w: 

HL MEDICATION 

1. Antibiotics, oral or systemic 7 
No Yes Don’t 

Know _’ 

2. Cortisone, Steroids, AC’lX, Anti-reaction Drugs ? 
3. Heart Medication 7 / 

Based on the above medical history, the subject is: .or cl Not qualified for the study. 
I I - 1 

Interviewer? Signature: Date: 07 la‘/-i @-A -- 
mm dd YY 

_I 
- 



Data Collection Porm 2 I-KtTR Study No.: 03-122085-106 
INCLUSION I F%XUSION FORM PageNo.: fe:-(doa 

Visit Code Date Subject Initials Subject Screen #: 
63% , 

Study # 

Subject 
Qualification $1 2’ /=- PermanentJZ: 2 1;; 10% 

YY “II 
03-122085-106 

INCLUSION CRITERIA 

Check one 
YES NO Subject: 

I. Is 18 through 65 years ? 
2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCP 1 ? 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders 7 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed 7 
6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing, 

showering, and handwashing during the entire study 1 
7. Is willing to refrain from using anti-dandruff shampoo during the entire study ? 
8: Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 

liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

1‘ 10. Is ,tilling to refrain from using topical or systemic antibiotic medication during the entire study, 
unless prescribed by a physician for an intercurrent illness ? 

11. Is willing to comply with all study protocol requirements 7 
EXCLUSION CRITERIA 

Check one . . . 
YES NO N/A Subject: 

1. Is currently, participating in another clinical study at this or any other facility 7 

-. 



Data Collection Form 3 
HT.R Study No.: 03-122085-106 

Page No.:cm 
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORhf 

Visit Code Date Subject Initials Sttidy # 

Test 
Period 

l)y!I &&3- 3 IT I F Permanent #: 
mm dd yy FM L 03-122085-106 

I. Is skin on subject’s hands and wrists still free of dermatoses, cuts, lesions,*and other skin disorders? a4 es EN0 
Ifno, please indicate condition: ’ 

II, Has subject used non-antibacterial soap and followed the instructions in Appendix B? Id Yes ClNo 
Ifno, please explain: 

III. Has subject been ill since the last visit? OYes (Complete below) ~No 

IV. Has subject used any new oral or topical UYes (Complete below) l&o 

Based upon the above responses, the subject is: 0 Not Qualified to continue on the study. 

Reasons for disqualification 

Date of Onset: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date Reported: Date Resolved: 

Describe condition: 

Was reaction related to treatment? ONot related 0 Possibly related 0 Definitely related 0 Other (explain) 

Action Taken: ONone n Continued on study q Withdrawn from the study Cl Consulted physician 

13 Medication taken (Complete below) IJHospitalized Cl Other (explain) 

Additional Comments: 

c 

Comments: 

Date: 02/ 2 7 1 0-3 . Interviewer’s Signature: mm dd YY 
I I 

-_ 



Data Collection Form 4 

. 
HTR Study No.: 03-122085 06 

Page No.:= v.@$ 

EX4LT.H CARE PERSONNEL EANDWASFI BACTERTAL COUNTS 
CFUlmL of Sampling Solution 

Test Date Subject Initials Subject Screen # Study # 

03-122085-106 

BASELINE 
LEFT HAND DILUTIONS RIGET. HAND DILUTIONS 

lo4 lo” 1o-6 lOA 105 10” 

&n7 /y 
//n 18s? 

CFU/~LZ*O~ 10’ C?unted by : I 7 -3 I-43 7 CFU/&.W Jo’ Countedby: % / 7-$a 

LQS L~.A., ~~c;cter,~; GTUSS -+a -~~&on. Lma!‘dQ 473 G--&c -nP 7,3l’O3 

LEFT HAND 

-MC 

cFu,mL2Jm5 

WASH 1 RIGHT HAND 
lo4 
/b 

f m da 

Counted by : % I ?* 3b 03 CFXJhiL.3~~~ 10 ’ Counfed by : 7% / 7-3/-a‘? 

,! 

LEFT HAND WASH 11 RIGHT HAND 
lo-’ 1o-2 lo” I) 104 10-l 1O-z 10‘3 I ’ 

‘ -a I I A- , -- -~ I ,-- 

Calculations by: cml3 logqOl’~ Rawdatareviewedby Skk / 8*6 *3 
Calculations Verified by: ti f / 0-f-03 
*10-l dilution is the sum of 1 .O I& spread across 3 plates. 
Underlined values are used for calculation of CFUhL 
TNTC - Too Numerous To Count 

Investigator’s Signature: Date: *@f/f I c93 
mm dd YY, 



Data Collection Fona 5A 

Subject Initials -S1- F Subject# * 3 / 

: ‘\ ) 
ADVERSEEVENTS 

Study No. 03-122085-106 
Page No.’ z- (005 

Syn&m I Event Onset Date l&d Date !$ Severity yizi Outcome Regon- !nvestigator Slgl)ature/Date 

Entry c 
Date omment/Note: . Initials 

Note: Secerity, Re’lationship and Outcome MUST be determined by principal inve,stigator. 
Severity: 1 =Mild 2=Moderate 3=Severe 

Re1ationshi.p: ‘ItDefinite 2=,Probable 3=Possible 4=Unrelated 

Action Taken: l=None. 2=Rx Therapy. 3=D@continued-Study 4=Qther (specify) 

/’ I Outcome: l=Resolved w/o ‘- 
sequelae 

2=Resolved WI sequelae 3=Ongoing 
(describe) 

'S&.ous Adverse Eventhxper~ence~ 

4=Death 

\ -. 



Data Collection Form 6 HTR Study No.: 03-122085-106 

FOLLOW-UP VISIT 

Visit Code 

Follow-up 
Viiit 

Date Subject Initials Subject Screen #: 
2,al Study # 

03-122085-106 

Date Subject Entered the &udy: 

071 Z/l03 

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema 
that may be indicative of a skiu infection? 

Y YES Cl NO If yes, complete below: 
I 
Clinical 

Comments: 

Has the subject had any health related issues since the treatment procedure? 

Cl YES 
P 

NO If yes, complete below 

Comments: 



Data Collection Form 1 
DEMOGRAPHICS/DERMATOLOGIC&/MEDICA.L 

Viiit Code Date Subject Initials Subject Screen #: . 
a?$) 

Study # 

Subject 
Qualification 03-122085-106 07 / 21/ 03 c / & s 

mm dd yy F M L 
Permanent#: z 

Gender: 0 Male Female . Age: 3 1 Years 
1 

Does the subject have any of the following at the treatment sites? 

I. DERMATOLOGIC DISORDER 

1. Psoriasis 7 
2. Eczema 7 
3. Skiu Cancer ? 
4. Skin Allergies ? Please specify: 
5. Hives ? 

No Yes Don’t 
/ Know 

/ 
q/ 
J 
d 

4 
Does the Subject have any of the following (present and past)? 

II. OTHER MEDICAL INFORMATION @7/#3& 
1. Allergies.? Please specify. e 
2. Hepatitis ? 
3. Heart and Vascular Disease7 
4. Liver Disease ? 

Kidney Disease ? 
6. Tuberculosis ? 
7. Diabetes 2 Controlled? Diet [ ] Oral [ ] Insulin [ ] 
8. Cancer ? 

No YeS Don’t 
Know 

.b’ .c/l 
J 

1 J F . 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? / 
10. organ traIlsplant 7 
11. Any other condition tiot listed ? Please specify: I 4 

Is the subject taking any medication? If yes, please specify belkw: 

ItL MEDICATION 

1. Antibiotics, oral or systemic ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs 1 

Heart Medication ? 

No Yes Don’t 
Know 

I / 

Based on the above medical history; the subject is: ?d Qualified ox U Not qualified for the study-. I I < 

Interviewer’s Signature: Date: 07/: d / /-- 03 1 
~mm dd YY 



Visit Code 

Subject 
Qualiication 

Data Collection Form 2 
INCLUSION / EXCLUSION: FORM 

I-RR Study No.: 03-122085-10 
Page No.: d 

Date Subject Initials Subject Screen #: 
2551 

Study # . 

la21Jo4 L&S Permanent #: 

mm dd yy --i-m-i- 72 03-122085-106 

INCLUSION CRITERIA I 
Check one 

YES , NO Stibject: 
1. Is18through65years? 
2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCF 17 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? . 

6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing, 
showering, and handwarhing during the entire study 1 

7. Is willing to refrain from using anti-dandruff shampoo during the entire study ? 

8: Is williig to refrain fromusing body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 
liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study, 
unless prescribed by a physician for an intercument illness ? 

11, Is willing to comply with all study protocol requirements 7 
EXCLUSION CRITERIA 

I Check one . . . . 
) j YES NO /N/A Subject: 

1. Is currently participating in another clinical study at this or any other facility 7 

/ 2. Has participated in any type of hand or arm wash study within the past 7 days ? 
3. Has cuts, lesions, or other skin disorders on their hands or wrists ? 

J 

m mpm] 4. Has artificial nails or nail tips? I 
r-7-a 1 5. Has soap, detergent, antibiotic, Polysporiu@ and/or perfume allergies ? I - 

6. Has eczema or psoriasis ‘on their hands or wrists ? / 
7. Is currently pregnant ? 0 Yes @No Of child-bearing potential: dkes 0 No 

0 Surgicaliy Sterile, year 0 Post-menopausal, year 
If of child bearing potential - P-HCG Test Results: -ii+. negative 0 positive 7A?.Kv&3f& 

8. Is currently lactating ? / ( 

/ 9. Has been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, an prgan transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis ? 

/ 10. Has another medical condition which in the opinion of the Investigator would 
preclude participation ? 

/ 11. Has any responsibility for care of chiidren under age 3, or has responsibilities for diapering, care of 
‘. wounds, intravenous management or other bed-ridden related care roles. 

12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? 

gic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
I3 Not Qualified for participation in this study. 

