


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

FOLLOW-UP VISIT 

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

Follow-up . . V*lt 03-122085-106 

Date Subject Entered the study: Follow-Up Visit Date: 

1503 o-71 ml 2% 03 
mm dd yy 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? 

YES Cl NO If yes, complete below: 

Comments: 

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

0 YES 
P 

NO If yes, complete below 

Date 



Data Collection Form 1 
HTR StudyNo.!03-122085-106 

Page No.= d %4 
DEMOGRAPHICS/DERMATOLOGICAL~D~CAL HISTORY FORM 

Visit Code Date Subject Initials Subject Screen #: 
ro7 Study # 

Subject ~7/\5/~3 &J&t Permanent #: 
Qualification 45 03-122085-106 

Gdd yy F M L 

Gender: U Male d Female. Age: 523 Years 

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

I. DERMATOLOGXC DISORDER 

1. Psoriasis ? 

ND Yes Don’t 
Know 

I 2. Eczema 7 I N I I 
3. Skin Cancer ? w I 

1 I 

4. Skin Allergies ? Please specify: t 
5. Hives ? J 

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

II. OTHER MEDICAL INFORMATION No Yes Don’t 
Know 

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

)I ;: 
Liver Disease 7 J 
Kidney Disease ? / 

6. Tuberculosis ? u, 
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 ? 
4. J.?Jsllli.n ? 
5. Other ? 

No Yes Don’t 
Know 

I Comments: 

I 

Based on the above medical history, the subject is: .d ualified or Cl Not qualified for the study. 
c 

Interviewer’s Signature: & Date: -07 / (5 I 03 
mm dd YY 

I 



Visit Code 

Subject 
Qualification 

Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

Date Subject Initials Subject Screen #: 
D-7 

INCLUSION CRITERIA 

HTRStudyNo.: 03-122085-106 
PageNo.:=’ 4’dS 

Study # 

03-122085-106 

Check one 
YES NO Sdbject: 

/--’ 1. Is 18 through 65 years 7 
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 ? 
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 refrain from using body lotions, medicatedlantibacterial 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 refi-ain from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

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

4 
! unless prescribed by a physician for an intercurrent illness 7 

I /I 
t - 

I 
1 
I 

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

EXCLUSION CRITEIUA 

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 ? 

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

I/ 1 5. Has soap, detergent, antibiotic, Polysporin@ and/or pertie allergies ? 

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

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

-78 
Cl Post-menopausal, year 

If of child bearing potential - P-HCG Test Results: 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 
I 1’1 I preclude participation ? 

I 

//, 
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 c I I 

Based upon dermatologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
dQualified c1 Not Qualified for participation in this study. 

Reasons for disqualification: Interviewer’s Initials/Date: 
I 



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

Page No.:JE- +& t 
INTERCURRENT ILLNESS / CONCOMXTANT MEDICATION FORM 

Visit Code Date Subject Initials Subject Screen #: 
o-7 

Stu’dy # 

Test 
Period 07d3lO3 3 / u ,A Permkent ##: 

iiiz7G-y -7-G-L 03-122085-106 

Comments: 

- Interviewer’s Signature: 
finhcc R. !d?lxw& 

Date: 03 / d3r 03 
1 mm dd YY 

I. Is skin on subject’s hands and wrists still free of dermatoses, cuts, lesions,‘and other skin disorders? li3%es ONo 
Ifno, please indicate condition: 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? H=d DNo 
If no, please explain: 

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

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

Based upon the above responses, the subject is: 86 ualified 0 Not Qualified to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT FIAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: bate 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 0 Withdrawn Tom the study 0 Consulted physician 

17 Medication taken (Complete below) DHospitalized q Other (explain) 

Additional Comments: 

CONCOMITA.NT MEDICATION 
I I - - I -_. . Medication 



Data Collection Form 4 

HXALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS 
CFUhL of Sampling Solution 

Test Date Subject Initiah Subject Screen # 

07/23/03 03-122085-106 
l3lXlddyY 

BASELDN3E 
LEFT HAND DILUTIONS BIGHT HAND DILUTIONS 

1o-4 10-6 10” 10” 
me 93 ao* I/$-- 

--si?&- a3 I 1 
lkTt f&/K aww 3 &, 

CFU/&,~,K~ D' Cornyed by : 
- / 

a&J J 7. 3Sa$ C!FU,mL~~5&~76-&ted by : &e i 7.25’: * 3 

p72 I T%x I 
r 

CFUhnL3.3 )c 1 Counted by : -&A& I 7. &q3 CFUJniL de d\ )f h 5 Counted by : Q /@ I 7. a6*3 

LEFT HAND WASH 11 RIGHT HAND 
lo“ 1o-2 IOJ 1o-4 -1 

7x2 
lo” 1o’3 10”’ 

yjklz wn- &s-- 14 
mn 72. ‘i2tTL j’/s /b r I 

Calculations by: 71; /7db *l% Raw data reviewed by 3 a /OS* o\ -03 
Calculations Verified by: 13 t a3ma3 
‘10-l dilution is the sum of 1.0 ml., spread across 3 plates. 
Underlined values are used for calculation of CFTJhiL 
TNTC - Too Numerous To Count 

Investigator’s Signature: Date: 9 I/f 103 
mm dd YY 

I: 
i: 



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

FOLLOW-UP VISIT Page No *s ti 4@ *. 

Visit Code Date Subject Initials Subject Screen15 Study # 

Follow-up lzLzi!L/E 31 v I* Permanent #: . 
Y-Y -Y---G---L 

03-122085-106 
Visit mm dd 

mm dd yy mm dd yy 

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 skin infection? 

0 YES NO If yes, complete below: 

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

Date Subject Entered the f&udy: Follow-Up Visit Date: 

Comments: 

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

0 YES NO Ifyes, complete below 

Date 



Data Collection Form 1 
DEMOGlUPHICS/DERMATOLOGICAL.‘MEDICAL HISTORY FORM 

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

Subject 0?/2~/03 Icl-73 Permanent #: 
Qualification 429 03-122085-106 

mmdd7 --?--K-L 

Gender: Cl Male Age: 54 Years 

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

I. DERMATOLOGIC DISORDER 

1. Psoriasis ? 
2. Eczema ? 
3. Skin Cancer 7 

Yes Don’t 
Know 

Does the Subject have any of the following (present and past)? 
7 

II. OTHER MEDICAL INFORMATION NO Yes Don’t 
Know 

1. Allergies.? Please specify. / 
2, Hepatitis ? I// 
3. Heart and Vascular Disease? H- 

Liver Disease 7 1 Lf, ’ 
Kidney Disease ? 

6. Tuberculosis ? 
7. Diabetes ? Controlled? Diet [ ) Oral [ ] Insulin [ ] 
8. Cancer 7 I 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 5’ v t 
10. Organ transplant ? / 

1 r/ 11. Any other condition not listed ? Please specify: h,.& &++J&M / 
J 

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

III. MEDICATION 

1. Antibiotics, oral or systemic ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 
3. Heart Medication ? 
4. Insuliu 1 
5. mm? 7mf h9m /a o?bu ht& ch&Hdl 

c 
Comments: 

No Yes Don’t 
Know 

I 
/ 1 

I t/ 

Based on the above medical history, the subject is: Not qualified for the study. 



Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

HTR Study No.: 03-122085-106 
Page No.: E - 4% 

Visit Code Date Subject Initials Sub’ect Screen #: 
2?# 

Study # ’ 

Subject 
Qualification P712hO3 &-I k. Permanent #: 03-122085-106 

mm dcl yy f m-i- 
INCLUSION CRJTERIA I 

Check one 
YES , NO Subject: 

1. Is 18 through 65 years ? 
2. Has signed informed consent 7 
3. Is healthy as evidenced by responses on DCF 1 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 ? 

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 7 

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 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 fromusing 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 CRITERJA 

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

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 h#ls or wrists ? / 

Female Fe 
Fy* 

Male 7. Is currently pregnant? D es 
Ik” 

~No Of child- e * 
e 

potential: 0 Yes @No 
Surgically Sterile, year 0 Post-menopausal, year - 

If of child bearing potential - P-HCG Test Results: 0 negative Cl 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 7 .f 

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 ? 

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

Reasons for disqualification: Interviewer’s 

Xnvestigatork Signature: 
.- Date: 0% I 10 I 03 - -- 

mm dd . YY 
U 



HTR StudyNo.: 03-122085-106 
Data Collection Form 3 Page No.:JJG 47 1 

LNTERCURRENT KLJVESS /CONCOMITANT MEDICATION FORM 

Visit Code Date Subject Initials Subject Screen #: 
0263 Study # 

Test 
Period d?-?l&/a3 K I- I A 

mmddyy FML 03-122085-106 

I. Is skin on subject’s hands and wrists still free of dermatoses, cuts, lesions, and other skin disorders? l?36s DNo 
If no, please indicate condition: 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? mes I340 
If no, please explain: 

(: 

II. Has subject been ill since the last visit? OYes (Complete below) ho 

V. Has subject used any new oral or topical medication? OYes (Complete below) 6 

Based upon the above responses, the subject is: 86 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? UNot related 0 Possibly related 0 Definitely related 0 Other (explain) 

Action Taken: ClNone c] Continued on study 0 Withdrawn from the study 0 Consulted physician 

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

Additional Comments: 

CONCOMITANT MEDICATION 

Iomments: 

- Interviewer’s Signature: Date: C? I $0 / 03 
mm dd YY 



Data Collection Form 4 
I.37-R Study No.: 03-122085-106 

Page No.: x 4 72 

aEALTHCAREPERSONNELHAMlWASHBA~~COUNTS 
CFWmL of Sampling Sohtion 

Test Date Subject Initials Subject Screen # Study # 

D1/3ofa3 J$- L!i 
Permanent #: 03-122085-106 

mm dd yy F. -%- L 

BASELINE 
LEFT I&&ND DILUTIONS RIGHT HAND DILUTIONS 

-$; ii& :i ;or;n 
10’S 
rSI 

yt-m 835 
p ,J;.,-og 

-p-w 1 I 14 

CFU/m.L~ .qr\zCounted by : CFlJ/&.h~ Countedby : 6% / g-‘-o3 

LEFT HAND WASH 11 RIGHT HAND 
10” 1o-3 lOA 10-l \ lo” 1O-4 

-J-b@ IO 
7-i& 7a-c -_ 95~ Ie 0 

-l-GE 
Countedby : @ / 8-1-03 CFUhL 9. b *IQ3 Counted by : I% / g-I-0.J 

Calculations by: m / 8 - \-Q 3 Raw data reviewed by “9c> 1% t--3 
Calculations Verified by: Sit5 I $3 4-o 
*lo-’ dilution is the sum of 1 .O 16 spread across 3 plates. 
Underlined values are used for calculation of CFU/mL 
TNTC-Too NumerousToCount 

...I 

Investigator’s Signature: Date: 0s fKhQ3 
mm dd YY 



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

FOLLOW-UP VISIT PageNo.:Sd 473 
t 

Visit Code Date Subject Iuftiafs Subject Screen #: 
2273 Study # 

i Follow-up &o+hv /fY -,&g Pe*anent* -- 03-122085-106 
Visit mm dd YY F-%--L 

Date Subject Entered the S’tudy: 

L232/1a 

Fz;-y$,igx 

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? 

Cl YES 
p5 

‘NO If yes, complete below: 

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

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

NO If yes, complete below 

I 



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

Page No.*$Z ” Lt? Y 
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM 

Visit Code Date Subject Initials Subject Screen #: 

Subject 
&s- 

Study # 

QyJ &[ l&J c I- 1 e Permanent#: Qualification 47 03-122085-106 
lnmddyy FML 

Gender: 0 Male Q/Female. 

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

Age: 

1. DERMATOLOGIC DISORDER No 

1. Psoriasis ? J’ 

Yes Don’t 
Know 

_~_~ 
2. Eczema ? ./ I 
3. Skin Cancer 7 ;/ 
4. Skin Allergies ? Please specify: I I/ I 
5. Hives ? 1 I i/ 

Does the Subject have a.ny of the following (present and past)? 