Reasons for disqualification: Intervievfer’s Initials/Date: &L-l 7/a//03 

* 
Irivestigatork Signature: 

Date: 

\/ 
--. Y 



HTR Study No.: 03-122085-106 
Data Collection Form 3 Page No.:=*& 

INTERCURRENT 1~m3ws 1 co~comx4m MEDICATION FORM 

Viiit Code Date Subject Initials !JubjectFrey #: Stidy# I 
Test Permanent #: 

Period 07 /Jo/ 03 
mmddyy 

c/e/s” 
F ML 72 03-122085-106 

I. Is skin on subject’s hands and krists still free of dkmatoses, cuts, lesions,‘and other skin disorders?@&es 0~0 
If no, please indicate condition: ’ 

II. Has subject used non-antibacterial soap and followed the insixuctiOns in Appendix B? @?es DNo 
If no, please explain: 

III. Has subject been ill since the last visit? OYes (Complete below) ~/NO 

IV. Has subject used any new oral or topical medication? OYes (Complete below) ar;jo 

Based upon the above responses, the subject is: If-- Qualified 0 Not Qualified to continue on the study. 
Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS . 

Date of Onset: Date Reported: bate Resolved: 

Describe condition: 

Was reaction related to treatment? CJNot related El Possibly related Cl Definitely related q Other (explain) 

Action Taken: ONone 0 Continued on study 0 Withdrawn from the study 0 Consulted physician 

0 Medication taken (Complete below) UHospitalized El Other (explain) 

Additionai Comments: 

CONCOMITANT MEDICATION 

Comments: 

Interviewer’s Signa$re: I Date: WI $0 103 
mm dd YY 



Data Collection Form 4 
HTR Study No.: 03-122085-106 

PageNo.:= - b/fI 

HEALTH CARE PERSONNELH+DWASH BACT3ERIAL COU?JTS 
cFu/mL of Sampling solution 

Test Date Subject Initials Subject Screen # 

2531 
Study # 

03-122085-106 

BASELINE 
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS 

1od WS lo6 1O4 KY5 ! 
I:= 

,4 I 7% 

LEFT FUND WASH 11 RIGHT HAN-D 
10-l lo” 10-* lo” 

TAR-C l-we 

mws 8-w 53 all103 
Calculations by: clts I s -I-O3 Raw data reviewed by rfl% /cfkO\ ‘a3 
Calculations Verified by: JNh / bg ‘0 I * 0 ‘;5 
*lo-* dilution is the sum of 1 .O m.L spread across 3 plates. . ..’ . 
Underlined vahres are used for calculation of CFUhL 
TNTC -Too Numerous To Count 

Investigator’s Signature: Date: I 
/mm dd 

103 
YY 

c , 

-- -. 

I 



Data Collection Form SA 

Subject Initials subject# 72 cc 5 Study No. 03-122085-I 06 
Page Nb.’ pIs-- /d 11 

AiWERSE’EVENTS 

nptorn I Event Onset Date End Date f$$ Severity f$$ Outcol 

Symptom I Event 

Fit! Comment/Note: 

SAE’ Action Onset Date End Date Y,N Severity Taken 
Outcome Rela$on- !nvestigator 

P Signature/Date 

4 . 
Initials 

Note: Severity, Relationship and Outcome MUST be determined by principal investigator. 
Severity: 1 =Mild 2=Moderate 3=Severe 

Relationship: I =D@nite 2=Probable 3=Possible 4=Unrelated 

&None Action’Taken: 1 ?=Rx Study 4=Other (specify) , .- The_rapy. 3=Discor$nued 
,- 

I Outcome: 1 =Resolved w/o c 2=Resoived & sequelae 3zOngoing -4=Death 
sequelae (describe) 

- - 
.'SeF&ous Adverse Event/Expe&nce- 

.- 



Data Collection Form 6 HTR Study No.: 03-122085-106 

FOLLOW-UP MSIT, 

wit Code Date Subj kct Initials study # II Y I 
Follow-up / Q+L22 L! 612 . Permanent #: 

mm dd FML 
-j+7+7 03-122085-106 

Viiit YY 

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps mrroundea by erythema a&/or edema 
that may be indicative of a skin infection? 

If yes, complete below: 

Comments: 

Has the subject had any health related issues since the treatment procedure? 

YES 0 NO If yes, complete below 

Comments: 



HTR Study No.: 03-122085-106 
Data Coil&&ion Form 1 

DEMOGIUPHICS!DERMATOLOGK!AL/MEDXCAL HISTORY F0R.M 
Page Fo:$Z -Gj?, 

‘) 
Visit Code Date Subject Initials Study # 

Subject 737/3 /m s/ -+lJkJ Permanent #: 
Qualification 03-122085-106 

L mmddyy FML 4 
r 

Gender: 0 Male iid Female. Age: ??a Years 

Does the subject have any of the following at the treatment sites? 

I, DERMATOLOGIC DISORDER No 

1. Psoriasis ? k/ 

Yes Don’t 
Know 

2. Eczema 7 IL/1 I 
3. Skin Cancer 1 I ./ I 
4. Skin Allergies 7 Please specify: IJ’I I 
5. Hives ? I I 

Does the Subject have any of the following (present and past)? 

II. OTHER MEDICAL INII’ORMATION 

1. Allergies.? Please specify. 

No ‘Yes Don’t 
Know 

. .A . 
Hepatitis ? 
Heart and Vascular Disease? 
Liver Disease 3 
Kidney Disease ? 

6. Tuberculosis ? 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin [ ] 

Cancer ? I 
Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 // 

10. Organ transplant 3 I I 
11. Any other condition riot listed ? Please specify: 

Is the subject taking any medication? If yes, please specify below: 

III. MEDICATION No YES Don’t 
Knnw 

1. Antibiotics, oral or systemic ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 
3. Heart Medication 3 
4. hmlin 1 I 
5. Other 7 

2 
Comments: 

1-N- I I 

Interviewer’s Signature: 



Data Collection Form 2 
INCLUSION I E%CLUSION FORM 

Visit Code Date Subject Initials 
Subject Screen #: Study # * 

Subject 
Qualification 03-122085-106 

INCLUSION CRITERIA I 



HTR Study No.: 03-122085-l 
Data Collection Form 3 Page No.: 

INTERCURRENT ILLNESS / COIfCOMTI’~ ~WEDICATION FORM 

t 

Visit Code Date Subject Initials Subject Screen #: 
2a 

Stiidy# 

Test 
Period Ollh& s/- iti Permanent #: 

mmdd yy FML 73 03-122085-106 

I. Is skin on subject’s hands and kists still free of dkrmatoses, cuts, lesions,.and other skin disorders? apes CiNo 
If no, please indicate condition: ’ 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? 6s ONo 
Ifno, please explain: 

III. Has subject been ill since the last visit? i3Yes (Complete below) !??No 

IV. Has subject used any new oral or topical medication? OYes (Complete below) mo 

Based upon the above responses, the subject is: f&kified 0 Not Qualified to continue on the study. 

Reasons for disqualification: 

TO BE COlWF%ETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

Was reaction related to treatment? mot related Cl Possibly related 0 Definitely rilated 0 Other (explain) 

Action Taken: c]None 0 Continued on study 0 Withdrawn from the study El Consulted physician 

q Medication taken (Complete below) OHospitalized 0 Other (explain) 

Additiotkl Comments: 

CONCOMITANT MEDICATION 

Comments: 

. Interviewer’s Signaee: Date: @7 I JO / 0.3 
mm dd YY 



. 

Data Collection Form 4 

HEALTHCAREPEBSONNELHANDWASHBACTEBIALCOUNTS 
CFUhL of Sampling Solution 

Test Date Subject Initials 
Subject Screen # 

I 
Study # 

03-122085-106 

BASELXNE 
LEFT HAND DILUTIONS BIGHT HAND DILUTIONS 

lOA lOA lo6 

7uJ= -Turz I* 

y- @- 31 ?-R- zYq ic 
CFUhL 2.6 WO’Counted by : “/, lo4 SF I CFUlmL 24%~ 10’ Counted by : sfp I #I /bt 

LEFT HAM) WASH 1 RIGHT HAND 
10-l 105 105 10-l 10” 10” 

-l-m Twz I& Tcr,s12 CT- 119 ;: - 

TV= rtwrr rojc T&JTtc 7-m n - 
TlIsrr 

CFuimL !,I % 10S Counted by : Counted by : SP I w?ba 

Calculations by: % I 8-f-03 I$w$tareviewedby d6 log’bl’o3 
Cahlations Verified by: (T’iB 10% ’ 
*lo-' dilution is the sum of 1.0 mL spread across 3 plates. 
Underlined values are used fur calculation of CFUlmL . 

..‘I 

TNTC -Too Numerous To Count 

Investigator’s Signature: Date: $3 I PI83 
mm dd w 



Data Collection Form $A 

Subject lniti& +g+d Subject # 7 3 Study No. 03-122085-106 

. .~ \‘I 
Page No.’ z- &9/@7 

ADVERSE EVENTS ‘@ 43 
5P6 * 

. 

I I 
Symptom I Event 

1 Action Onset Date End Date SE Severity Taken 

. . 

Note: Severity, Re’lationship and Outcome MUST be determined by principal inve,stigator. 
Severity: 1 =Mild 2=Moderate 3=Severe 

Relationship: ? =Definite 2=Probable 3=Possibie . 4=Unrelated 

Action l$keri: .I =None 

1. Outcome: l=Resolved w/o 
sequelae 

2=Rx Therapy 3?~isc&tinued Study 4=Other (specify) 

2=Resolved W/ sequelae +Ongoing 
(describe) 

'Serious Adverse Event/Experience -. 

4=Death 



. Data Collection Form 6 HTR Study No.: 03-122085-106 

FOLLOW-Up VISIT 

Visit Code 

Follow-up 
Viiit 

Date Subject Initials Study# 

03-122085-106 

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema 
that may be indicative of a skin infection? 

YES I3 ‘NO If yes, complete below: 

servatious: (Include dat 

Comments: 

Has the subject had any health related issues since the treatment procedure7 

If yes, complete below 



Data Collection Form 1 
HTR Study No.: 03-122085-106 

Page No.- * br? 
DEMOGRAPHICS/DERMATOLOGICAIJMEDICAL HISTORY FORM 

Visit Code 

Subject 

Date Subject Initiais Subject Screen #: 
25q 

Study # 

Qualification Qyg d i /s 
l.IUIlddyY 

Permanen* #: zip / PI I -T‘ 03-122085-106 
F M L , 

I Gender: Cl Female. Age: $fz Years I 
Does the subject have any of the following at the treatment sites? 

I. DERMXTOLOGIC DISORDER 

1. Psoriasis ? 
2. Eczema ? 
3. Skin Cancer ? 
4. Skin Allergies ? Please specify: 
5. Hives ? 

No YeS Don’t 
Know 

Y 

5 

Does the Subject have any of the following (present and past)? 

IL OTHER MEDICAL INFORMATION 

1. Allergies.? Please specify. 
2. Hepatitis ? 
3. Heart and Vascular Disease? 
4. Liver Disease 7 

,) 5. Kidney Disease ? 
6. Tuberculosis ? 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] huh [ ] 
8. Cancer ? 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? 
10. Organ transplant ? 
11. Any other condition not listed ? Please specify: 

. Is the subject taking any medication? If yes, please specify below: 

No ‘YW Don’t 
Know 

L/ 
/ 
1/ 

/ 
L/ 

IIL MEDICATION 

1. Antibiotics, oral or systemic ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 
3, Heart Medication 7 
4. IIlSUliU? 
5. Other ? 

z( 
Comments: 

No YES Don’t 
Know 

1 

Based on the above medical his&y, the subject is: or 0 Not qualified for the study. 
i i 

Interviewer’s Signature: (&xfp?7. lL-7w .- Date: -Q’I / a/ ) &?, 
mm dd YY Y 



Data Collection Form 2 
INCLUSION / EXCLUSION FORM 

, 
Visit Code Date Subject Initials Subject Screen #: 

2a 
Study # 

Subject 
Qualification 03-122085-106 

1 
I INCLUSION CRITERIA I I 

check one 
YES NO Subject: 

1. Is18through65years? 
2. Has signed informed consent ? 

I I 1 3. Is healthy as evidenced by responses on DCF I? 1 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders 7 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed 7 
6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing, 

showering, and handwashing during the entire study ? 
7. Is willing to refrain from using anti-dandruff shampoo during the entire study 7 

8: Is willing to retiain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 
liquids, talcs and other deodorant.kntiperspi products during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

9. Is willing to retin from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness 7 

10. Is ,willing to refrain from using topical or systemic antibiotic medication during the entire study, 
unless prescribed by a physician for an intercurrent illness 7 

11, Is willing to comply with all study protocol requirements 7 
EXCLUSION CRITERIA 

Check one . . . . 
\ YES NO N/A Subject: 

v/ 1. Is currently participating in another clinical study at this or any other facility ? 
2. Has participated in any type of hand or arm wash study within the past 7 days ? 
3. Has cuts, lesions, or other skin disorders on their hands or wrists ? 
4. Has artificial nails or nail tips? 

, 5. Has soap, detergent, antibiotic, Polysporin@ and/or perfume allergies 7 
6. Has eczema or psoriasis on their hands or wrists ? 

Female Female Male 7. Is currently pregnant ? 0 Yes 0 No Of child-bearing potential: 0 Yes II No 

r/ 0 Surgically Sterile, year - Cl Post-menopausal, year - 
lf of child bearing potential - 8-HCG Test Results: !J negative Cl positive 

0 8. Is currently lactating 7 

9. Has been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, au prgan transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis 7 

10. Has another medical condition which in the opinion of the Investigator would 
preclude participation ? 

Il. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of 
wounds, intravenous management or other bed-ridden related care roles. 

12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? 

Based upon dermatologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
Q&alified Cl Not Qualified for participation in this study. 

Reasons for disqualification: Interviewer’s Initials/Date: 

Investigator3 Signature: 



t 

HTR Study No.: 03-122085- 06 
Data Collection Form 3 Page No.:x’ 21 t 

INTERCURRENT IuNEss I CONCOMXTANT MEDICATION FORM 

Visit Code Date Subject Initials subjectect~ #: Sttidy# 

Test b-b3~/ s3 %A Jd Permanent #: 
Period , mmddy FML 74 03-122085-106 

I. Is skin on subject’s hands and&is& still free of dermatoses, cuts, lesions,‘and other skin d&orders’?& ONo 
Ifno, please indicate condition: ’ 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? &es ClNo 
Ifno, please explain 

III. Has subject been ill since the last visit’? q Yes (Complete below) dNo 

IV. Has subject used any new oral or topical medication? mes (Complete below) icr6 o 

Based upon the above responses, the subject is:&aiified 0 Not Qualified to continue on the study. 
Reasons for disqualilication.z 

TO BE COMPLETED IF SUBJECT HAS AN INTERC-URBEN TILLNESS 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

Was reaction related to treatment? mot related Cl Possibly related El Defhritely related 0 Other (explain) 

Action Taken: ONone El Continued on study 0 Withdrawn from the study 0 Consulted physician 

cl Medication taken (Complete below) OHospitalized Cl Other (explain) 

Additional Comments: 

CONCOMITANT MEDICATION 

Comments: 

. Interviewer’s Signature: Date: a?/ 40 I03 
mm dd YY 



Data Collection Form 4 
HiTR Study No.: 03-122085-106 

Page No.:= /,33, 

HJhUTHCABEPERSONNELHANDWASHBACXEBIALCOuNTS 
CFUhL of Sampling Solution 

Test Date Subject In&i& Subject Screen # 
252 

Study # 

D7 ,m,@ 7>/ A, 3 Permaaeat#: 03-122085-106 
,ma dd yy F. Mi 

LEFT HAND DILUTIONS 
104 

/rflL 
CFXJ/mL~*~~~6’ Countedby : 

BASELINE 
BIGHT HAND DILUTJONS 

104 IO” lo4 
fm 182. IIs 
-0JG izJD=e-@- 14 

CFuhLab ,,~o%e g-:’ i% I g-1 -03 5 ‘O 

LEFT IEIAM) WASH 11 RIGHT HAND 
1o-2 j 10-3 104 10“ 

/Jrm 
l& 1 

39 +.q...-J..‘~ 
- 

cm/mL a. 5 w5 Counted by : 9s ! 8-W cFu/mL d.l m:’ Counted by : Pp I two3 

Calculations by: cc)-s I field3 Raw data reviewed by W5 
Calculations Verified by: A-5 I s?.\.=bl 
*lo-’ dilution is the sum of 1 .O mT., spread across 3 plates. 
Underlined values are used for calculation of CFulmL 
TNTC -Too Numerous To Count 

lf3-A.03 

. ‘) 

Investigator’s Signature: Date: I// I 03 
mm dd YY 



. Data Collection Form 6 HTR Study No.: 03-122085-106 

FOLLOW-UP VISIT 

Visit Code Date Subject Initials study # 

Follow-up w , # Permanent #: T, &,J 
Visit mm dd YY --F-X-L 74 03-122085-106 

mm dd yy 

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema 
that may be indicative of a skin infection? 

13 YES j$NO 
ii 

If yes, complete below: 

Clinical Observations: (Include date of onset and descriptions/severity/locations, etc.) 

Comments: 

Has the subject had any health r&ted issues since the treatment procedure? 

NO If yes, complete below 

Comments: 



Data Collection Form 1 
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM 

. 
Visit Code Date Subject Screen #: Subject Initials 

254 
Study # 

Subject 
Qualification 03-122085-106 

F M L 

Gender: El Male EYfemale Age: t&? Years 

Does the subject have any of the following at the treatment sites? 

I. DERMATOLOGIC DISORDER No Yes Don’t 
Know . - 

1. Psoriasis ? 
2. Eczema ? 
3. Skin Cancer ? 
4. Skin Allergies ? Please specify: 
5. Hives ? 

Does the Subject have any of the following (present and past)? 

II. OTFIER MEDICAL INFORMATION No YeS Don’t 
Know 

1. Allergies.? Please specie. / 
2. Hepatitis ? 
3. Heart and Vascular Disease? 

F 4. Liver Disease ? I r/ I I I ._ 
5. Kidney Disease ? 
6. Tuberculosis ? 
7. Diabetes 3 Controlled? Diet [ ] Oral [ ] Insulin [ ] 
8. Cancer ? 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 

-10. Organ transplant 7 
11. Any other condition not listed ? Please specify: 

Is the subject taking any medication? If yes, please specify below: 

n _I. MEDICATION 

1. Antibiotics, oral or systemic ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs 7 
3. Heart Medication ? 
4. IUSUlill? 
5. other ? 

No Yes Don’t 
77, ̂ ._. 

I Comments: 

Based on the above medical history, the subject k: or 0 Not qualified for the study. 

Interviewer’s Signal&e: Date: -0 ? I 2 f 1 @ 3 
mm dd YY 

U‘ 
- -. 



Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

Visit Code Date Subject Initials Subject Screen #: Study # 

Subject 
Qualiication 03-122085-106 

1 
I INCLUSION CRITERIA 1 

Check one 
YES NO Subject: 

1. Is 18 through 65 years ? 
2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCF 1 7 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? . 

6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing, 
showering, and handwashing during the entire study 7 

7. Is wilImg to refrain from using anti-dandruff shampoo during the entire study ? 

8: Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 
liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness 7 

10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study, 
unless prescribed by a physician for an intercurrent illness 7 

11. Is willing to comply with all study protocol requirements ? 
EXCLUSION CRITERIA 

Check one ... . 
YES NO ‘NIA Subject: 

1. Is currently participating in another clinical study at this or any other facility ? 
2. Has participated in any type of hand or arm wash study within the past 7 days ? 
3. Has outs, lesions, or other skin disorders on their hands or wrists 7 
4. Has artificial nails or nail tips? 