II. OTFIER MEDICAL IN’FORBIATION 

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

No Yes Don’t 
Know 

: 
./ I 

Liirer Disease 7 
Kidney Disease ? 

6. Tuberculosis 7 J 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin [ ] 
8. Cancer 7 J” 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 1 J 
10. organ transplant ? J 
11. Any other condition not listed ? Please specify: J ‘ 

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

III. MEDICATION NO Yes Don’t 
Know 

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

t 5. Other ? t/ 
I 1 

Comment& 

Based on the above medical history, the subject is: ,d ’ Qualified or Cl Not qualified for the study. 
1 

Ynterviewer’s Signature: Date: 87 i d/ 
dd’ 

0 
3 -- mm YY 



Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

Visit Code Date Subject Iuitiah 
Subject Screen #: 

Qw5 
Study # 

Subject 07J~J& &I -Id Permanent #: 03-122085-106 --- Qualification - - mm dd yy f m 1 
I INCLUSION CRITERIA 

Check one 
YES NO Subject: 

t/ 1. Is 18 through 65years? 

i, 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 ? 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? 

L/I 
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 rel%in from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 

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

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

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

uriless prescribed by a physician for an intercurrent illness ? 

/ Il. Is willing to comply with all study protocol requirements ? 
EXCLUSION CIU’I’EIUA 

Check one I 
,) YES NO NJA Subject: 

/ 1. Is currently participating in another clinical study at this or any other facility 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 7 
4. Has artificial nails or nail tips? 

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

i/’ 6. Has eczema or psoriasis on their hands or wrists 7 

Female Female Male 7. Is currently pregnant ? 0 Yes IS+ Of child-bearing potential: 0 Yes 
*St dsurgically Osterile, year /983 

&No 
0 Post-menopausal, year 

J If of child bearing potential - S-HCG Test Results: 0 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 7 

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

/ 
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 7 

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

Reasons for dlsqual@ation: Interviewer’s Initials/Date: /n M d I 7 -2 /- Q 3 
1 

Investigato& Signature: 
Date: 0s J (0 J Q3 

mm dd YY 



HTR Study No.: 03-122085-106 
Data Collection Form 3 Page No.:s- 476 

INTERCURRENT ILLNESS I CONCOM-ITm MEDICATION FORM 

Visit Code Date Subject Initials Subject Screen #: 
WC 

Sttidy # 

Test 
Period 

97 l-30 103 Permanent #: 

t mmdd yy 
cm& 

-%-X--L 47 03-122085-106 

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

IL Has subject used non-antibacterial soap and followed the instructions in Appendix B? Okes 
Ifno, please explain: 

KlNo 

III. Has subject been ill since the last visit? DYes (Complete below) @‘%o 

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

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

Reasons for disqualification: 

TO BE COMPLETED II? SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: Date Resolved: 

Describe condition: 

Was reaction related to treatment? UNot related Cl Possibly related L7 Definitely related 0 Other (explain) 

Action Taken: mane [7 Continued on study Cl Withdrawn from the study 0 ConsuIted physician 

q Medication taken (Complete below) q lHospitalized Cl Other (explain) 

Additional Comments: 

CONCOMJTANT MEDICATION 

‘ 

Comments: 

. Interviewer’s Signature: 
L 

Date: @7 / 30 1 03 
mm dd YY 



Data Collection Form 4 

HEALTH CARE PERSONNELHANDWASH BACTERTAL COUNTS 
CFTJ/mL of Sampling Solution 

/ 
f$ $” ,o”r 

Test Date Subject Initiais 
Subject Screen # 

24fT Study # 

D-i /30/0~ Perma Cl PM/ 03-122085-106 
mm dd yy F. M L 

BASELINE 
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS 

lOA lOA 
TWX TulrC 

Tfc3K is- ccI> u zfl, 
c~WxxiL& \ Y &ounted by * .-SE! q&3 \ CFU/mL~.\v\=?Countedby : w / 8-/d,, 

RIGHT &AND 
1o-2 I 10;?;~q~“‘0~104 I lo-’ I 10~* ! lo-’ ! lo-’ ] 

1 
LEFT HAND WASH 11 RIGHT HAND 

, n-1 7n-2 1 n-3 I tn4 I , n-l I 1 n-2 I 1 n-3 I ld 

Counted by : 

Calculations by: * 5 i ‘i3 * \-a? Raw data reviewed by Thh I 6% l 4)‘0? 
Calculations Verified by: ;sNFs / 05?*01~0,3, 
*lo-’ dilution is the sum of 1 .O mL spread across 3 plates. ,_ ’ 
Underlined values are used for calculation of CFU/mL 
TNTC -Too Numerous To Count 

Investigator’s Signature: Date: 6% //a /a3 
mm dd YY 



Data Collection Form 6 

FOLLOW-UP VISIT 

HTRStudy No.: 03-122085-106 

Page No.:crp: R w 

Visit Code Date Subject Initials Study # 

Permanent #: 
, Follow-up &?J 8603 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: 

d Clinical 0 servations: (lirclude 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 



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

Page yo.;p3= -4 77 
DEMOGRAi?HICS/DERMATOLOGICAL/MkDICAL HISTORY FORM 

Visit Code 

Subject 
Qualification 

Date Subject Initials Subject Screen #: Study # 
34q 

03-122085-106 

Gender: 0 Male a”Feraale 

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

Age: 3,7 Years 
I 

L DERMATOLOGIC DISORDER 

1. Psoriasis ? 

NO Yes Don’t 
Know 

I / -. 
2. 
3. 
4. 
5. 

Eczema ? 
Skin Cancer ? 
Skin Allergies ? Please specify: 
Hives ? 

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? 
4. Liver Disease ? 

:I 5. Kidnev Disease ? 

No YeS Don’t 
Know 

Y 
t/ 

l/ 

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

I 
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: 

I IIL MEDICATXON I No I Yes I 
Don’t 
Know I 

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

I 3. Heart Medication ? I I/ I 1 
I 4. Insulin ? I A-1 

5. Other 7 I /I I 

Comments: 

Based on the above medical hi$ory, ihe subject is: @$&fied or 17 Not qualified for the study. I I 1 
Interviewer’s Signature: 

h.dq 2T L 
U 

Date: o-? I ic I rot 
n.lKa dd YY 1 



Visit Code 

Subject 
Qualification 

Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

Date Subject Initials Subject Screen #: 
8246 

Permanent#: 02 Ia& 10-j 
YY 

7 I L- I f 
f m 

INCLUSION CRJTERLA 

HTR Study No.: 03-122085- 
Page No.: xL!#b 

Study # 

03-122085-106 

Check one 
YES NO Subject: 

/’ 1, Is 18 through 65 years ? 

H 2. Has signed informed consent ? 

v/ I-. & 3. Is healthy as evidenced by responses on DCF 17 
r, 4;fp 4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders 7 

J 5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? 

/* 
6. Is willing to refixin fromusing antimicrobial soaps (liquids and/or bars) for bathing, 

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

liquids, talcs aud other deodorautlantiperspirant products during the entire study, unless prescribed by a 
physician for an intercurrent ilhress 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 ? 

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 ? 
2. 1 Has participated in any type of hand or arm wash study within the past 7 days ? 

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

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

I 6. Has eczema or psoriasis on their hands or wrists 7 

Female Female Male 7. Is currently pregnant ? 0 Yes WNo Of child-bearing potential: 0 Yes EM@ 
EV&rrgically Sterile, yeare q Post-menopausal, year __ 

If of child bearing potential - P-HCG Test Results: 0 negative’ Cl positive 
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 HN positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis ? 

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

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

I I I 
I 5-l 

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

t 
I 1 I 

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

WI&aMied 0 Not Qualified for participation in this study. 

I 
Reasons for disqualification: Interviewer’s Initials/Date: 73c I 474/-6-3 

InvestigatoA Signature: 
Date: Qg I 10 I 03. 

mm dd YY i 
u 



Data Collection Form 3 
DVTERCURRENT m.mss / CONCOMFTANT MEDICATION FORM 

Visit Code Date Subject Initials Subject Screen #: 
&6 Study # 

Test 
Period 

(o7 laoj 63 
mmddyy 

7 l x- l~ 
-F--Xi--L 03-122085-106 

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

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

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

Additional Comments: 

CONCOMITANT MEDICATION 

c 

Comments: 

I. Is skin on subject’s hands and wrists still free of dkmatoses, cuts, lesions, ‘and other skin disorders? Ek%s UNo 
If no, please indicate condition: 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? &??es DNo 
If no, 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) Bwo 

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

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT IL&NESS 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

- Interviewer’s Signature: +&l 



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

PageNo.:= M32 
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS 

CFU/ulL of Sampling Solution ? 
Test Date Subject Initials Study # 

03-122085-106 

LEFT HAiND WASH 1 RIGHT HAND 
10-l 1o-2 lo” lOA 104 

fm? /,35 /If F 2 
104 
/3 

rAJ72 , ~vz l!aL, I& 7-792 f!! , /3dL , 19 
iwrc 

Counted by : e / g-1 -0.3 Cl?U/mL \ .> Y- \Os Counted by : @ / 8*1-03. 

LEFT HAND WASH 11 RIGHT HAND 

-Tkc 
1o-2 -3 

l-ii 2 
1O4 

I 

0 T:l 
10" 1 lo" lOA 
I-Ntz 3 

+I2 q-iii= 5~ -rim -jG a 5 

rm 

CFufd L\.av my Counted by : a / g-)+3 CFU/mL 5.6 Y- \Qq Counted by : f% / kr-I%.?% 

Calculations by: rr-5 1% * i * F33 Raw data reviewed by J-f40 /iww(s3 
Calculations Verified by: ~N’?J / bB.0 I ’ 0 3 
*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: Date: at? l/O 103 
mm dd YY 

ii 



Data Collection Form 5A 

Subject Initials 7 c /? Subject # &, _ Study No. 03-122085-106 
Page No.’ s- 453 

,I 
ADVERSEEVENTS 

\ I 
/ / u . 

lnitiais 

I I I 

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

Relationship: ?=Definite 2=Probable 3=Possible 4=Unrelated 
Action Taken: 4=Other l=None 2+x Therapy 3=Discontinueg Study (specify) 

: Outcome: 1 =Resolved w/o Z=Resolved W/ sequklae 3=Ongoing 4=Death 
sequelae (describe) 

'Serious Adverse Event/Experience 



. Data Collection Form 6 

FOLLOW-UI? VISIT 

Visit Code Date Subject Initials 

Follow-up OS?/& 1 m 03-122085-106 
c Visit I mm 

’ I I v- I-. -, 

dd YY F M L I 

Date Subject Entered the S’tudy: 

07/Zl/t7’3 / 

FOlk&J;@Vi&k~ 

--- I 
m da ye 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? 

0 YES 
7 

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? 

NO If yes, complete below 

Comments: 

. 



i 

HTR StudyNo.: 03-122085-106 
Data Collection Form 1 Page No.- * ?s”j 

DEMOGIUPS3X23/DERMATOLOCXCALjMEDIC~~STORY FORM 

Visit Code Date Subject Initials Study # 

Subject Q-J/5&J &-I E IJ Permanent #: 
Qualification 03-122085-106 

c ml/X-~ F-K-Z- 

I Gender: 0 Male d Female. Age: &?b Years I 

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

I. DERMATOLOGIC DISORDER No Yes Don’t 
Know 

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

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 ? 

No Yes Don’t 
Know 

J I 

J I 
) J 
I / I __ _.~. ~.~ 

I 

7. Diabetes ? Controlled? Diet [ J Oral [ ] Insulin [ ] / 
8. Cancer ? 1 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AlDS, etc.) ? / 
10. Organ trans&iut ? ./ 

t 

. I 

11. Any other condition not listed ? Please specify: 1 -./ I. 

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

III. MEDICATXON 

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

No Yes Don’t 
Know 

I/ 
I 

I Comments: 

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

Interviewer’s Siguatie: 
nun dd YY 1 



Visit Code 

Subject 
Qualification 

Data Collection Form 2 
INCLUSION / EXCLUSION FORM 

r 
Date Subject Initials 

Subject Screen #: 
15-7 

-- 
f m 1 

INCLUSION CRITERIA 

HTR Study No.: 03-122085-106 
Page No.: _z - Y’ 

Study # 

03-122085-106 

I 
Check one 

7 

NO Subject: 
1, 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 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 
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 

J 
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 ? 