, 

Female Female Male 

5. Has soap, detergenf, antibiotic, Polysporin@ and/or perfume allergies ? 
6. Has eczema or psoriasis on their hands or wrists ? 
7. Is currently pregnant 2 Cl Yes EM% Of child-bearing potential: 0 Yes WNo 

W Surgically Sterile, year m Cl Post-menopausal, year 
If of child bearing potential - P-HCG Test Results: Cl negative 0 positive 

8. Is currently lactating 7 

9. Has been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis ? 

10. Has another medical condition which in the opinion of the Investigator would 
preclude participation ? 

11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of 
wounds, intravenous management or other bed-ridden related we roles. 

12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? 

Based upon dermatologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
’ @&alified 0 Not Qualified for participation in this study. 

Interviewer’s InitialslDate: df / 87-a/ ;03 -_- 
*) 

Reasons for disqualifi~tion: I 

Investigatori Signature: 
Date: & I Fddl. 673 mm YY I - -. -. 



HTR 
Data Collection Form 3 

StudyNo;O;z;3:-$0 

INTERCURREN’IJ ILCNESS / CONCOMXJXNT MEDICATION FORM 

Visit Code Date Subject Initials Subject Screen #:. 
d.56 Stu’dy # 

Test 
Period 61/3Q/e3 &.I -r iv Permanent #: 

mmddyy F-G--E-- 75 03-122085-106 

-I 

I. Is skin on subject’s hands and tits still tiee of dermatoses, cuts, lesions,‘and other skin disorders? d es DNo 
If no, please indicate condition: . 

Il. Has subject used non-antibacterial soap and followed the instructions in Appendix B? C;3l;‘es UNo 
Ifno, please explain: 

III. Has subject been ill since the last visit’? OYes (Complete below) Ho 

IV. Has subject used any new oral or topical medication? q Yes (Complete below)& 

Based upon the above responses, the subject is: 6 ualified 0 Not Qualified to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT IlLLNESS 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

Was reaction related to treatment? ONot related U Possibly related 0 Definitely related Cl Other (explain) 

Action Taken: ENone D Continued on study Cl Withdrawn from the study 0 Consulted physician 

Cl Medication taken (Complete below) 17Hospitalized Cl Other (explain) 

Additiona Comments: 

CONCOMITANT MEDICATION 

Comments: 

- Interviewer’s Signage: 
L 

Date: @7 / au / UN3 
mm dd YY 

- 



Data Cokction Form 4 
HTR Study No.: 03-122085-106 

Page No.: 3at‘ 6 77 

FIEALTIXCABEPEBSONNEL=4NDWASHBACITGUALCOUNTS 
CFU/mL of Sampling Solution 

Study # 

03-122085-106 
1 

BASELINE 
LEFT ELAND DILUTIONS BIGHT HAND DILUTIONS 

1n-4 I 1 n-3 I ld rn-4 I , n-5 I rn-6 

I LEFT HAND WASH 1 RIGHT EIAND 

Comtedby: w/@~/e’Z CFUhL J.~x’os Counted by : =? I we. 1 

Calculations by: ct5 I S-f-03 Raw data reviewed by ‘&‘i f 8*\.=3 
Calculations Verified by: Gtc 5 / %*\.03 
*lo-' dilution is the sum of 1.0 niL. spread across 3 plates. 
Undertied values are used for calculation of CFUhL 
TNTC -Too Numerous To Count 



Data Collection Form 6 

FOLLOW-UP VISIT 

Visit Code 

Follow-up 
visit 

Date Subject Initials Study # 

03-122085-106 

Date Subjxbj,G..zF: 

m da ye mm da yy 
Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema amYor edema 
that may be indicative of a skin infection? 

0 YES NO 
7 

If yes, complete below: 

Clinical Observations: (Include date of onset and descriptions/severity/locations, etc.) 

Comments: 

Has the subject had any health related issues since the treatment procedure? 

0 YES 
% 

NO If yes, complete below 

Comments: 



H.TR Study No.: 03-122085-106 
Data Collection Form 1 Page No. s c &H 

DEMOG3UPHICS/DERMATOLOGICAL/MRDRXL HISTORY FORM 

Visit Code Date Subject Initials Study # 

Subject 
Qualification ljy-l/‘;;2\ /a c / Cl c Permanent#k 03-122085-106 

mmdd yy -??--%i-i 

0 Female Age: ,% Years 

Does the subject have any of the following at the treatment sites? 

I. DERlWATOLOGIC DISORDER 

1. Psoriasis ? 
2. Eczema ? 
3. Skin Cancer ? 
4. Skin Allergies ? Please specify: 
5. Hives ? 

Yes Don’t 
Know 

Does the Subject have any of the following (present and past)? 

II. OTHER MEDICAL INFORMATION 

1. Allergies.? Please specie. 
2. Hepatitis ? 
3. Heart and Vascular Disease? 

Liver Disease 7 
Kidnev Disease ? 

No ‘YES Don’t 
Know 

I / 
i/ 
c/ 
v 
/ 

6. Tuberculosis ? 
7. Diabetes? Controlled? Diet [ ] Oral [ ] Insulin [ ] 
8. Cancer ? I/ 
9. Auto-immune disease (Lupus erythematosus, tbyroiditis, AIDS, etc.) ? (/’ 
10. organ transplant ? 
11. Any other condition not listed ? Please specify: ./ 

Is the subject taking any medication? If yea, please specify below: 

III. MEDICATION 

1. Autibiotics. oral or svstemic 7 

No Yes Don’t 
Know 

I 

-. .I . - I I 
2. Cortisone, Steroids, ACT%?, Anti-reaction Drugs 7 IL/ I I 

t 3. Heart Medication ? I/ I I 1 -. 
4. TllSUlill? / 
5. Other ? / 

I Comments: 

I 

Based on the above medical history, the subject is: d Qualified or 0 Not qualified for the study. 

Interviewei’s Signature: . 
zz$Q&.&& 

DateI c>7 -I 01 1. Q& 
mm dd YY 

. . 



Data Collection Form 2 
XNCLUSION / ~xx,,UsX0N FORM 

Visit Code Date Subject Initials Study # 

Subject 
Qualification 

07/ al /_a3 c , cl c2 Permanent 03-122085-106 
EUllddW f m 1 - ~~~ 

Check one 
YES NO 

! 

INCLUSION CRITERIA 

Subject: 
1. Is lSthrough65years? 
2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCF 1 7 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? 
6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing, 

showering, and handwashing during the entire study 7 
7. Is willing to refrain from using anti-dandruff shampoo during the entire study ? 
8: Is willing to refrain from using body lotions, medicatedlantibacterial lotions, creams, oils, dishwashing 

liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

9. Is willing to ref?ain from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness 7 

/ 
. 10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study, 

uxiless prescribed by a physician for an intercurrent illness ? 

/ 11, Is willing to comply with all study protocoS requirements ? 
EXCLUSION CRITERIA 

Check one .‘. . 
YES NO N/A Subject: 

1. Is currently participating in another clinical study at this or any other facility ? 
2. Has participated in any type of hand or arm wash study within the past 7 days 1 

/ 3. Has cuts, ‘lesions, or other skin disorders on their hands or wrists 1 I I I 

I/I 4. Has artificial nails dr nail tips? 

./ 

Female Female Male 

5. Has soap, detergent, antibiotic, PolysporWB and/or perfume allergies ? 
6. Has eczema or psoriasis on their hands or wrists ? 
7. Is currently pregnant ? 0 Yes 0 No Of child-bearing potential: 0 Yes Cl No 

0 Surgically Sterile, year __ 0 Post-menopausal, year 
If of child bearing potential - fl-HCG Test Results: 0 negative 0 positive 

8. Is currently lactating ? 

/ 

9. Has been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, an :organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis ? 

/ 
10. Has another medical condition which in the opinion of the Investigator would 

preclude participation ? 

CL 
11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of 

wounds, intravenous management or other bed-ridden related care roles. 
12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? 

Based upon derma 
2 

logic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
Qualified II Not Qualified for participation in this study. 

Reasons for disqualifi+ion: Interviewer’s Initials!Daic:c I 7bi Ibs 
Irlvestigator;s signature: Date: -- $? I f dd I m 

rnn~ -YY 



Data Collection Form 3 
INTERCURRJWT ILLNESS / CONCOMlTANT IMEDICATION FORM 

Viiit Code Date Subject Initials Sttidy # 

Test Permanent #: 
Period &I mod Cl x I@ 

lllICZ-Yy FML 76 03-122085-106 

I. Is skin on subject’s hands and wrists still free of dermatoses, cuts, lesions, and other skin disorders? &s ClNo 
If no, please indicate condition: 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B?&es ONo 
If no, please explain: 

III. Has subject been ill since the last visit? q Yes (Complete below) NO 

IV, Has subject used any new oral or topical medication? q Yes (Complete below) &&IO 

Based upon the above responses, the subject is: 63/qualified 0 Not Qualified to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IJ? SUBJlECT HAS AN INTERCURIXENT ILLNESS 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

Was reaction related to treatment? DNot related 0 Possibly related 0 Definitely related Cl Other (explain) 

Action Taken: ONone 0 Continued on study Cl Withdrawn from the study U Consulted physician 

0 Medication taken (Complete below) q Hospitalized cl Other (explain) 

Additional Comments: 

CONCOl%ITANT MEDICATION 

Comments: 

- Interviewer’s Signature: Date: 07 I &r / 03 
mm dd YY 



Data Collection Form 4 
HTR Study No.: 03-122085-106 

Page No.: 36t -/139 2 

HEALTHCAREPERSONHELHANDWASHBACTERULCOUNTS 
CFufmL of Sampling SoIution 

Test Date Subject Initiab Subject Screen # 
m3 

07 m/63. _(r_r L/C Permauent#k -- 76 xnm dd yy F- M L 

Study # 

03-122085-106 
1 

BASELINE I 
LEFT HAND DILUTIONS 1 

LEEYiY HAND WASIT 11 RIGHT HAND 

Calculations by: Y% ! 7 *3l* 71~3 Raw data reviewed by 504 / g4.03 
Calculations Verified by: m’8 I* 08~0t~Os 
*lo-’ dilution is the sum of 1 .O mL spread across 3 plates. QJNB 0%*01-o 3 
Underlined values are used for calculation of CFVhL 
TNTC - Too Numerous ‘JI’o Count 

Investigafor’s Signature: Date: / 4 I L73 
mm dd YY 



. Data Collection Form 6 HTR StudyNo.: 03-122085-106 

FOLLOW-UP VISIT Page No.:x-&!U33 

i 

Visit Code 

Follow-up 
Viiit 

Date Subject Initials Study # 

03-122085-106 

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema 
that may be indicative of a skin infection? 