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

uriless prescribed by a physician for an intercurrent illness 7 
I 

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

t 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 ? 

I / 3. Has outs. lesions. or other skin disorders on their hands or wrists ? 
I 

I*/ I I -~ 
I /I 1 4. Has artificial nails or nail tins? 

l-1 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 7 q Yes -+3%0 Of child-bearing potential:B’%’ es q No 

/ 
D Surgically Sterile, year 

-d 
D Post-menopausal, year 

If of child bearing potential - S-HCG Test Results: negative 0 positive 7mKl9m . 
J/ 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 cafe of children under age 3, or has responsibilities for diapering, care of IJ I’ I wounds, intravenous management or other bed-ridden related care roles. 
I /I 1 12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps 7 

t 
IL/ I I 

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

d ualified U Not Qualified for participation in this study. 
Reasons for disqualii+ion: Interviewer’s Initials/Date: izd5 I z4$!3 

1 -_ 

Investigator’s Signature: 
Date: OS/‘ ia 1 03 . 

mm dd YY 



Data Collection Form 3 
HTR Study ?PJ~;e03~XOS~-I& 

INTERCURRENT ILLNESS / CONCOlKlTA?YT MEDICATION FORM 

Visit Code 

Test 
Period 

Date Subject Initials Subject Screen #: 
/57 

Sttidy # 

03-122085-106 

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

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? 6 !3No 
If no, please explain: 

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

IV. Has subject used any new oral or topical medication? q Yes (Complete below) 0d o 

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

Reasons for disqualification: 

TO BE COMPLETED m SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

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

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

II Medication taken (Compiete below) OHospitalized Cl Other (explain) 

Additional Comments: 

CONCOMZITANT MEDICATION 

Comments: 

. Interviewer’s Signature: 
c 

Date: a? /bzfl o.? 
mm dd YY 



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

PageNo.:= -4% 

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

Test Date Subject Initials Subject Screen # 
I57 Study # 

07 I24 103 KLELE 
Permanent #: 03-122085-106 

mm dd yy F. M L 

’ Counted by : Qr$ I-f .X&.i=j CFUhiL I./x/o ’ Counted by : RT~ 

LEFT HAND WASH 11 RIGHT HAND 
-1 10" 1O‘3 

& -p-J--J2\ 
1O4 10“ 10" W3 1O4 

b 
-p&q- ,6, \\ \J 

Counted by : w5 Counted by : -5 / 7.2&3*q 

Calculations by: Ttig /d7*2q*Q3 Bawdatareviewedby h!! I 9*/-03 
Calculations Verified by: 6 I 7-&g 0 3 
*lo-’ 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: 9 / 4103 
mm dd YY 



Data Collection Form 6 

FOLLOW-UP VISIT 

HTR Study No.: 03-122085-106 

Visit Code Date Subject Initials Subject Screen #: 
/m 

Study # 

Follow-up 47479 103 kf Ibe- I Jc Pe=!nent#: 
YY F -!&i--r 

03-122085-106 
Visit mm dd 

Date Subject Entered the &udy: 

L2LLm.3 

Follow-Up Visit Date: 

07&QJ3 

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: 

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

Comments: 

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

NO If yes, complete below 

Date 



HTR Study No.: 03-122085-106 
Data Collection Form 1 Page No:- - 4 q0 

DEMOGRAPHICSfDERMATOLOGICAUMFDICALHISTORY FOR&I 1 
Visit Code Date Subject Initials Subjzecy #: Study # 

Subject 
Quaiifkation 0 7 L?/ / A 3 a / 3 /D 03-122085-106 

mm dd yy F M L 
Pemaaent#‘5- 

Gender: Male 0 FemaIe. 

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

Age: 53 Years 

I. DERMATOLOGIC DISORDER 

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

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

No Yes Don’t 
Know 

\/, 

/ 
/ 

L/j 
I 

II. OTHER MEDICAL INFORMATION No ‘Yes Don’t 
Know 

1. Allergies.? Please specify. &s-/- / I 4/ 
2. Hqpatitis ? v// 
3. Heart and Vascular Disease? 

1. ;* 
Liver Disease 7 
Kidney Disease 5’ 

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

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

I III. MEDICATION 
, _--- , 

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



Visit Code 

Data Collection Form 2 
INCLUSION I RXCI.,ZfSfG~ FORM 

Date Subject Initials 
Subject Screen #: 

237 

Hl’R Study No.: 03-122085-l 6 
Page No.: xz&Ll 

Study# ’ 

Subject Permanent #: 
Qualification !97/2//03 g IT I’D 03-122085-106 

mm dd yy f m-i- 50 
INCLUSION CRITERIA 

Check one 
.YES/ NO 

. ii/’ 

Subject: 
1. Is 18 through 65 years ? 
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 dennatoses, 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 refrain from using anti-dandruff shampoo during the entire study ? 

8: Is willing to refrain from using body lotions, medicated/antibacterial iotions, creams, oils, dishwashing 
liquids, talcs and other deodoran~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, 
uuless prescribed by a physician for an intercurrent illness ? 

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

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

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

/ 7. Is currently pregnant? q Yes 0 No Of child-bearing potential: 0 Yes II No 
0 Surgically Sterile, year __ 0 Post-menopausal, year - 

If of child bearing potential - P-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 orgau 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 I and 2, the subject is: 

j 
dQualifled 0 Not Qualified for participation in this study. 

Reasons for disqualifi@ion: Interviewer’s Initials/Date: 

Investigatori Signature: mm dd YY 



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

Page No.: 
INTERCURRENT ILLNESS / CONCOMITANT ~~IEDICATION FORM 

Visit Code Date Subject Initials Subject Screen #: r47- Study # cJL> } - 
Test -&J J / b 6112Q1~3 Permanent #: 

Period mm dd yy F-K---E-- 03-122085-106 

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

V, Has subject used any new oral or topical medication‘? q Yes (Complete below) &ko 

3ased upon the above responses, the subject is: d Qualified 0 Not Quatied to continue on the study. 

Reasons for disqualification: 

1 

TO BE COMPLETED IF SUBJECT FJAS AN lNTERCURRENT ILLNESS 

Date of Onset: Date Reported: Date Resolved: 

Describe condition: 

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

Action Taken: mane 0 Continued on study Cl Withdrawn ltiom the study 0 Consulted physician 

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

Additional Comments: 

CONCOMlTANT MEDICATION 

- 

< lomments: 

- Interviewer’s Signature: Date: b7/ $9 / 03 
mm dd YY .I 

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

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



Data Collectioli Form 4 

HEALTH CARE PERSONNEL KANDWASH BACTERIAL COUNTS 
CFWmL of Sampling Solution 

Test Date Subject Initials Subject Screen # 
237 Study # 

0_7f24/03 -!-3Lml 
Permanent #: 

50 
03-122085-106 

mm dd yy F. M L 

LEFT HAND 
10-l 

WASH 1 RIGHTHAND 
lo” 10” lo4 lo-’ 1O-2 109 

@I 7wlz i$ 
w T&cK- - 

/ 
Counted by : ‘%% fl*.??/*&3 CFUhL~.q % 10’ Counted by : fl I T3hEi 

LEFT HAND WASH 11 
10-l 10” 

pJ-j-i<, TIC & jo” 
10-l 

Tr;flc 
TncTL .~.-33- -l-imc 
-7iiTC 

c?jmIlL4*9 >[105 Countedby: m% /07*31*43 CFU/mLJ*l %105 

RIGHT HAND 
lo-; 105 Is-4 

14 
-Iwe 104. 1s 

Counted by : SiJb /67*3l’Q3. 

Calculations by: J-a3 / D@Ol ’ @ Raw data reviewed by 5-Q-j I Q-b l b3 
Calculations Verified by: % S / 8-r-g> 
*IO-' dilution is the sum of 1 .O mL spread across 3 plates. 
UnderIhed values are used for calculation of CFU/mL 
TNTC - Too Numerous To Count 

Investigator’s Signature: Date: 



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

94 FOLLOW-UP VISIT PageNo.:=‘) 4’ , 

Visit Code Date Subject Initials Subject Scree #: 
237 Study # 

Follow-up &I q4m Kl J/D * Permanent #: 
Visit mm dd YY F M-c- 

5;3 03-122085-106 

Date Subject Entered the study: 

~7/dllm 

mm dd yy 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’? 

Cl YES NO If yes, complete below: 

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

Comments: 

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

If yes, complete below 

Comments: 

ltant’s Signature: 



1 

HTR StudyNo.: 03-122085-106 
Data Collection Form 1 Page No.s -4% 

DEMOGRAPHICS/D’ERMATOLOGICAWME;DI[CAL HISTORY FORM 

Visit Code Date Subject Initials Subject Screen #: Study # 

Subject 1? 1-r /5- 

\bl 

s&\S& Permanent #: 
Qualification 03-122085-106 

mm--z yy FML 

F 

’ Gender: ef Male q Female. Age: _ 3 7 Years 

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 Yes Don’t 
Know 

I,’ 

I / 

I / 

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

II. OTHER MEDICAL INX’ORMATION No ‘YC?S Don’t 
Know 

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

_/ 
:I- “5’ 

Liver Disease 7 c/ 1 
. Kidney Disease ? 

6. Tuberculosis ? / 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin [ ] I, 
8. cancer 2 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 / ~ 
10. Organ transplant ? 4 
11. Any other condition not listed 7 Please specify: CI 

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

Yes __ I Don’t I 

Based on the above medical history, the subject is: 

Interviewer? Signature: 

or c3 Not qualified for the study. 

Date: 0-l* I- 15 103 
mm dd YY 

/. ‘- -- _... 



Data Collection Form 2 
~CLUSION I EXCLUSION FORM 

i 

Visit Code 

Subject 
Qualification 

Date Subject Initials 
Subject Screen #: 

IN 

INCLUSION CRITERIA 

Study # 

03-122085106 

Check one 
YES NO Subject: 

I 1 1. Is18through65years? 

I / I 7~ 2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCF I? 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 
5. Has finaemails that extend no longer than aunroximatelv one (1’1 mm fast the nail bed ? 

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

I I-- ~~ 1 7. Is willing to refrain from using anti-dandruff shampoo during the entire study 7 
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 ? 

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 7 

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

I I .I 1 3. Has cuts, lesions, or other skin disorders on their hands or wrists ? I 
4. Has artificial nails or nail tips? 

5. Has soap, detergent, antibiotic, PolysporinB 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: Cl Yes CJ No 
/ 0 Surgically Sterile, year 0 Post-menopausal, year __ 

If of child bearing potential - S-HCG Test Res&%egative 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 HlV positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis ? 

10. Has another medical condition which in the opinion of the Investigator would 
1 ( /I ) preclude participation? t 

1, 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 ? 

t 

I - 1 I 1 
logic 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: Interviewer’s Initials/Date: 

1 ! 
Investigator’s Signature: 

Date: osi 10 10.3 
mm dd YY 



Data Collection Form 3 
IxrmcuRRENT ILLNESS / CONCO~ANT ~DICATION FORM 

Visit Code Date Subject Initials Subject Screen #: 

Test 
Period 

LJ , fis Permanent ##!s , 

Study # 

F M L 03-122085-106 

I. Is skin on subject’s hands and w&s still free of dennatoses, cuts, lesions, .and other skin disorders? Ekes ClNo 
Ifno, please indicate condition: . 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? 0’6s DNo 
If no, please explain: 

II. Has subject been iIl since the last visit? C]Yes (Complete below) E%o 

V. Has subject used any new oral or topical medication? UYes (Complete below) % 

3ased upon the above responses, the subject is: walified U Not Qua&tied to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: 

Describe condition: 

Date Reported: ‘Date Resolved: 

Was reaction related to treatment? ONot 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) OHospitalized Cl Other (explain) 

Additional Comments: 

CONCOMITANT MEDICATION 
Medication 

(Oral of Systemic) I 
‘Total Daily Dose 

I 
Start Date Stop Date Indication 

mm/dd/yy mmlddlyy (Reason for Taking) 

Zomments: 

- Interviewer’s Signature: Date: 0 7 I J.3 J ~9 ? 
mm dd YY 



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

Page No.: s 9 K 

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS 
CFUhL of Samdine Solution 

Test Date I 
Subject Initials Subject Screen # 

l/-J1 
Study # 

I 

03-122085-106 
mm dd yy F.ML 

BASELINE 
LEFT HAND DILUTIONS c RIGHT HAND DILUTIONS , 

LEFT HAND WASH 1 

LEFT HAND WASH 11 RIGHT HAND 
10-l lo” lo” lo4 lo-’ 

yjac. -if-Pjc 1-I / 

Counted by : %%I i 3.8 

Calculations by: 77.. _. I%% ‘a 3 uFgvd& reviewed by 6$,b@ I s I- a . . 