0 Y-ES 
F 

NO If yes, complete below: 

Clinical Observations: (Include date of onset and descriptions/severity/locations, etc.) 

Comments: 

Has the subject had any health related issues since the treatment procedure? 

If yes, complete below 

Comments: 

I 

‘mm dd YY 



i 

HTR Study No.: 03-122085-106 
Data Collection Form 1 

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HIISTORY FORM 

Visit Code Date Subject Initials Study # 

Subject 
Qualification 07121103 E/cm3 Pemanent#: 7? 03-122085-106 

mm dd yy -i?-ML i 

Gender: 0 Male d Female . + 

Does the subject have any of the folIowing at the treatment sites? 

Age: q Years 

1. DERMATOLOGIC DISORDER 

1. Psoriasis ? 
2. Eczema ? 
3. Skin Cancer ? 
4. Skin Allergies 7 Please specify: 
5. Hives ? 

Does the Subject have any of the foilowing (present and past)? 

No Ye.9 Don’t 
Know 

l+ 
L/j 

Il. OTHER MEDICAL INFORMATION 

1. Allergies.7 Please specify. 
2. Hepatitis ‘i’ 
3. Heart and Vascular Disease? 

11 :: 
Liver .Disease ? 
Kidney Disease ‘7 

6. Tuberculosis ? 
7. Diabetes? Controlled? Diet [ ] Oral [ ] &&in [ ] 
8. Cancer 7 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 
10. Organ transplant ? 
11. Any other condition not listed 7 Please specify: 

No/ ‘Yes Don’t 
Know 

lb- 
/ 
/ 

V, 
V, 

J 

Is the subject taking any medication? If yes, please specify below: 

IIL MEDICATION 

1. Antibiotics, oral or systemic 7 
2. Cortisone. Steroids, ACTH, Anti-reaction Drugs ? 

Yes Don’t 
Know 

v, 
I// 
” , 

3. Heart Medication ? “//A 
4. lUSti? f/ 
5. Other ? I/ 

I / 

or b Not qualified for the study. 

mm dd YY - _ 



Data Collection Form 2 
INCLUSION / EXCLUSION FORM 

Visit Code 

Subject 
Qualification 

Date &bject Initials Subject Screen #: 
459 Study # 

L7 5. J &j Permanent #: 5 k ; Jf 03-122085-106 
w 

INCLUSION CRJTERIA I 
.- 

Check one 
YES/ NO Subject: 

/ 1. Is 18through65years? 

lu 2. Has signed informed consent 7 
3. Is healthy as evidenced by responses on DCF 17 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? 
6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing, 

showering, and handwashing during the entire study ? 
7. Is willing to reWn from using anti-dandruff shampoo during the entire study ? 

8: Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 
liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a 

/ physician for an intercurrent illness ? 
r 

9. Is willing to re&aln from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

11. Is willing to comply with all study protocol requirements ? 
EXCLUSION CRITERIA 

1. Is currently participating in another clinical study at this or any other facility 7 
2. Has participated in any type of hand or arm wash study within the past 7 days ? 
3. Has cuts, lesions, or other skin disorders on their hands or wrists ? 

CfQualified 0 Not Qualified for participation in this study. 

4. Has artificial nails or nail tips? 

5. Has soap, detergent, antibiotic, Polysporin@ and/or perfume allergies ? 
6. Has eczema or psoriasis on their hpds or wrists ? / 

Male 7. Is currently pregnant 7 0 Yes dNo Of child-bearing pot ‘al: Cl Yes d 
0 Surgically Sterile, year - P Post-menopausalN;ear 200~ 

. If of child bearing potential - P-HCG Test Results: 0 negative 0 positive 

J/ 
8. Is currently lactating 7 

/ , 9. Has been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, an organ transplant, au immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroid& or rheumatoid arthritis ? 

10. Has another medical condition which in the opinion of the Investigator would 
preclude participation 7 

11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of 
wounds, intravenous management or other bed-ridden related care roles. 

12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? 

Based upon dermaplogic evaluation and tbc information contained in Data Collection Forms 1 and 2, the subject is: 



Data Collection Form 3 
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM 

Visit Code Date Subject Initials Subject Scc&p #: Stu’dy # 

Test 
Period 03-122085-106 

1 

I. Is skin on subject’s hands and wrists still free of dermatoses, cuts, lesions,.and other skin disorders? ET4 es UN0 
If no, please indicate condition: . 

II. Has subject used non-antibacterial soap and foliowed the instructions in Appendix B’? i&Yes ONo 
If no, please explain: 

III. Has subject been ill since the last visit? ClYes (Complete below) d No 

IV. Has subject used any new oral or topical medication? UYes (Complete below) @ii o 

Based upon the above responses, the subject is: k$(dualified 0 Not Qualified to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

Was reaction related to treatment? mot related Cl Possibly related 0 Definitely related 0 Other (explain) 

Action Taken: ONone 0 Continued on study 0 Withdrawn from the study U Consulted physician 

D Medication taken (Complete below) OHospitalized q Other (explain) 

Additional Comments: 

. 

CONCOMITANT MEDICAnON 

Comments: 

. Interviewer’s Signature: Date: 07 / 28 i03 
mm dd YY 

I 



Data Collection Form 4 

FIEALTH CARE PERSONNEL HANDWASE BACTERIAL COUNTS 
CFU/mL of Sampling Solution 

Study # 

03-122085-106 

BASELINE 
LEFT EAND DILUTIONS RIGHT HAND DILUTIONS 

lo” 

TiL 1% 2Y6 -A&i 
W5 

;P-6 
-TlqL i-s 23 -6@iG 1 175 5 

CFTJh.L J .bK lb’ Counted by : m@ /07%‘4j cFuhnL/: 6 m7 CGy : ml3 /mw?3 

LEFT HAND WASH 1 RIGHT HAND 
10” I lo” lo4 10” I lo5 lo4 

Tic &-- b 
ml-6 -NrG -3%, 7 -l-NW 
TQJiL --ntiT~ 

CFuhlL 323x RJ Counted by : rid% f67*@@ CFUlmL&6 Y/b y Countedby:m /074o*Qg 

I LEFTFUND WASH 11 RIGHT HAND 

Counted by : JhJo / 

Calculations by: fl I7*3!*3 Raw datareviewedby 5LIS / 84*03 
Calculations Verified by: <?7?& 
*lo-’ dilution is the sum of 1.0 mL spread across 3 plates. 
Underlined values are used for calculation of CFUhL 
TNTC - Too Numerous To Count 

Investigator’s Signature: Date: 6 



Data Collection Form 5A 

Subject initials ES13, Subject # 7 7 

. ‘3 t 1 
ADVE3XSEEVENTS 

Study No. 03-l 22085-I 06 
Page No.’ x- b?% 

Note: Seoerity, Re’fationship and Outcome MUST be determined by principal investigator. 
Severity: 1 =Mild Z=Moderate 3=Severe 

Relationship: -l=Definite 2=Probable 3=Possible 4=Unrelated 

Action Taken: .I =None 2=Rxtherapy 3=Discontinued Study -4=Other (specify) 

Outcome: 1=R&olved wlo 
sequelae 

2=Resolved wf sequelae +t)ngoing 
(describe) 

4=Death 

?Serious Agverqe Evenf/Exp&ience 

L I 



. Data Collection Form 6 HTR Study No.: 03-122085-106 

FOLLOW-UP VISIT PageNo.:clE:) 63q 

Visit Code, Date Subject Initials 
It 

Study # 

i Follow-up 
Permanent #: 

Visit 
m=/fi fi el ’ - 77 03-122085-106 

mm dd F ML 
@ 7128103 a%, 

Date Subject Entered the $tudy: Follow-Up Viiit Date: 
031 01103 --- 

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema 
that may be indicative of a skin infection7 

YES Cl ‘NO If yes, complete below: 

‘Clinical Observations: 

:j 

Has the subject had any health related issues since the treatment procedure? 

If yes, complete below 

Comments: 

/ 



Data Collection Form 1 
DEMOGRAPHICS/OLOGICAL/MEDICAL HISTORY FORM , 

Visit Code Date Subject Initials Subject Screen #: 
17 

Study # 

Subject Permanent #: 
Qualification 7% 

03-122085-106 

Gender: Cl Male Id Female. Age: f?? Years I 

Does the subject have any of the following at the treatment sites? 

I. DERMATOLOGIC DISORDER 

1. Psoriasis ? 
2. Eczema ? 
3. Skin Cancer 7 
4. Skin Allergies ? Please specify: 
5. Hives ? 

Does the Subject have any of the following (present and past)? 

Yes Don’t 
Know 

II. OTHER MEDICAL INFORMATION No 

1. Allergies.‘? Please specify. . 
2. Hepatitis ? A 
3. Hesrt and Vascular Disease? 

,i 1 :: 
Liver Disease 7 u/ 
Kidney Disease 7 4 

6. Tuberculosis ? 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin [ ] J 
8. Cancer ? I 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? 
10. Organ transplant ? 5 
11. Any other condition not listed 7 Please specify: #fT, &b (o 1 d 

Is the subject taking any medication? If yes, please specify below: ’ dSteah$h~i+i 3 

‘YeS Don’t 
Know 

v’ 

IIL MEDICATION 

Based on the above medical history, the subject is: 
.\ -_ . 