Calculations Verified by: m\r% I03 
*lo-’ dilution is the sum of 1 .O XI& spread across 3 plates. 
Underlined values are used for calculation of CFUhiL 
TNTC - Too Numerous To Count 

Investigator’s Signature: Date: $91 r/Id3 
mm dd YY 



Data Collectibn Form 5A 

Subject Initials Subject# .F/ ~~~ 

ADVEXSE EVENTS 

Study No. 03-I 22085-l 06 
Page No.’ pCe 499 . 

I Symptom I Event Onset Rate E’nd Date 5: Severity g$: Outcome(Rezon- !nvestigator SlgnaturelDate 

Comment/Note: 

Note: Seqerity, RGlationship and Outcome MUST be determined by principal investigator. 
Severity: 1 =Mild 

Relationship: ? =Definite 

Action Taken; l=None 

Outcome: 1 =Resolved w/o 
sequelae 

'Serious Adverse Event/Experience 

2=Moderate 3=Severe 

2=Probable 3=Possible 

2=Rx Therapy 3=Discoltinued Study 

2=Resolved wi s’equelae 3=0ngoing 
(describe) 

4=Unrelated 

4=Other (specify) 

4=Death 



Data Collection Form 6 HTRStudyNo.: 03-122085-106 

FOLLOW-UP VISIT 

i 

Visit Code 

Follow-up 
Visit 

Date Subject Initials Subject Screen #: 
Kd 

Study # 

03-122085-106 

-- 
Date Subject Entered the study: Follow-Up Viiit Date: 

07t r5a3 --- 07/2&03 -- 
mm dd 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? 

cl YES 
F 

NO If yes, complete below: 

Clinical Observations: (Include date of ens nslseverityAocations, etc.) 

/ 

Comments: 

Has the subject had &ny health related issues since the treatment procedure? 

0 YES Cl NO If yes, complete below 

Date 



HTR Study No.: 03-122085-106 
Data Collection Form 1 Page No:=50 1 

DEMOGRAl?HICS/DEROLOGICAYMEDICAL HISTORY FORM 

Visit Code Date Subject Initials Subject Screen #: 
182 

study # 
Subject 07 /AZ/ / 03 M lF /rz Permanent #: 

Qualification 
52 

03-122085-106 
mm dd yy --?--%--7 

Gender: Cl Male flFemale Age: 65 Years 

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

L DERMATOLOGIC DISORDER 

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

No YeS Don’t 
Know 

J 
J 
J 
J 

I J 

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

II, OTHER MJJDICAL INFORMATION 

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

-)I z: 
LiyFr Disease ? 
Kidney Disease ? 

6. Tuberculosis 7 
7. Diabetes 3 Controlled? Diet [ ] Oral [ ] Insulin [ ] 

No Yes Don’t 
Know 

J 
J 

J 
J 
J 
J 

I J 
8. Cancer ? J 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 4 
10. organ transplallt ? J 
11. Any other condition not listed ? Please specify: J 

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

III. MEDICATION 

1. Aritibiotics, oral or systemic ? 
No 

J 

Yes Don’t 
Know 

2. Cortisone. Steroids. ACTH, Anti-reaction Drugs ? I J I I 1 -. 
1 I 

3. Heart Medication 7 e c/ I/ I I / 
4. Insulin 7 I ,/ 

Based on the above medical history, the subject is: .m( ualified or Cl Not qualified for the study. 
1.. 

Interviewer’s Signature: Date: 07 I’ QZ~ / -03 -- 
mm dd YY 



Data Collection Form 2 
INCLUSION / EXCLUSION FORM 

I-ITEL Study No.: 03-122085- 06 
PageNo.:=- g & 

Visit Code Date Subject Initials 
Subje’kt Screen #: -3 

/pa 
Study # 

Subject 
Qualification OLOI A/ IO3 M JFlr’f Permanent #: 

-- m-F 03-122085-106 
i mm dd yy f m 1 

INCLUSION CRITERIA 

Check one 
YES NO Subject: 

1. IslStbrough65years? 
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 flngemails that extend no longer than approximately one (1) mm past the nail bed 2 

J 

J 

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, medicated/antibacterial lotions, creams, oils, dishwashing 

J 
liquids, talcs and other deodorant/antiperspirant 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 ? 

J’ 

/ 

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 . . 
h“) YES NO N/A Subject: 

J 
J 
./ 

1, Ts 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 7 

I 
I I 
I ‘jl 

I 
1 4. Has artificial nails or nail tips? 1 

I/ 5. Has soap, detergent, antibiotic, Polysporin@ and/or per&me allergies 1 

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

Female Female Male 7. Is currently pregnant 7 cl Yes EYTJ Of child-bearing potential: Cl Yes tie 

J 
+s-k. /Surgically Osterile, year ./4 Cl Post-menopausal, year __ 

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

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

J’ 

J 

hepatitis, an prgan transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroid&is or rheumatoid arthritis ? 

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

J 
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 ? 

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

Reasons for disqua&ation: Intervietier’s Initials/Date: md?c3 ir-Al-0 3 
.% ) I 

Investigator’s Signature: 
Date: @1/o ddl 0:;; 

mm YY 



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

~TERC~RRENT~LNE~~/CONCOM~T~~~~~ATIONFO~ 

Visit Code Date Subject Initials Subject Screen #: 
1ga 

Sttidy # 

Test 
Period tJ? ,g&tJ MI I;: /Jvj Permanent #: 

mm dd yy -F--E-L 03-122085-106 

I. Is skin on subject’s hands and iTnists still free of dermatoses, cuts, lesions, ‘and other skin disorders? tid es ON0 
Ifno, please indicate condition: . 

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

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

IV. Has subject used any new oral or topical medication? OYes (Complete below) Ed 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 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 c] Definitely rklated 0 Other (explain) 

Action Taken: mane c) Continued on study CI Withdrawn from the study 0 Consulted physician 

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

Additional Comments: 

CONCOMITANTMEDICATION 

Comments: 

. Interviewer’s Signatqe: Date: 67 I $? f 03 
mm dd YY 

I 



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

Page No.:E - “s& 

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

Test Date Subject Initials Study # 

07/24/a M-Lf3M 
Permanent #: 

52 
03-122085-106 

Lmm dd yy F. M L 

Counted by : %.I$ / 3-31-43 1 CFU/mLgk4% io4 Counted by : % I 7-c7/- 8-3. 

LEFTHAND WASH 11 RIGHT HAND 
10-l 1o-z lo9 10”’ lo” 10” lo” 1o-4 

ML 64 8 WC 7w-G 63 7 
7Artc n\rrc 76 b m/rc Y r 

Countedby: %I$ /7-?/-a 1 CFU/mL5.4%1O4 Counted by : A 5 ! 7-31-01 

Cdcdatiom by: $!@ Ia *O \ ‘03 Raw data reviewed by 3t kk / 8* 6 ‘63 
Calculations Verified by: &S / 8-1-03 
*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: 



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

FOLLOW-UP VISIT PageNo.+- 505 
Visit Code Date Subject Initials Study # 

Follow-up o8/Hl(33 M/em . Permanent #: 

YY tr2 
03-122085-106 

Visit mm dd FM r 

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? 

cl YES 
7 

NO If yes, complete below: 

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

Comments: 

Has the sq!ject had any health related issues since the treatment procedure? 

If yes, complete below 

Comments: 



HTR Study No.: 03-122085-106 
Data Collection Form 1 PageN0.s 

DEMOGRAPHICS/DERMATOLOGICAUMFDK!ALHISTORY FORM 

Visit Code Date Subject Initials Subject Screen #:~ 
2 %*+f 

Study # 

Subject 
Quaiification 07 /g/ 10% 

Kdd yy 
s~.&u!2 

Permanent #: 

53 03-122085-106 
F M L , 

Gender: III Male Wemale I 
Age: $3 Years 

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

I. DERMATOLOGIC DISORDER 

1. Psoriasis ? 

No Yt?S Don’t 
Know 

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

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

II. OTEfER MEDICAL INFORMATION 

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

Liver Disease ? 
Kidnev Disease ? 

No ‘Yes Don’t 
Know 

“J 

I Y 1 

.7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin [ ] 1/ I 
8. Cancer ? I/ 
9. Auto-immune disease (Lupus erythematosus, thyroid&is, AIDS, etc.) ? t I/’ I 
10. Organ transplant ? I *A 

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

ILL MEDICATION No Yes Don’t 
Know 

1. Antibiotics, oral or systemic ? 
2. Cortisone, Steroids, AC’iX, Anti-reaction Drugs ? /A 
3. Heart Medication ? A ’ 
4. ItlSUlill? I v/l 
5. Other ? 

Comments: 

I 

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

Interviewei’s Signature: 
q%*caM1Ju, - dd yy’ 

Date: Q-7 -/ a/ / @3-- 



Data Collection Form 2 
INCLUSXON I EXCLUSION FORM 

I3TFt Study No.: 03-122085-106 
Page No.: z - 

Visit Code 

Subject 
Qualification 

Date Subject Initials 
Subject Screen #: 

a++ 
Study # 

cz.~a//ti -- 
5 , -fs; ,B Permanent #: 

03-122085-106 
mm dd yy f m 1 53 

EWLUSION CRITERIA 

Check one 
YES NO Subject: 

/I 1 1. IslStiough65years? 
2. Has signed informed consent ? 
3, Is healthy as evidenced by responses on DCF 1 ? 

Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders 7 

4 
‘i 

wf 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 handwashiig during the entire study 7 
7. Is willina: to refrain from usine anti-danMshamuoo durino the entire studv ? 
8: Is wllliig 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 iutercurrent 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 CRITEFUA 

,? _I 

I 
Id I I ] 1. Is currently participating in another clinical study at this or auy other facility ? 

I4 2. Has participated in any type of hand or arm wash study withim 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, Po1yspori.B and/or perfume allergies 7 
6. Has eczema or psoriasis on their hands or wrists 1 
7. Is currently pregnant ? 0 Yes WI% Of child-bearing potential: Eypes III No 

0 Surgically Sterile, year 
+ 

D Post-menopausal, year __ 
If of child bearing potential - S-HCG Test Results: negative 0 positive 

8. is currently lactating 7 
7/“_?!@c ~ 

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 oare roles. 

12. Has a known sensitivity to isopropyl alcohol or the iugredients in antibacterial soaps 7 
t 

, I 

Based upon dermatol 
wd 

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

Reasons for disqualification: 

Investigators Signature: 

Interviewer’s Initials/Date: xx / 07+2/*uJ3 

Date: 08. I jQ l-03.. 
mm dd YY 



Data Collection Form 3 

Visit Code Date Subject Initials : Sin’dy # 

Test 
Period 6Whb3 & /St 1’4 

nun dd yy F ML 03-122085-106 

I. Is skin on subject’s hands and tits still fkee of dk-matoses, cuts, lesions,‘and other skin disorders? d Yes ClNo 
If no, please indicate condition: ’ 

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

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

N. Has subject used any new oral or topical medication? Clues (Complete below) 06 o 

Based upon the above responses, the subject is: d2 ualified 0 Not Qualified to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IJJ SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: bate Resolved: 

Describe condition: 

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

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

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

Additional Comments: 

CONCOMITANT MEDICATION 

Zomments: 



HTR Study No.: 03-12208 -106 
Data Collection Form 4 Page No.:= 904 

HJULTEI CARE PERSONNEL RANDWASH BACTERIAL COUNTS 
CFU/mL of Sampling Solution 

Test Date Subject Initials Subject Screen # 
244 study # 

E I$ I 03 Permanent#: s 15 I M 03-122085-106 
YY F. M L j 

BASELINE 
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS 

10” , 104 1O4 

* 

1’2 3&w I ab7A I 5D 
CFTJ/L&~*~ X/O’ Counted by : % 17-31-o 3 - CFU/mL~ s5 x’D ’ Counted by : / 7th43 ‘7% 
f33’\$ t\&eG+im dh -to cok+& I: H-W PI&Q- w 7-3/x23 

LEFT HAND WASH 1 RIGHT HAND 

&& 
ww 

mu/mCb.bXlb4 Counted by : rh 17 ‘3)*03 CFU/mL?k3~ 10’ Counted by : 7G /7-4?J-a3. 