Intervieweh Signature: . 
&, &.W 

Not qualified for the study. 1 
Date: -c)3 / a31 / O-3 

mm dd YY 



Data Collection Form z 
INCLUSION I EXCLUSION FORM 

Visit Code Date Subject Initials Subject Screen #: 
13 / 

Study # 

Subject 074 ,_y3 Iv/!& N Permanent #: 
Qualiication - - 03-122085-106 

mm dd yy fml 
INCLUSION CRITERIA 1 

Check one 
YES NO 

2 
J 

Sribject: 
1. Is18through65years7 
2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCF 17 

7 I- I 4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? I 

IA I 1 5. Has fmgemails that extend no longer than approximately one (1) mm past the nail bed ? ~~ ~-1 
6. Is willing to refrain fi-om using antimicrobial soaps (liquids and/or bars) for bathing, 

showering, and handwashing during the entire study ? 
7. Is willing to refrain from using anti-dsndruE shampoo during the entire study ? 
8: Is willing to re&ain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 

liquids, talcs and other deodorantiantiperspi products during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

/- 
9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a 

physician for an interourrent illness ? 

1‘ 10. Is ,tilling to refrain from using topical or systemic antibiotic medication during the entire study, 
unless prescribed by a physician for an intercurrent illness ? 

11. Is willing to comnlv with all studv nrotocol reauirements ? 

I EXCLUSION CRITERIA I 

_ I Check one . . . . 
) YES NO N/A Subject: 

/ 1. Is currently participating in another clinical study at this or any other facility 7 
2. Has participated in any type of hand or arm wash study within the past 7 days ? 
3. Has cuts, lesions, or other skin disorders on their hands or wrists ? 
4. Has artificial nails or nail tips? 

5. Has soap, detergent, antibiotic, Polysporin@ andforperfume allergies 7 
6. Has eczema or psoriasis on their hands or wrists ? 

Female Female Male 7. Is currently pregnant ? 0 Yes fiNo Of child-bearing potential: 0 Yes d No 
0 Surgically Sterile, year - .Ef Post-menopausal, year 1970 

If of child bearing potential - P-HCG Test Results: 0 negative Cl positive 

./ 
8. Is currently lactating 7 

9. Has been medically diagnosed as having a medical condition such as: diabetes, 

./ 
hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis 7 

, 10. Has another medical condition which in the opinion of the Investigator would 
preclude participation ? 

/ 
Il. Has sny responsibility for care of children under age 3, or has responsibilities for diapering, care of 

.: wounds, intravenous management or other bed-ridden reiated oar-e roles. 
I 12. Has a known sensitivity to isopropyl alcohol or the ingredients in’antibacterial soaps ? 

I I 

Based upon dermatologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
dQualified 0 Not Qualified for participation in this study. 

Interviewer’s Initials/Date: 
1 

Reasons for disqualification: 

InvestigatoA Signature: &J*. 

I 
c -L ,,,-,,, - 

\/ YY 

-. 



Data Collection Form 3 
IN’IERCURREIVI’ ILLNESS / CONCCkTANT MEDICATION FORM 

Visit Code Date Subject Initials Subject fc+er #: stu?Iy # 

Test 67 Lx/a3 M Ia,& Permanent #: 
Period --gz- --F--G-L 78 03-122085-106 

I. Is skin on subject’s hands and wrists still free of dermatoses, cuts, lesions, and other skin disorders? &es ON0 
If no, please indicate condition: ’ 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B?- BG es CiNo 
Ifno, please explain: 

III. Has subject been ill since the last visit? OYes (Complete below) &No 

IV. Has subject used any new oral or topical medication? !JYes (Complete below) t!& 

Based upon the above responses, the subject is: d Qualified 0 Not Qualified to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: 

Describe condition: 

Date Reported: bate Resolved: 

Was reaction related to treatment? CiNot related 0 Possibly related 0 Definitely related 0 Other (explain) 

Action Taken: ONone 0 Continued on study 0 Withdrawn from the study 0 Consulted physician 

II Medication taken (Complete below) ClIIospitalized 0 Other (explain) 

Additionai Comments: 

CONCOlMITANI’ MEDICATION 

Comments: 

- Interviewer’s Signature: Date: 03 I 28 / 03 
mm dd YY 



HTR Study No.: 03-1220 
Data Collection Form 4 Page No.: x /# 

HEALTH Cm PERSONNEL HANI)WASH BACTERIAL COUNTS 
CJ?U/mL of Sampling Solution 

Test Date Subject Initials Subject Screen # 
I7 I 

study # 

tzypq )‘I / Ah’ Permay;#: 03-122085-106 
YY F. M L 

BASELINE 
LEFT HAND DILUTIONS 

I 
RIGHT HAND DILUTIONS 

lo4 lo” I 10-6 t ll+ I 1 n-5 I Ill-6 

Calculations by: ,D Raw data reviewed by sa+- / 53.4’63 
Calculations Verified by: m- /0%~01~03 
*lo-’ dilution is the sum of 1 .O mL spread across 3 plates. 
Underlined values are used for calculation of CFCJ/&., 

TNTC - Too Numerous To Count 
80Dtd not &an& due -IQ ctud@dih 04 h pl&e . S)% b7*30*03 

J I 
Investigator’s Signature: Date: h//id3 

I mm dd Y - w 



Data Collection Form 6 

FOLLOW-UP VISIT 

Visit Code Date Subject Initials Subject Screen #: 
t7 I Study# 

i 
I Follow-up 03-122085-106 

Visit 

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema 
that may be indicative of a skin infection? 

0 YES 
i”F 

NO If yes, complete beldw: 

Clinical Observations: (Include date of onset and descriptions/severity/locations, etc.) 

Has the subject had any health related issues since the treatment procedure? 

Eyes, complete below 

dd YY 



HTR StudyNo.: 03-122085-106 
Data Collection Form 1 Page No.*~A~ 

DEMOGRAPHK!S/DERMATOLOGRXL/MEDKXL HISTORY FORM 

Visit Code Date Subject Initials Subject Screen #: 
/‘I~ 

Study # 

Subject 
Qualification 

a7 /S//&J L/J /2( h-manent# 03-122085-106 
mmddyy F-K-Z- 

Gender: Cl Male d Female Age: &? Years 

Does the subject have any of the following at the treatment sites? 

L DERMATOLOGIC DISORDER 

1. Psoriasis 2 
2. Eczema ? 
3. Skin Cancer ? 
4. Skin Allergies ? Please specify: 
5. Hives ? 

Does the Subject have any of the following (present and past)? 

Yes Don’t 
Know 

IL OTHER MEDICAL INFORMATION No ‘Yes Don’t 
Knnw 

r--- I ~~ . AiIerties.? Please specify. I 
2. Hepatitis 7 I/ 
3. Heart and Vascular Disease? I/ -~~ .~~ 

Liver Disease 7 
Kidney Disease ? 

J I 
J 1 

I 6. Tuberculosis ? I/ I I I 
Diabetes ? Controlled? Diet [ ] Oral [ J &lin [ ] > 

I 1 J 

7; 
8. Cancer ? L/ 
9. Auto-immune disease (Lupus erythematosus, thyroid& AIDS, etc.) ? 
10. organ transplant 7 r/ 

1 11. Any other condition not listed 7 Please specify: J 

Is the subject taking any medication? If yes, please specify below: 

IX. MEDICATION 

1. Antibiotics, oral or systemic ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs 7 
3. Heart Medication ? 
4. IILSti? 
5. Other 7 

Comments: 

No YES Don’t 
Know 

r/ 

5 
J 
J 

Based on the above medical history, the subject is: ealified or 0 Not qualified for the study. .- 
1 ._ 

Interviewer’s Signature: $99 v&q.d& _ - Date: &A f acdf @ 
YY 1 - _ 



Data Collection Form 2 
INCLUSION / I?,xCLuSION FORM 

Visit Code Date Subject Initials Subject Screen #: 
/lo 

Study # 

Subject 07dll& A-/J 15 Permanent #: 

t 
Qualifxation ---- --- 03-122085-106 

mm dd yy f m 1 
INCLUSION CRITERIA 

I 

Check one 
YES 

/ 

NO Subject: 
1. Is 18through65years? 
2. Has signed informed consent ? 

.I 

3. Is healthy as evidenced by responses on DCF 17 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 

i/ 

/ 

J 

u, 

l/’ 

5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? 
6. Is willing to reflain from using antimicrobial soaps (liquids ad/or bars) for bathing, 

showering, and handwashing during the entire study ? 
7. Is willing to refrain from using anti-dandruff shampoo during the entire study ? 
8.’ Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 

liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a 
physician for an intercurrent illness 7 

9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

10. Is willing to retin from using topical or systemic antibiotic medication during the entire study, 
&less urescribed bv a nhvsiciau for an intercurrent illness ? 

/-I 1 11. Is willing to comulv with all study urotocol reauirements ? I 
EXCLUSION CRITERJA I 

Check one .-, 
YES NO NIA Subject: 

J 1. Is currently participating in another clinical study at this or any other facihty 7 

J 2. Has participated in any type of hand or arm wash study within the past 7 days ? 

/ 3. Has cuts, lesions, or other skin disorders on their hands or wrists ? 

J 4. Has artificial nails or nail tips? 

r/ 5. Has soap, detergent, antibiotic, Polysporincj, and/or perfume allergies ? 

I t/I 1 6. Has eczema or psoriasis on their hands or wrists ? 1 I 

Wo 
1 

7, Is currently pregnant 7 0 Yes Of child-be ’ bale Female Male Cl No 
‘fl 

g potential: 0 Yes 
W Surgically Sterile, year /47 8 0 Post-menopausal, year __ 

J If of child bearing potential - fi-HCG Test Results: 0 
7 

negative Cl positive 

J 
8. Is currently lactating 7 Qlh&lr, %*isc-o3 

9. Has been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, an prgan transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis ? 

10. Has another medical condition which in the opinion of the Investigator would 
preclude participation ? 

11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of 
wounds, intravenous management or other bed-ridden related care roles. 