LEFT HAND WASH 11 RIGHT HAND 
lo” 1o-4 10-l 1o-2 

35 2 -222 
-NFL -TN-L .‘3 2 7RTC 202 30 7 
TmL 2 

CFuhL 3.4x/o 4 Countedby : Jh@ /07*31’0. CFUhL2.4~1~4 Counted by : a473 / 07.31 

Calculations by: Raw data reviewed by Safl / f-0643 
Calculations Vetie 
*IO-’ 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: Date: t? t/o- 103 
mm dd YY 



Data Collection Form 6 

FOLLOW-UE’ VISIT 

H’IlZ Study No.: 03-122085-106 

Page No.:% d 5 10 

Visit Code Date Subject Initials Study # 

Follow-up 418/ &I p 3 03-122085-106 
Visit mm dd YY 

,5,55/d@ Pem?nent %53 
F M L 

Date Subject Entered the gtudy: 
47/d/ I d3 -- 

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? 

cl YES 
/M 

No If yes, complete below: 

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

Comments: 

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

If yes, complete below 

Comments: 



HTR Study No.: 03-122085-106 
Data Collection Form 1 PageN0.s 4 511 

DEMOGRAPHiCS/DERMATOLOGXAL/MEDIC& HISTORY FORM 
1 

Visit Code Date Subject Initials Subf,tr #: Study # 

Subject Qualification 07 /21 /o 3 Permanent D 15 & 03-122085-106 
mmddyy FML 

Gender: Cl Male Female. 

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

Age: 4-2 Years 

I. DERMATOLOGIC DISORDER I - .- --- 
* Know 

1. Psoriasis ? 
2. Eczema ? 
3. Skin Cancer ? Vf 
4. Skin Allergies ? Please specify: v’, 
5. Hives ? r/ 

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

IL OTEKER MEDICAL INFORMATION No ‘YeS Don’t 
1 Know 

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

il’ ;: 
Liver Disease 3 v/ 

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

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

I NO I Yes I !lon’t I IIL MEDICATION 

1. An~biotics, oral or systemic ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 
3. Heart Medication 7 
4. Insulin ? 

I 5. Other ? 
: 

I Comments: 

Based on the above medical history, the subject is: ca/Qualified or q Not qualified for the study. 

-Date: 07‘ j 21 -/ 03 
mm dd YY J 



Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

I3T-R Study No.: 03-122085-106 
PageNo.: s-512 

Visit Code Date Study # 

Subject 07 I21 t&J 
t 

Qualification - - 03-122085-106 
mm dd yy 

1 INCLUSION CRITERIA 

Check one I 
NO Sdbiect: 

1. Is18through65years? 
2. Has signed informed consent 7 
3. Is healthy as evidenced by responses on DCF I 7 c 
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 fromusing 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 1 

J, 
S: Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 

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

-- I- 91 Is &Ring to r&ain from using topical steroids during the entire study, unless prescribed by a 
V , physici& 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 . . . 
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 ahficial nails or nail tips? 

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

Male 7. Is currently pregnant? 
$N 

es d No Of child- . gpotential: 0 Yes dNo 
Surgically Sterile, year ii!?%5 El Post-menopausal, year 

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

I 

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 ? 

I 

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 

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

B ,07*2/4?! I 3 Reasons for disqualifi~tion: Interviewer’s Initials&ate: 
1 

Investigators Signature: 
7 ‘iQ.3 
dd 

I YY 
v 



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

PageNo4lF513 
INTERCURRENT ILLNESS / CONCOMITANT MXDICATION FORM 

Visit Code 

I. Is skin on subject’s hands and wrists still free of dermatoses, cuts, lesions, and other skin disorders? 04 es UN0 
Ifno, please indicate condition: 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? d Yes !.%I0 
Lf no, please explain: 

II. Has subject been iIl since the last visit? mes (Complete below) ~No 

V. Has subject used any new oral or topical medication? OYes (Complete below) WG 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 IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: bate Resolved: 

Describe condition: 

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

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

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

Additional Comments: 

CONCOMITANT MEDICATION 

Zomments: 

- Interviewer’s Signature: 
. 

Date: 07 I a / 0-3 
mm dd YY 



Data Collection Form 4 
I-l-l-R Study No.: 03-122085-106 

Page No:= - 51 q 

HEALTH CARE PERSONNEL IUNDWASH BACTERIAL COUNTS 
CFUlmL of Sampling Solution 

Test Date Subject Initials Subject Srg study # 

03-122085-106 
F. M L 1 

LEFT HAND WASH 1 RIGHT HAND 
10-l lo” lo” 10” lo-’ lo” 

g 

10”’ 

m --v . 

Counted by : % / 3.3/-6&3 Counted by : 7% / 7-31-e 

LEFT HAND WASH 11 RIGHT HAND 
10-l 105 lo” 10’ IO“ lo” 1o-3 lOA 

r;74b ! 

2’ c 
1 

Counted by : -A Countedby : % /?3/-&‘3 

Calculations by: Jf\lcB /b$*dl’@ W.vdatareviewedby s&& 1 s*b003 
Calculations Verified by: ‘ihs I R-I-01 
*10-l 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: 8 l/O IQ3 
mm dd YY 

i 



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

FOLLOW-UP VISIT PageNo.:-/ 515 
Visit Code 

Follow-up 
Visit 

Date Subject Initials Subject Screen #: 
cm? 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? 

Cl YES 
‘I’ 

NO If yes, complete below: 

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

Comments: 

i 
.’ 

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

If yes, complete below 

Comments: 



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

DEMOG~~CS/DERMATOLoGIcAL/MEDICALHIsTdRY FORM 
Page No.*e5IrP 

I Visit Code Date Subject Initials Study # 

Subject 
Qualification p7Lw A3 Permanente GIla 03-122085-106 

mm dd yy F M L 

I Gender: 0 Male 64 Female . Age: 4-1 Years 

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

L DERMATOLOGIC DISORDER 

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

Yes Don’t 
Know 

. 

I 

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

II. OTHER MEDICAL LN-FORMA’MON I 
No ‘Yes Don’t 

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

b 
4. Liver Disease ? v’, 
5. Kidhey Disease ? / 
6. Tuberculosis ? 
7. Diabetes? Controlled? Diet [ ] Oral [ ] Insulin [ ] 
8. Cancer ? r/, 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 2 V 
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 ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 
3. Heart Medication ? 
4. IIlSUliIl? 
5. other 7 

.- 

No Yes Don’t 
Know 

v, 
I 

I Comments: I 

Based on the above medical history, the subject is: 
.I- ,_- 
! Interviewer% S 

gQualified or 0 Not qualified far the study. 

/\ 



Data Collection Form 2 HTR Study No.: 03-122085-106 
INCLUSXON I EXCLUSION FORM Page No.: s - 5 I? 

Visit Code Date Subject Initials Study # ’ 
‘_, 1. 

Subject t)7/ Z//D 3 G fpfzz Permanent#: Qualification -- - - mm dd yy fmT- 
03-122085-106 

INCLUSION CRITERIA 1 
Check one 

YES ” NO Subject: 
1. IslSthrough65years? 
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 handwashing during the entire study ? 

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

/ 
8.’ Is williig to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 

I liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a v 1 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, 
uiless prescribed by a physician for an intercurrent illness ? . 

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

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

1 v./? 1 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 7 
4. Has artificial nails &nail tips? 

V/ 5. Has soap, detergent, antibiotic, Polysporin@J and/or perfume allergies ? 
6, Has eczema or psoriasis ‘on their h#ids or wrists 7 / 

I 
Female Female Male 7. Is currently pregnant? es @No potential: 0 Yes dNo 

Surgically Stile, year 0 Post-menopausal, year 
If of child bearing potential -P-HCG Test Results: U nkgative q positive 

8. Is currently lactating ? 
I / 

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

/’ preclude participation ? 

// 11. Has any responsibilie for care of children under age 3, or has responsibilities for diapering, care of 
I !/x ‘. wounds, W&venous management or other bed-ridden related care roles. 

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

/ 

Based upon derma b logic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: . . . . . . . 

3 

VQualified 0 Not Qualified for pamcipanon m this stucty. 

Reasons for disqualift&tion: Interviewer’s titiaWDate:~T /4i$J ,0749a3 
X~estigatork Sigxiature: 

Date: - $# / ,/f i; I 03 
mm YY Y /\ 



HTR Study No.: 03-122085-106 
Data Collection Form 3 Page No.:=@518 

INTERCTJRRENT ILLNESS / CONCOMITANT &lEDICATION FORM 

Viiit Code Date Subject Initials Subject Screen #: 
oz8A 

Stlidy # 

Test 87 I& 03 A r-b/r Permanent #: 
Period iizzG-7 FML 03-122085-106 

- 

I. Is skin on subject’s hands and k-i& still free of dkmatoses, cuts, lesions,‘and other skin disorders? %s UNo 
If no, please indicate condition: . 

II. Has subject used non-antibacterial soap id followed the instructions in Appendix B? @‘&k c3No 
If no, please explain: 

IIt. Has subject been ill since the last visit? OYes (Complete below) @‘%o 

IV. Has subject used any new oral or topical medication? OYes (Complete below) 6 

Based upon the above responses, the subject is: Bd;alifred D Not Qualified to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS Aiu INTERCURRENT ILLNESS 

Date of Onset: Date Reported: bate Resolved: 

Describe condition: 

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

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

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

Additional Comments: 

CONCOMIXANT MEDICATION 

Comments: 

. Interviewer’s Signape: $?@ Date: &7/ % I- 
mm dd YY 



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

Page No.:= 519 

HEALTH CARE PERSONNEL HANDWASH BACTERUL COUNTS 
CFUlmL of Sampling Solution 

Test Date Subject Initials Subject Screen # 
a2 

Stndy # 

03-122085-106 

BASELINE 
LEFT HAND DILTJTJIONS RIGHTHAND DILXITIONS 

10” 10”’ lo4 
ax fi 

_ Tim ll& 20 -Pit 4q 

CXTJ/~L\,~~\~ Counted by : / s flI-04 I? CFUhnL~.b~,$7 Countedby: fi /_,a.;’ @j)@! $‘-I- 

7 

LEFI’ HAND WASH 1 RIGHTHAND 
10-l lo=l 

fi ;i 
lo4 lo” 

T-is 
f 
7% 

, Tii , 7-gl-L , f9-F 
I 7-N-P 

cFu/mL 3.~Y+s Counted by : & / 9 *I003 CFUhL \ .\ %\ Q* Counted by : 

Cdcujationsby: w5 / %-\.Qa Rawdatareviewedby sI\B /Db*01’03 
Calculations Verified by: ag /omN~os 
*lo-’ dilution is the sum of 1 .O mL spread across 3 plates. 
Underlined values are used fur calculation of CFUhL 
TNTC - Too Numerous To Count 

. ..’ . 

. I 

Investigator’s Signature: Date: I// I@3 



. Data Collectibn Form 5A 

Subject Initials /cTT Subject # 5s: Study No. 03-422085-106 
Page No.’ z- !519& i \ 

ADVERSEEVENTS 

. . 
* 

Symptom I Ebent Onset Date End Date 1%: Sevhty !$z Outcome Rezon- ‘nvestiga’r SignaturelDate 

E!? tCommentlN&e: #NI 

),. .’ I. 