12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? 

ogic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
0 Not Qualified for participation in this study. 



Data Collection Form 3 
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM 

Visit Code Date Subject Initials Subject Screen #: 
/747 ! Slxidy# 

Test 
Period d17/8%3 k I J , +J Permanent #: 

mm dd yy --F-%-T 79 03-122085-106 

I. Is skin on subject’s hands and wrists still free of dkmatoses, cuts, lesions, ‘and other skin disorders? 
&s*t$-p%L 

Ifno, please indicate condition: ’ 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? l&es ONo 
Ifno, please explain: 

III. Has subject been ill since the last visit? OYes (Complete below) 630 

IV. Has subject used any new oral or topical medication? Dyes (Complete below) i% 

Based upon the above responses, the subject 1s. -6 ualified 0 Not Qualified to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

Was reaction related to treatment? ONot related Cl Possibly related 0 Definitely related 0 Other (explain) 

Action Taken: ONone 0 Continued on study Cl Withdrawn from the study 0 Consulted physician 

0 Medication taken (Complete below) ClHospitalized 0 Other (explain) 

Additional Comments: 

CONCOMITANT MEDICATION 

Comments: 

- Interviewer’s Signawe: * Date: 03 / a f I m 
mm dd YY i 



Data Collection Form 4 
HTR Study No.: 03-122085- 06 

Page No.: x c bqh 

HEALTEt CARE PERSONNEL EANDWASR BACTERIAL COUNTS 
CFU/mL of Sampling Solution 

Test Date Subject InitiaIs Subject Screen # 
r7o 

07 I 28 I As Permanent#: I- I 5- 15 79 mm dd yy F. M 7 

Study # 

03-122085-106 

BASELINE 
LEFT YzIAND DILUTIONS RIGHT HAND DILUT 

1oa I lo” I lo-6 
I IONS 

lo4 
I5 

7M- 34, 23 cd 

CFU/mL/. ‘I&@ ‘Counted by : m /07*30 ‘&’ 

Calculations by: -7x 17.3100 ol)aw data reviewed by 
Calculations Verified by: m$3 . . 
*lo-’ dilution is the sum of 1.0 mL spread across 3 plates. 
Underlined values are used for calculation of CFUlmL 
TNTC -T&o Numerous ‘J?o Count 

Investigator’s Signature: Date: 



. Data Collection Form 6 

FOLLOW-UPVISIT 

H.~3.t~~0342’X?4-106 

Visit Code Date Subject Initials Subject Screen #: 
174 Study # 

Follow-up o& OJ 43 L / J-I s P-Y-#: 
Visit YY FML 03-122085-106 

mm dd 

Date Subject Entered the gtudy: 

U7lZJ103 --- 

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by exythema and/or edema 
that may be indicative of a skiu infection? 

c3 YES NO 
r 

If yes, complete below: 

Clinical Observations: (Include date of onset and descriptions/se$erity/locations, etc.) 

Comments: 

Has the subject had any health related issues since the treatment procedure? 

cl YES 

P 

NO Eyes, complete below 

Comments: 

&r 
‘mm 

?,a3 
dd YY 



Data Collection Form 1 
HTR Study No.: 03-122085-106 

Page N0.G -650 
DEMOGRAPHICXDERMATOLOGICAL/MEDICAL HISTORY FORM 

Visit Code Date Subject Initials Subject Screen #: 
p?T 

Study # 

Subject 
Qualification 03-122085-106 bif &I 0 3 & / b .j 

mm dd yy F M L 
Permanent #‘qo 

Gender: d Male 0 Female. Age: 55 Years 1 

:! j 

i 

Does the subject have any of the following at the treatment sites? 

I. DERMATOLOGIC DISORDER 

1. Psoriasis ? 
2. Eczema ? 
3. Skin Cancer ? 
4. Skin Allergies ? Please specify: 
5. Hives ? 

No Yl?S Don’t 
Know 

/ 

/ 

Does the Subject have any of the following (present and past)? 

II. OTHER MEDICAL INFORMATION 

1. Allergies.? Please specify. 

No .Yi%S Don’t 
Know 

/ 
2. Hepatitis ? 
3. Heart and Vascular Disease? 
4. Liver Disease 3 
5. Kidney Disease ? 
6. Tuberculosis 7 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin [ ] 
8. Cancer ? 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? 
10. Organ transplant ? 
11. Any other condition not listed ? Please specify: 

Is the subject taking any medication? If yes, please specify below: 

IIL MEDICATION 

1. Antibiotics, oral or systemic 7 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 
3. Heart Medication ?b,aa R&-q 9 \ rdw 
4. IUdll? u J 

5. Other ? 

Comments: 

1 
1 

Yes Don’t 
Know 

Based on the, above medical history, the subject is: 

Interviewer’s Signature: 

I 

or 0 Not qualified for the study. 

Date: 67 I a/ -1 --ny - 
mm dd YY 

I 



Data Collection Form 2 
INCLUSION I EXCLUSION FO- 

Visit Code Date Subject Initials Study # 

Subject 
Qualification ~7&31/03 E ,L I3 Permanent#: w 03-122085-106 

mm dd yy f m 1 
INCLUSION CRITERIA 1 

Check one 
YES NO Subject: 

r/l 1 1. Is18throueh65vears7 I 
2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCF 1 ? 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed 7 

6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing, 
showering, and handwashing during the entire study 7 

7. Is willing to refram from using anti-dandruff shampoo during the entire study 1 
8: Is willing to refrain from using body lotions, medicated/autibaeterial lotions, creams, oils, dishwashing 

liquids, talcs and other deodorantlantiperspi products during the entire study, unless prescribed by a 
physician for an intercurrent ilhress ? 

9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

10. Is willing to reftain from using topical or systemic antibiotic medication during the entire study, 
unless prescribed by a physician for an intercurrent illness ? 

11. Is willincr to comulv with all study urotocol reauirements ? 
EXCLUSION CRITERIA 

Check one . . . 
\, 
\! YES NO N/A Subject: 

1. Is currently participating in another clinical study at this or any other facility 7 
2. Has participated in any type of hand or arm wash study within the past 7 days ? 
3. Has cuts, lesions, or other skin disorders on their hands or wrists ? 
4. Has artificial nails or nail tips? 

5. Has soap, detergent, antibiotic, Polysporin@ and/or perfume allergies ? 
6. Has eczema or psoriasis on their hands or wrists 7 

Female Female Male 7. Is currently pregnant? 0 Yes Cl No Of child-bearing potential: Cl Yes 0 No 

/ 
0 Surgically Sterile, year - 0 Post-menopausal, year - 

If of child bearing potential - b-HCG Test Results: II negative 0 positive 
v/ 8. Is currently lactating 7 

9. Has been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, an prgan transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, tbyroiditis or rheumatoid arthritis 7 

10, Has another medical condition which in the opinion of the Investigator would 
preclude participation ? 

A. 
11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of 

wounds, intravenous management or other bed-ridden related care roles. 
12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps 7 

&.sed upon derm 
z 

logic evaluation and the, information contained in Data Collection FOITXIS 1 and 2, the subject is: 
Qualified 0 Not Qualified for participation in this study. 

Reasons for~disqualifieatioti 
I - 

Interviewer’s~InitiaWDate; I $alb 
‘_ Date’ @’ / ./! l&5 

mm. dd YY 

- 



Data Collection Form 3 
H”l?R StudyNo.: 03-122085-106 

Page No.:=- &% 
INTERCURRJWT ILLN-ESS I CONCOMITANT MEDICATION FORM 

Visit Code Date Subject Initials Subjec)fcc #: Study # 

Test 
Period b7 / a&i 03 

mmddy 
E / L- /J 

-F-E-T 
pemanent#:Cd* 

03-122085-106 

I. Is skin on subject’s hands and Grists still free of dk-matoses, cuts, lesions, ‘and other skin disorders? Ed es ON0 
If no, please indicate condition: ’ 

II. Has subject used non-antibacterial soap and followed the inslructions in Appendix B? i&es 
If no, please explain: 

ONo 

IIL Has subject been ill since the last visit? ClYes (Complete below) E4”$Jo 

IV. Has subject used any new oral or topical medication? OYes (Complete below) El6 

Based upon the above responses, the subject is: d Qualified El Not Qualified to continue on the study, 

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN WJXRCURRENT ILLNESS 

Date of Onset: 

Describe condition: 

Date Reported: bate Resolved: 

Was reaction related to treatment? ClNot related 0 Possibly related 0 Definitely related 0 Other (explain) 

Action Taken: ONone 0 Continued on study Cl Withdrawn fi-om the study 0 Consulted physician 

0 Medication taken (Complete below) EiHospitalized 0 Other (explain) 

Additional Comments: 

Medication 
(Oral or Systemic) 

CONCOMITANT MEDICATION 

‘Total Daily Dose Start Date Stop Date 
mm! dd/w mm!ddiw 

Indication 
(Reason for Taking) 

Comments: 

- Interviewer’s Signa*e: 

1 



ii 

Data Collection Form 4 

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COTJNTS 
cFu/nlL of s lampling Solution 

Subject Initiais Subject Screen # 
r4.3 

Study # 

03-122085-106 

Test Date 

LEFT HAND WASH 1 RIGHT HAND 
10-l lo” 109 lOA lo” lo” lo” lOA 

c 3& 3P mrc WC 3P / 6 
fwc iwfc tb, 0 rw-‘ 7klt 79 G 

mrrc 
CFUhL34d Countedby: k5 

0 
/7- &93 CFUhL &%Cl~’ Counted by : St 5 I ?-$03 

w 
!i . wGJ Tr 7-30-03 

LEFT HAND 
lo-’ 
3% 

31k/’ 

‘Iv 
CFUJA j. l”m9 

WASH 11 RJGHT HAND 
1O-2 105 lo4 lo” lo” lo” 1O4 
0 rl 

Yl 
Yv 21 L / 

4 I 69 tO a b 
J 
I;v 

Counted by : % / 3-3093 CFTJhL /, 7 X/o3 Counted by: %j / 7-30- 

Calculations by: % f 7 l 31 +c23 Raw data reviewed by 5Lk j Gko.3 
Calculations Verified by: mB lb%*47 I.03 
*IO-’ dilution is the sum of 1.0 I& spread across 3 plates. 
Underlined values are used for calculation of CFU/m.L 
TNTC - T&o Numerous To Count 

Investigator’s Signature: Date: s I 
mm dd 

/f/43 
YY 



Data Collection Form 5A 

Subject Initials J E& Subject # PO 

i\ 
! 