L 

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

Relatidnship.: I =Definite 2=Probable 3=Possible 4=Unrelated 

Actign Taken: l=None ?=Rx Therapy 3=Discontinued Study 4=Other (specify) 

1 Outcome: 1 =Resolved wlo 4=Death 
sequelae 

2=desolved WJ sequelae +Ongoing 
(describe) 

'Serious Adverse Eve&/Experience . 
. . 



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

FOLLOW-UF VISIT 

Visit Code Date Subject Initials Stibject Screen #. 
$232 

Study # 

i Follow-up / &/03 03-122085-106 
Visit mm dd YY A 

Date Subj;;E~d$fx”; _ 

-- 

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 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 NO If yes, complete below 



HTR Study No.: 03-122085-106 
Data Collection Form 1 Page No:- o 521 

DEMOGRAPICICSflDE~~~L~GICALrmEDLCA HISTORY FOR&l 

I / ,I Visit Code Date Subject Initials n #: Study # 

Subject 
Qualification 

b?,a,fi K, A, /_ Pa-manent#: 03-122085-106 
zdd yy F ML 

Gender: Cl Male d Female. Age: ,3q Years 

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

L DERMATOLOGIC DISORDER No Yes Don’t 
Know 

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

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

IL OTElER MEDICAL IN-FORMATION No ‘Yes Don’t 
Know 

1. Allergies.? Please specif;j. / . 
2. Hepatitis ? 
3. Heart and Vascuhr Disease? 

\ 4. Liver Disease 7 j_ I ‘\ } 5. Kidney Disease ? 
6. Tuberculosis ? 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin [ J 1 
8. Cancer ? 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? l/ 
10. Organ transplant ? 
11. Any other condition liot listed ? Please specify: 

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

IIL MEDICA’IXON No YeS Don’t 
Know 

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

Illsulin ? 
Other ? 

Y 

Comments: 

Based on the above medical history, the subject is: -%&a&fled or Cl Not qualified for the study. < 

Interviewer’s Signature: - -Date:. 0 7 1 &/ /@J 
mm dd yy - 



Visit Code 

Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

Date Subject Initials Subject Screen #: 

H.TR Study No.: 03-122085-106 
Page No.: E - 522 

Study# ’ 

I 

Subject 
Qualification 

&-,g ,Q Gma j$ jj / L 03-122085-106 
mm dd yy f m 1 

INCLUSION CRITERIA 

Check one 

:7 

NO Subject: 
1. IslSthrough65years? 
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 ? 

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 rehain 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 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 CRFTERLA 

Check one .‘.. 
‘\ jYES NO, ” N/A Subject: 8 

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

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

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

Female Female Male 7. Is currently pregnant ? Cl Yes No Of child-beari g potential: 0 Yes &No 
JT SurgZly Sterile, year aq 0 Post-menopausal, year 

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

J’ 
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 ? 

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

preclude participation ? 

/4 
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 denna 
P 

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

Reasons for disqualiiication: Interviewer’s InitiaWDate: ZEB / yskh3 
r , .- I 

ILz4 .k’ ,ir3 
dd YY L _-~ ,_ 

.- 

I Investigators I 
Date: U / , 

mm 



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

Page No.:=-@3 
- 

r 
INTERCURRENT ILLNESS / CONCOMITANT MEDICA~ON FORM 

Wit Code Date Subject Initiais Subject Screen #: 
274 SIxidy # 

Test 
Period 

07 &I 103 lPermane &fi- / L 
mm dd yy F-E--E-- 03-122085-106 

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

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

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

IV, Has subject used any new oral or topical medication? DYes (Complete below) Ed o 

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

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT IUNESS . 

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 c] Continued on study 0 Withdrawn from the study 0 Consulted physician 

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

Additional Comments: 

CONCOMIX4NT MEDICATION 

Comments: 

. Interviewer’s Signature: Date: 071 k3& 103 
* mm dd YY . 



J3TR Study No.: 03-122085 
Data Collection Form 4 Page No.: X G 2 

~~CAREPERSONNELHAMlWASaBACIlERLALCOUNTS 
CFWmL of Sampling Solution 

Test Date Subject Initials Study # 

D1J.730/03 K&-d- Permanent #: 

30 
03-122085-106 

mxndd yy TM7 

WASH 1 RIGHT HAND 
104 W3 lOA lo” lo5 lO-3 lo4 

q-!m job rp 
-?Tr L4 )b 

q-m 
Counted by : fi I &I-02 CFuhllL $.w~4 Counted by : e / 8.1-03 

Calculations by: m i 8 *1*03 Raw data reviewed by w I 80\. -3 
Calculations Verified by: * 5 1st I . 40 
*lo-’ dilution is the sum of 1.0 mL spread across 3 plates. 
Underlined values exe used for calculation of CFUhL 
TNTC -Too Numerous To Count 

Investijgor’s Signatur Date: 6 I flIfl3 
mm dd w 



. Data ColIecti6n Form 5A 

Subject initials tfA-L Subject # && Study No. 03-122085-106 
Page No.’ x- 52qLk \ 

1 
ADVERSEEVENTS 

I I I 

Symptom I Event 
Onset Date !&d Date \ !$ Severity gizt Outcome Regon-( Investigator Signature/Date 

I . 

* 
I 

Fit: CommentNote: Initials 

I I I . 

Note: Se\j;erity, IWationship and Outcome MUSTbe determined by principal investigator, 
Severity: 1 =Mild 2=Moderate ,3=Sev&e 

Relati&hip: 1 YDefinite 2=Probable 3=Possible 4=Unrelated 

Action Taken: 1 +lone 2=Rx Therapy 3=Discontinued Study. 4=OJher-(specify) 

*R&olv;d &o 

:- 

Outcome: 1 2=Resoived W/ sequelae 4=Death 
. sequelae (describe) 

+Ongoing 
: 

-' :- 



Data Collection Form 6 

FOLLOT+UP VISIT 

Hl-& Study No.: 03-122085-106 

Visit Code Date Subject Iuitials Study # 

Follow-up a$l&lo 03-122085-106 
I Visit 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? 

Cl?33 
r 

‘NO If yes, complete below: 

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

Comments: 

Has ihe subject had any heal& related issues since the treatment procedure? 

If yes, complete below 

Date 



. . 
HTR Study No.: 03-122085-106 

Data Collection Form 1 Page No:- c 1$&J 
DEMOGRAJ?HICS/DERMATOLOGICAL!MEDICAL HISTtiRY FORk 

i Visit Code Date Subject Initials Study # 

Subject 
Qualification &!‘a / 03 x / - / & pemanent#:57 03-122085-106 

mm dd yy F M L 
, 

1 

Gender: 0 Male I 
Age: af 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 7 

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

I No YW Don’t 
Know 

. 

/ 

II. OTHER MEDICAL INPORMATION No ‘Yes Don’t 
Know 

1. Allergies.? Please specify. wqt \ns, 
2. Hepatitis ? 
3. Heart and Vascular Disease? I./ 
4. Liver Disease 7 I 
5. Kidney Disease ? 
6. Tuberculosis ? J 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin [ ] / 
8. Cancer ? / 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? / 
10. Organ transplant ? I 
11. Any other condition riot listed ? Please specify: I/ t 

Is the subject taking any medication? 1; yes, please specify below: 

III. MEDICATION 

1. Antibiotics, oral or systemic 1 
2. Cortisone, Steroids, ACTX, Anti-reaction Drugs ? 
3. Heart Medication ? 
4. Insu?in ? 
5. Other? ~~q+/y~:c&-QM) rir-dh c&&-d ) 

No YW Don’t 
Know 

I / 

I Comments: I 



Data Collection Form 2 HTR Study No.: 03-122085-106 
TNCLUSION I EXCLUSION FORM Page No.: Irm: - 5 27 

Visit Code Date Subject Initials 

Subject Permanent #: 
Qualification - - z-f -& -- 

mm dd yy f m 1 
INCLUSION CRITERIA 

stuay # . 

03-122085-106 

Check one 
YES NO 

.A 

Subject: 
1. Isl8through65years? 
2. Has signed informed consent 1 

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

r-----77- 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 7 

8: Is williig 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 m&sin 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 intercurreut illness 7 

11, Is willing to comply with all study protocol requirements 1 

EXCLUSION CRITERIA 

r~-~ Checkone . . . 
; )Yl@ 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 ? 
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 sllergies ? 
6. Has eczema or psoriasis on their hands or wrists 7 / 

Female Female Male 7. Is currently pregnant ? 0 Yes a/No Of child-bearing potential#Yes Cl No 

/ 
0 Surgically Sterile, year 

-3+- 
0 Post-menopausal, year 

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

,A 

/ 

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 snother 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 aknown sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps 7 

Based upon dermatologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
JfQualified 0 Not Qualiiied for participation in this study. 

-Reasons for disquali@ation: Interviewer’s InitialslDate: 

I Date: ( - 
I 

InvestigatoA Signature: n / I/. I I 
Y _ / 



Data Collection Form 3 
H’lX Study No.: 03-122085-106 

Page No.:3Jr’58 
IwrERCURRENT Ir.uwg / CONCOh?ITANT MEDICATION FORM 

Visit Code Date Subject Initiab Subject Screen #: 
dSS 

Sttidy # 

Test 
Period 47_/230/ 03 

IXlUlddyY 
z / - I$. Permanent#: 

--F-E-L 57 03-122085-106 

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

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? Bees c3No 
Ifno, please explain: 

III, Has subject been ill since the last visit’? OYes (Complete below) @‘&o 

IV. Has subject used any new oral or topical medication? OYes (Complete below) 6 

Based upon the above responses, the subject is: 86 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? mot related 0 Possibly related 0 Definitely related 0 Other (explain) 

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

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

Additional Comments: 

CONCOMITANT MEDICATION 

Comments: 

. Interviewer’s Signature: %7.d- Date: t@7 / do IQ.3 
mm dd YY 



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

Page No.:3Jt b, gq 

HEALTH CART3 PERSONNEL HANDWASH BACI’ERLAL COUNTS 
CFtJhL of Sampling Solution 

Test Date Subject Initials Subject Screen # Study # 

Permanent #: 

57 03-122085-106 
F. M L 

BASELINE 
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS 

lOA lo” 10b lo-’ 10” 
Tbm lcfb I7 a t’78. 

,rm _133r- PZ 
- 

CFUhI, J48lO’ Counted by : Qs 8 - 1-a / 

LEFT HAND 

g; 

WASH 1 RIGHT HAND 
105 lo” lOA lo” 105 105 lOA 

lwi? ‘I& & Trn 35 J 
I 7 77m -u 7. 

77Jz 
Comtedby : p I 8*1-03 CFUhL qfl%fO ’ Counted by : P5 / w-03 

I LEFTHAND WASH 11 RIGHT HAND 

so Lpr: UN ld-m%w;~~8~~~03 
Calculations by: ( Raw data reviewed by m /q.\-03 
Calculations Verified by: Wt IR 1 . .;3 
*lo-’ dilution is the sum of 1.0 I& spread across 3 plates. ._.’ 
Underlined values are used fur calculation of CFUhL 
TNTC -Too Numerous To Count 

Investigator’s Signature: Date: 
mm dd 3Y 



Data Collection Form 5A 

Subject Initials 3”-G Subject# 57 Study No. 03-122085-106 
Page No.’ x-53 D 

1 , ADVERSEEVENTS 

I . 

Symptom I Event Onset Rate Ehd Date Tz Severity ELzl Outcome Rexan- Investigator Signature/Date 

Fit! Comment/Note: Initials 

r---r I 

. 

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

Relationship: I =Definite 2=Probable 3=Possible 4=Unrelated 

Action Taken: I =None 2=Rx Therapy 3=Discootinued Study 4=Other (specify) 

l=Resolved w/o 
sequelae 

i=Resolved wl sequelae 3=Ongoi@ 
(describe) 

4iDeath 

iSerious Adverse E+eng/Experience. 



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

FOLLOW-UP MSIT - 

Visit Code Date Subject Initials Study # 

Follow-up &@t & / 83 ()3-122()&1O(j 
Visit mm dd YY 

z/ - 10 pema?ent “‘57 
F M L 

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

CIYES 
.$ 

NO If yes, complete below: 

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

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

0 YES NO If yes, complete below 

‘mm dd YY 



Data Collection Form 1 
DEMOGRAPHICS/OLOGICALMEDICALH[STORY FORM 

D Male @Female, Age:’ 3 + YZirs 
--~~ I  

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

I. DERMATOLOGIC DISORDER 

1. Psoriasis ? 
2. Eczema 7 
3. skill cancer ? 

Skin Allergies ? Please specify: 4. 
5. Hives ? 

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

II. OTHER MEDICAL IKF’ORMATION 

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

J! -j . Kidney Disease 7 

No YES Don’t 
Know 

1 c/ 
r/‘, 

No ‘YeS Don’t 
Know 

./ 
I 

5 
v’ 

6. -- Tuberculosis ? 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin [ ] 
8. Cancer ? 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 1 / 
10. Organ transplant ? 
11. Any other condition not listed 7 Please specify: L /- 

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

I III. MEDICATION I No I Yes I 
Don’t 
Knnw I ---., . . 

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

I 
Based on the above medical history, the subject is: 

Interviewer’s Signature: 
v 

1 
Not qualified for the study. 

Date:. 07 ;a( I 0% -- 
mm dd YY 



Data Collection Form 2 
~a.,USION I EXCLUSION FORM 

RTR Study No.: 03-122085-106 
Page No.: x - %@ 

NO Subject: 
1. Is18through65years? 
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 7 
5. Has fhrgemails 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 7 

8: Is willing to refr-ain from using body lotions, medicatedkmtibacterial lotions, creams, oils, dishwashing 
liquids, talcs and other deodorautiantiperspirant products during the entire study, unless prescribed by a 
physician for an intercurrent ilhress ? 

9. Ts willing to refrain Tom 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, 
uriless prescribed by a physician for an iutercurrent illness ? 

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

) 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 ? 
3. Has cuts, lesions, or other skin disorders on their hands or wrists 7 
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 
7. Is currently pregnant 7 Cl Yes WfQo Of child-bearing potential:8/kes Cl No 

0 Surgically Sterile, year tJ Post-menopausal, year 
If of child bearing potential - $-HCG Test Re 0 positive 

8. Is currently lactating ? 
y7&&/&9 y?) 
/-I 

9. Has been medically diagnosed as having a medical condition such as: diabetes, 0 
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 Iuvestigator would 
preclude participation ? 

11. Has any responsibiiity 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: 
‘wualified !J Not Qualified for participation in this study. 

Reasons for disqualifi~tion: - Interviewer’s InitiaWDate: c. I 0 7*2/*Q3 

Iuvestigatork Signature: Date: fi I /‘,/- -a3 
mm YY 

-_ 



HTR Study No.: 03-122085-106 
Data Coilection Form 3 PageNo.:~‘!j~ 

INTERCURRENT ILLNESS / CONCOTHlTANT MEDICATION FORM 
Subject Screen #: 

‘1 
Visit Code Date Subject &&.iak oq47 Sttidy # 

Test 
Period 

Pennanent* 7-1 g/b/ 
F M L 03-122085-106 

I. Is skin on subject’s hands and ivrists still free of d&matoses, cuts, lesions, .and other skin disorders? wes C&Jo 
Ifno, 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? mes (Complete below) do 

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

Based upon the above responses, the subject is: !&aiified 0 Not Quaiified to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURREN TILLNESS 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

Was reaction related to treatment7 UNot related q Possibly related 0 Desnitely related 0 Other (explain) 

Action Taken: c]None 0 Continued on study Cl Withdrawn fkom the study 0 Consulted physician 

0 Medication taken (Complete below) 0Hospitaliz.d Cl Other (explain) 

Additional Comments: 

CONCOMIT~ MEDICATION 

. 

Comments: 

. Interviewer’s Signa$re: Gw.d- Date: B 7 / & 1 d 
mm dd YY 



Data ColfeMich Form 4 

Test Date 

CFUhL of Sampling Solution 

Subject hitials Subject Screen # 
247 

Study # 

03-122085-106 

LEFT HAND WASH 1 RIGHTHAND 
104 N3 IO4 

?lurc s 16 
( rtmc e 

Counted by : Counted by : SP / WI/U3 . 

Underlined values are used fur calculation of CFUhL, 
TNTC -Too Numerous To Count 

d-03 

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



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

FOLLOW-UP VISIT PageNo.:* -c 5w 
Visit Code Date Subject Initials Subject Screen ##* 

247 Study # 

Follow-up I oy / 03 03-122085-106 
Visit mm dd YY F M L 

If yes, complete below: 

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

I Comments: 

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

j CJY-ES FNO If yes, complete below 

Comments: 



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

DEMOGR&‘HlCS/DERMAT~L~GIC~DI~~ HISTdRY FORk 
7. 

Visit Code Date Subject Initials Subject Screen #: 
2% Study # 

Subject 
Qualification 0 7 12 1 I 0 3 03-122085-106 ,&I iQ / v 

m aa ye F M L 
Pe*anent359 

* 

Gender: 0 Male Female . 

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

Age: 14 Years 

I. DERMATOLOGIC DISORDIZR 

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

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

No Yes Don’t 
Know 

I 4 
i 

v 

I 

IL OTHER MEDICAL INFORMATION No .Yes Don’t 
Know 

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

1’ 5. ‘I Kidney Disease ? 
6. Tuberculosis 7 
7. Diabetes 7 Controlled? Diet [ ] Oral [ ] Insulin [ ] 
a. Cancer ? 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? ff/ 
10. Organ transplant ? 
11. Any other condition tiot listed ? Please specify: 

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

XIX. MIEDICATION 

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

‘_ :. 
Comments: 

No YeS Don’t 
Know 

Based on the above-Cal history, the subject is: ClfQualified or 0 Not quz&fied for the study. 

bate: 



Data Collection Form 2 
INCLUSION / EXCLUSION FORM 

HT.R Study No.: 03-122085-106 
Page No.: s - 4 39 

Visit Code Date Subject Initials Study # . 
/ 

Subject D7 12/103 &.I v Permanent #: 
Qualification 03-122085-106 

mm dd yy f m-i- 
INCLUSION CRITERIA I 

1 Check one I 
NO 

, 

Subject: 
1. Is18tiough65years? 
2. Has signed informed consent 7 
3. Is healthy as evidenced by responses on DCF 17 
4. Has hands and wrists that are fkee 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, 

I v 1 I showering, and handwashing during the entire study ? - 
-~ 

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

8: Is willing to refmin from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 
liquids, talcs and other deodorantirtutiperspiant products during the entire study, unless prescriied 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 

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

I Check one . . . . 
1 YES NO >N/A Subject: 

! J/f 1. Is currently participating in another clinical study at this or any other facility 7 I 

1 \//r 2. Has participated in any type of hand or arm wash study within the past 7 days ? 

I Vk 3. Has cuts, lesions, or other skin disorders on their hands or wrists 7 
4. Has artificial nails or nail tips? 

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

f 6. Has eczema or psoriasis on their h orwrists? 
c, 

emale F Male 7. Is currently pregnant ? II Yes @No Of child-bearing potential: e( Yes 0 No 
0 Surgicaliy Sterile, year Post-menopausal, year 

If of child bearing potential - fi-HCG Test Results: 0 positive 
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 7 

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

Is Qualified Cl Not Qualified for participation in this study. 
Interviewer’s InitialslI>ate: 

---Y 
I,/~) preclude participation 7 

/I 11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, me of 
1 V*J. 1 wounds, in~venous~management or other bed-ridden related care roles. 
I ;/I \ 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: . . . _ _ 



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

Page No.:=- FqO 
INTERCURRBNT ILLNESS I CONCOMITAIW MEDICATION FORM 

i 

, 
Viiit Code Date Subject Initials Subject Screen #: 

a- 
Stu’dy # 

Test 
Period 07 J$O JOd Permanent# & J /f J v 

mm dd yy F M L 03-122085-106 

1. Is skin on subject’s hands and kvrists still free of dermatoses, cuts, lesions, ‘and other skin disorders? l2Yk ONo 
If no, please indicate condition: . 

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

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

V. Has subject used any new oral or topical medication? mes (CompIete beIow)EKo 

3ased upon the above responses, the subject is: iQQhalified 0 Not Qualified to continue on the study. 

Reasons for disqualification 

TO BE COMPLETED IF SUBJECT EUS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

Was reaction related to treatment? UNot related Cl PossibIy related 0 DefIinitely related 0 Other (explain) 

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

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

Additional Comments: 

CONCOMITm MEDICATION 

P P 

:omments: 

- Interviewer’s Signature: ti 



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

PageNo.:ast‘ iEjL(04 

aEALTaCAREPERSONNELHAMIWASB.BA~~COUNTS 
CPU/o& of Sampling Solution 

Test Date Subject Initials Subject Screen # Study # 

~1,%,03 A ,R,v Perma 03-122085-106 
mm dd yy F. M L 

BASELINE 
LEFT HAND DILUTXONS RIGHT HAND DILUTIONS 

.,..4 I 0 f..s I 3n-6 rn-4 I 1 I-t-5 I if-4 

LEFT HAND WASH 11 RIGHTHAND 
10-l I _ --, I _ ,d . ..a I , n-1 I ‘t n-2 I 1 n-3 I 1n-4 

Calculations by: %s / 0-f-03 Raw data reviewed by Th% /08*0\-Q3 
Cakulations Verified by: ,m lb% l m3 
*lo-’ dilution is the sum of 1.0 mL spread across 3 plates. 
tJnderlined values are used for calculation of CFU/mL 

CQj =bY Aecmcw SQ a&, ..‘I. 

TNTC -Too Numerous To Count $sQC = G&-a Qqk&J T?\Lh COY-A rg g/i 

Investigator’s Signature: Date: t9 I /f103 
mm dd YY 



Data Collection Form 6 

FOLLOW-UP VISIT 

. Visit Code Date Subject Initials Subject Screen * 
2&3 

Study # 

Follow-up L2iLzE.a 
4, Rl t/ 

03-122085-106 
Viiit mm dd YY ---F-z-L 

Date Subject Entered the &udy: 

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 
PC 

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: 

Date 



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

DEMOGRAPHICS/DERMATOLOGICAUMEDK4L RISTORY FORM 

Visit Code 

03-122085-106 

I Gender: tiMale 0 Female Age: 54 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 

vl 
--7--- 

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 Disease7 

Liver Disease 7 
Kidnev Disease ? 

No Yes Don’t 
Know 

I 
I -. 

6. Tuberklosis ? 
7. Diabetes ? Controlled? Diet [ J Oral [ ] Insulin [ ] 
8. Cancer ? 5 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? t/ 
10. Organ trsnsplant ? 
11. Any other condition not listed ? Please specify: L 

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 7 
4. rnsuliIl ? 
5. Other ? 2 j+pJ#qJ - *&L; 3/n *&,;j, w 

GM & 
1 

Comments: 4 
(z.tzq& 7#22 #03 y-L 

No Yes Don’t 
Know 

Based on the above medical history, the subject is: BqGalified or [II Not qualified for the study. 

Interviewer’s Signature: l3AA$&? L Date: 67/2[ / 5% 
mm dd YY v 



Visit Code 

Subject 
Qualiication 

Data Collection Form 2 
INCLUSION / EXCLUSION FORM 

Date Subject Initials Subject Screen #: 
f4 

i?.&&y3 5dlU Permanent #: 

YY f m 1 
INCLUSION CRITERIA 

HT’R Study No.: 03-122085- 6 
Page No.: 33zz!&b 

Study # 

03-122085-106 

1 

Check one 
YES NO 

4 

Subject: 
1. Is18tkuough65years? 
2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCF 1 ? 

&$\ *v 4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders 7 

J ePA 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 tie 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, medicated/antibacterial lotions, creams, oils, dishwashing 

liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a 
physician for au intercurrent illness 7 

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

physician for an intercurrent illness ? 

r-a I 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 ? I 

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

Check one .. . 

1 YES NO N/A Subject: 

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

7 1 ~~ 1 2. Has participated in any type of hand or arm wash study within the past 7 days 7 I 
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 ? 