ADVERSEEVENTS 

Study No. 03-122085-106 
Page No.’ s- tb5q 

r 1 

Symptom I Event On&t Date End Date ‘4: Severity Action 
Taken Outcome Reson- .Si 

I 
Entry omment/Note: 1 initials 

Symptom I Event 
SAE’ Onset Date End Date Y,N Severity Action 

Taken 

piti Comment/Note: Initials 

, 
I / 1 

I I I 
Note: Seierity, Rglationship and Outcome MUST be determined by principal inve,stigator. 
Severity: - i=Mild - Z=Moderate 

2=Probable 

2~Rx Therapy 

2iResolved w/ sequeiad 
(describe) 

3=Severe 

3=Possible 

$=Discontinued -Study 

3=Ongoing 

Relationship: 1 =Definite 

Action Taken: l?Ndne 

Outcome: 1 =Resolved w/o 
sequelae 

?Serious Adverse‘Event/E%periknce' . . 

4=Unrelated 

_ 4=Other (specify) 

4LDeath 

-. 



Data Collection Form 6 HTR Studjl No.: 03-122085-106 

i 

FOLLOW-UP VISIT 

Visit Code 

Follow-up 
Visit 

Date Subject Initials Study # 

03-122085-106 

Date Subject Entered the gtudy: 

07121 I 03 
Follow-Up Viiit Date: 
&is/ O//O3 _I_-- 

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by kythema and/or edema 
that may be indicative of a skin infection? 

YES Cl NO If yes, complete below: 

e of onset and des 

Comments: 

Has the subject had any health related issues since the treatment procedure? 

0 YES 
F 

NO If yes, complete below 

I commellts: 



Data Collection Form 1 
HTR Study N;;g3-Nlo;f.-lls 

DEMOGRAPl3ICS/DERMATOLOGICAL/NEDICAL HISTORY FORM 

I Viiit Code Date Subject Initials Study # 

Subject 
Qualification 02 la/ / 03 03-122085-106 i? / c / t?- 

mm dd yy F M L 
Pemanent#$/ 

, 

Cl Male d Female Age: 3 ?! Years 

Does the subject have any of the following at the treatment sites? 

I, DERMATOLOGXC DISORDER 

1. Psoriasis ? 
2. Eczema 1 

3. Skin Cancer 1 
4. Skin Allergies ? Please specify: 
5. Hives 7 

No YeS Don’t 
Know 

/ 

I, I 

I/ I 

Does the Subject have any of the following (present and past)? 

6. 

II. OTHER MEDICAL INFORMATION 

Tuberculosis ? 
7. Diabetes ? Controlled? Diet [ 1 Oral [ 1 Insulin 1. ] 

1. . Allergies.? Please specify. kn R ~boa(;. 
2. Hepatitis ? 3 

3. Heart and Vascular Disease? 
Liver Disease 7 
Kidney Disease ? 

I 

; 

No ‘YW 

/ 

Don’t 
Know 

J 
/ 
u/ I 
/ I I 

I 

I 

8. caucer ? I 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? / 
10. organ transplant ? J 
11. Any other condition not listed ? Please specify: i+KT 

Is the subject taking any medication? If yes, please specify below: 

III. MJZDICATION 

1, Autibiotics, oral or systemic ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 
3. Heart Medication 7 
4. Illdill? 
5. Other? pc0 04 

v 

No Yes Don’t 
Know 

I Comments: I 

Based on the above medical history, the subject is: or 0 Not qualified . for the study. I 

Interviewer’s Signature: Date: = r>3 t&I / a - 
mm dd YY 



Data Collection Form 2 
INCLUSION / EXCLUSION FORM 

HTR StudyNo.: 03-122085-l 
Page No.: s - /b 49 

Visit Code Date Subject Initials Study # 

Subject 
Qualification 67 ,a i I 0.3 03-122085-106 

zdd yy 
6- / c I c Permanent#: 9 1 
fm 1 

INCLUSION CRITERIA I 

Check one 
YES NO 

! 

Subject: 
1. Is 18tlKough6Syears? 
2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCF 17 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? 
6. Is willma to refrain from using antimicrobial soaps (liquids and/or bars) for bathing, 

1 /I shower& and handwashing during the entire study ? I 
7. Is willing to retin from using anti-dandruEshampoo during the entire study 7 

8: Is willing to refkain Corn using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 
liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

9. Is willing to refkain from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study, 
umess prescribed by a physician for an intercurrent illness ? 

11. Is willing to comply with all study protocol requirements ? 
EXCLUSION CRITERIA 

Check one :. , 
YES NO NIA Subject: 

- 1. Is currently participating in another clinical study at this or any other facility ? 
2. Has participated in any type of hand or arm wash study within the past 7 days ? 
3. Has cuts, lesions, or other skin disorders on their hands or wrists ? 
4. Has artificial nails or nail tips? 

d. 5. Has soap, detergent, antibiotic, Polysporin@ and/or perfume allergies ? 
NR 6. Has eczema or psoriasis on their hands or wrists ? 

Fen&e Female Male 7. Is currently pregnant 7 0 Yes /e(No Of child-bearing potential: IJ Yes ,Q’& 

.A 
8/Surgically Sterile, yearm El Post-menopausal, Gear - 

If of child bearing potential - S-HCG Test Results: 0 negative 0 positive 
8. Is currentiy lactating ? 

I 
1 8 1 I 
I I \ 9. Has been medically diagnosed as having a medical condition such as: diabetes, 

/ 
hepatitis, an orgarrtransplant, au immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroid& or rheumatoid arthritis 7 

10. Has another medical condition which in the opinion of the Investigator would 
preclude participation ? 

.A 
11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of 

wounds, intravenous management or other bed-ridden related care roles. 
12. Has a kuown sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? 

Based upon dermat 
2 

logic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
Qualified 0 Not Qualified for participation in this study. 

DA""...." GwA:.3n;..l;fi,.~~nn. Interviewer’s Initials/Date: 

tork Signature: A? ,LwLdk?- I -- Imn dd YY 



. 
Data Collection Form 3 

INTERC~RRENTILLN~~/~~NCO~~T~T MEDICATIONFORM 

Visit Code Date Subject Initials Subjec;S$;eu #: Study # 

Test 63 /18/ 03 is @ lE Permanent #: 
Period mmddyy FML BI 03-122085-106 

I. Is skin on subject’s hands and wrists still free of dermatoses, cuts, lesions,‘and other skin disorders? Bc es ON0 
Ifno, please indicate condition: ’ 

Il. Has subject used non-antibacterial soap and followed the instructions in Appendix B? &es ONo 
Ifno, please explain: 

III. Has subject been ill since the last visit? ClYes (Complete below) &No 

IV. Has subject used any new oral or topical medication? q Yes (Complete below) f&O 

Based upon the above responses, the subject is: OQualified 0 Not Qualified to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCUBRENT ILLNYJSS 

Date of Onset: Date Reported: Date Resolved: 

Describe condition: 

Was reaction related to treatment? !%ot related Cl Possibly related 0 De&My related Cl Other (explain) 

Action Taken: ONone 0 Continued on study Cl Withdrawn iiom the study !I ConsuIted physician 

0 Medication taken (Complete below) UHospitahzed q Other (explain) 

Add.itior& Comments: 

CONCOMI3XNTMEDICATION 

Comments: 

, Interviewer’s Signave: 597 Date: @ -9 / c?f I & 
mm dd YY 



Data Collection Form 4 
HTR Study No.: 03-122085-106 

Page No.: sm. 49 

HEALTH CAR$ PERSONNEL HANDWASH BACTE- COUNTS 
CFUhL of SamDline Solution ^ - 

Test Date Subject Initials Subject Screen # Study # 

m /28 l&g 03-122085-106 
mmdd yy 

I BASELINE 

@T&+5 0-r-03 
LEFT HAND WASH 1 RIGHT HAND 

10-l lo” lo9 10-l lo” lo-2 105 104 
-fwc -ML 5L /z .nJi?, 0% 5 

a/ 
ML 49, s WC WG 83, /I 

7mc 
Counted by : &4 / 7- 30 -43 CFUhnL Counted by : f% / 7-30-m. 

t Lmr HAND WASH 11 RIGHT HAND 
lo-’ lo4 lo” lo4 10” -2 

r42/ 3 6 net-L &/ ;60’ 1p” 
m/ 5 0 7mL 125 5 z 

/ 

Counted by : % / 7-36-03 

Raw data reviewed by 5Q.l / ~4~03 

*IO-* dilution is the sum of 1.0 niL, spread across 3 plates. 
Underlined values are used for calculation of CFUhL 
TNTC - T&o Numerous To Count 

Investigator’s Signature: Date: 53//f 103 
mm dd w 



Data Collection Form 6 HTR Study No.: 03-122085-106 

‘\ 
i 

FOLLOW-UP VEST. PageNo.:--QbO 
1 

Visit Code Date Subject Initials Subject Screen #: 
/8&2 

Study # 

Follow-up --- 03-122085-106 
Viiit mm dd 37 FM-L 

Date Subject Entered the fkudy: 

DZ z/103 -- 

Follow-Up Visit Date: 

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema 
that may be indicative of a skin infection? 

0 YES 
$ 

NO If yes, complete below: 

Clinical Observations: (Include date of onset and descriptions/severity/locations, etc.) 

Comments: 

Has the subject had any health related issues since the treatment procedure? 

Ifyes, complete below 

Comments: 