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

If of child bearing potential - P-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 7 

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

I I 1’1 , 11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of 
I” 1 I wounds, intravenous management or other bed-ridden related care roles. 
Is--r 1 12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? 

Based upon dennatologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
-alifted 0 Not Qualified for participation in this study. 

Reasons for disqualification: Interviewer’s Initials/Date: 

Investigator’s Signature: 
Date: # /’ ‘[ ; 03 



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

Page No.:=@ $qq 
INTERCURRENT mmss / CONCOMITANT MEDICATION FORM 

Visit Code Date Subject Initials Subject Screen #: 
Jw 

Stu’dy # 

Test Permanent #: 
Period uJJ30 I03 JIW 0 

IlYli-Zy FML ho 03-X22085-106 

I. Is skin on subject’s hands and wrists still free of dermatoses, cuts, lesions, ‘and other skin disorders? @4% KIN0 
If no, please indicate condition: 

II. Has subject used non-antibacterial soap and followed the instructions in AppendixB? EE’ks CiNo 
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) El6 

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

Reasons for disqualikation: 

TO BE COMPLETED I9 SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: Date Resolved: 

Describe condition: 

Was reaction related to treatment? ClNot related Cl PossibIy related [7 Definitely related 0 Other (explain) 

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

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

Additional Comments: 

CONCOMITANT MEDICATION 

Comments: 

. Interviewer’s Signature: Date: a7130 Id 
mm dd YY 

i 



Data Collection Form 4 
HTR StudyNo.: 03-122085-106 

Page No.: x cj-45 

IIEAL’IXI CARE PERSONNEL HANDWASH BACX’ERIAL COUNTS 
CFUhL of Sampiing Solution 

Test Date Subject Initials 
Subject Screen # 

247 
D-i /30/o,;) Permanent #: s-1 cc) / 0 

-mm dd yy F. M L 

Study # 

03-122085-106 

BASELINE 
LEFT ILAND DILL a--+ ,w LEFT ILAND DILUTIONS 

10” 10” 1o-6 t 

BIGHT HAND DILUT.IONS _--I_ AAND DILUT.IONS 
1O4 1O-s 1O-s 1O-6 1O-6 

k=L 219 23 
-TM= -TM= E-- - , 20 q3w-c lb+- iL 

CFU/xnL~.~~ 10’ CFU/xnL3.~~ 10’ 
.--- .--- 

Counted by Counted by : SP I QflfO? cFu/mL /. 9f IO’ s’T3 I 4, fq counted by : 

LEFT HAND WASH 1 RIGHT HAND 
10-l 1O-2 1o-3 lo4 lo” 1O-2 lo5 104 

<m -turr. +-WI2 4f=3 +JTz m. 22-q 24 
TPYK ,TW qwt-c ct- w@ B- - ~~~ 
T-Jr< 

CFuhL 40 Yd- Counted by : -91 103 CFU/mL?.G xd- Counted by : SC3 I %/103. 

LEFT HAND WASH 11 RIGHT HAND 
lo” lo” 10-3 1o-4 lo-’ 1 o-* 1o-3 

;; 

z-7.r -3 

Calculations by: 5 / P-/-o3 Raw data reviewed by a-Q3 / of3*0\*03 
Calculations Verified by: mfi / opl*wa3 
*lo-’ dilution is the sum of 1.0 mL spread across 3 plates. (5D-w -# eQ-QwLl c&-h c-&w&h; 
Underlined values are used for calculationbf CFUhL c!J%h 59 %\a-? c 
TNTC -Too Numerous To Count 

Investigator’s Signature: Date: 1 x 103 
rnnl dd w 



Data Collection Form 5A 

Subject initials Subject # 40 Study No. 03-122085-106 

\ Page No.’ x- 54&9 
1 

ADVERSEEVENTS 

FJtz Comment/Note: Initials ( 

Note: Secerity, RGlationship and Outcome MUST be determined by principal investigator. 
Severity: 1 =Mild Z=Moderate 3=Severe 

Relationship: 1 =Definite 

Action Taken: l=None 

1 Outcome: 1 =R&olved wlo 
sequelae 

'Serious Adverse -Event/Experience 

Z=Probabie 3=Possible 

-2=Ri Therapy 3=Discontinued Study 

Z=Resolved wl sequelae 3=Ongoing 
(describe) 

-. 

4=Unrelated 

4=Other (specify) 

4=Death 



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

FOLLOW-UP VISIT Page No.:% - 5q 7 

. 

Visit Code Date Subject Initials Study # 

Follow-up 03-122085-106 
, Visit 

Date Subject Entered the S’tudy: 

072~ 103 --- 
mm dd yy 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? 

YES 0 NO If yes, complete below: 

Clinical Obsqvations: e of onset and d 

I 

Comments: 

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

0 YES ‘NO If yes, complete below 

Comments: 

dd YY 

i ’ i 



HTR Study No.: 03-122085-106 
Data Collection Form 1 Page No:- - 54% 

DEMOGRAPHICS/DERMATOLOGICAlWMEDICAL HISTORY FORM 

Visit Code Date Subject Initials Subjz Is;j;een #: Study # 

Subject 
Qualification OJJU 1~3 K/ L / M Permanent#= 

(iI 
03-122085-106 

mmddyy F-K-X- 

Gender: Male 0 Female. Age: 6 1 Years 
1 

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

I. DERMATOLOGIC DISORDER Yes Don’t 
Know 

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

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

IT. OTHER MEDICAL IN-FORMATION Yl?S Don’t 
Know 

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

Liver Disease ? 
I- ;: Kidney Disease ? 

6. Tuberculosis ? 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin [ ] 
8. Cancer 7 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 
10. Organ transplant ? / 
11. Any other condition not listed 1 Please specify:)l& &,/~~~ 1 

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

III. MEDICATION No Yes Don’t 
/ Know 

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

f 2Qma lxdav hr.& &de~-&~ 

Comments: 



Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

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

Subject 
Qualification m/ 21/_523 K / L / M Permanent #: \ --- 03-122085-106 

i nlmddyy f m 1 
I INCLUSION CRITERIA 

Check one 
YES/ NO Slibject: 

l- 

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

shower&r. and handwashing during the entire studv 7 

i/ A 1 7. Is wilhne to refrain from using anti-dandmffshamnoo durine the entire studv 7 
8. Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 

liquids, talcs and other deodorantiantiperspiant 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 1 

v I 1 1 I. Is willing to comply with all study protocol requirements ? 
EXCLUSION CRITERIA 

Check one .., 
YES NO / NIA Subject: 

1 j/ /i 1 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. Is currently pregnant? q Yes cl No Of child-bearing potential: Cl Yes II No 

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

8. Is currently lactating ? 

J 
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 care roles. 

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

Based upon derm 
W Qualified Cl Not Qualified for participation in this study. 

Reasons for disqualification: Interviffwer’s Initials/Date io-Lu43 

Investigator’s Signature: 
Date: @ -i /( I P3 

mm dd Yy- 



HTR Study No.: 03-122085-106 
Data Collection Form 3 Page No.:=- q!%) 

INTERCURRENT ILLNXSS / CONCOM-ITANT MEDICATION FORM 

Visit Code Date Subject Initials Subject Screen #: 
a6 

Study# 

Test 
Period b7/&% 03 /b e,J’-j IPermanent* 

edd yy F M L 03-122085-106 

I. Is skin on subject’s hands and wrists still free of dennatoses, cuts, lesions, and other sl& disorders? 0G es ON0 
If no, please indicate condition: . 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? I$$& CiNo 
If no, 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? q Yes (Complete below) IafG o 

Based upon the above responses, the subject is: id Qualified •l 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 0 Possibly related ff Definitely related El Other (explain) 

Action Taken: ClNone 0 Continued on study [3 Withdrawn from the study 0 Consulted physician 

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

Additional Comments: 

CONCOMITANT MEDICATION 

Comments: 



Data Collection Form 4 
J3TR Study No.: 03-1220~5-106 

Page No.:~ - 5 5 ) 

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

Test Date Subject Initials Subject Screen # 
210 

Rudy # 

0_7/2q I 03 Perrngyt#: R / ,t- i M 03-122085-106 
mm dd yy F. M L 

LEFT HAND DILJJTION$ BIGHT HAND DILUTIONS 
BASELINE 

CFU/mL7+3%10’ Cquntedby: p /F3/-03 CFUlmL 2*4YJ0 7 Counted by : @ I 7-3/-a3 

+k+i -o-kcl CA-t3 =xdhdQ’;\: 

LEFT HAND WASH 1 RIGHT HAND 

Calculations by: ~~ 108 $1 * O3 Raw data reviewed by hl- I 8#6*63 
Calculations Verified by: W ! $-r-o3 
*lo-’ dilution is the sum of 1 .O LX& spread across 3 plates. 
UnderIined values are used for calculation of CFUhL 
TNTC - Too Numerous To Count 

Investigator’s Signature: Date: G / 
mm dd 

fi s3 
YY 



Data Collecthin Form 5A 

Subject Initials 4 r I Subject # Ib / Study No. 03-122085-106 
@age No.’ s- 652 

ADVERSEEVENTS 

I 
1 , 

I 

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

Relationship: 1 =Definite Z=Probable 3=Possible 4=Unrelated 

Action Taken: I =None 2=Rx Therapy .3=Disco&x.wd Study 4=Other (specify) 

1 Outcome: 1 =Resolved w/o 2=Resulved wl sequelae 3=Ongo& 4=Death 
sequelae (describe) 

'Serious Advesse Event/Experience 



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

Page No.:% z ‘553 FOLLOW-UP VISIT 

Visit Code Date Ic Subject Screen #: , - ubj ect Initials 9/A Study # 

i Follow-up f22uELfU /&L/31 . Permanent #: 
41 03-122085-106 

Visit mm dd F -%--7 

Date Subject Entered the S’tudy: 

/)7/ 2503 
Fob#pUpDat; 

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 Cl NO If yes, complete below: 

seVerity/locations, etc.) 

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

NO If yes, complete below 

Comments: 

Date 



Data Collection Form 1 
DEMOGRA3?HICS/DERMATOLOGICAL/MEDICAL HISTORY FORM 

Visit Code Date Subject Initials Subject Screen #: 

Subject 
dW 

Study # 

Qualification 03-122085-106 2 21 t m fl/ k f p 
YY F M L 

Permanentti& 

I Gender: d Male III Female Age: 2-I Years 

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

I. DERMATOLOGIC DISORDER 

1. Psoriasis ? 
2. Eczema 7 
3. Skin Cancer 7 

4. Skin Allergies 7 Please specify: 
5. Hives 7 

No 

J 

J 

/ 
J 

Yes Don’t 
Know i 

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

TX. OTHER MEDICAL INFORMATION 

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

) i: 
Liver Disease 7 
Kidney Disease 7 

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

? 
No ‘YeS Don’t 

Know 
/ 

/ 

/ I 

J 

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

III. MEDICATION No Yes Don’t 
Know 

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

I Comments: 

Based on the above medical history, the subject is: 
- 

Interviewer’s Signature: 

or Ei Ntit qualif.ied for the study. 

‘Date: 07 / ca ; m- -. -- 
mm dd n- 



Data Collection Form 2 
‘INCLUSION I EXCLUSION FORM 

Visit Code Date Subject Initials Subject Screen #: 
da./ 

Study # 

Subject 
Qualification o-?d(i 0 3 03-122085-106 p’2 / k I p Permanent #: bz 

I mm dd yy f m 1 
I INCLUSION CRITERIA 1 

\- ~~ Check one I 
NO Subject: 

1. Is18through65yeats7 
2. Has signed informed consent 7 

11, I --r~ 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 ? 

t 
I 

/I 1 6. Is willing to m&in from using antimicrobial soaps (liquids and/or bars) for bathing, I 
showering, and handwashiig during the entire study 7 

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

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 / I I physician for an intercurrent illness ? I 

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 retin from using topical or systemic antibiotic medication during the cntlre 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 
NO” N/A Subject: 

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

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

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

/ 
0 Surgically Sterile, year Cl Post-menopausal, year __ 

If of child bearing potential - j3-HCG Test Results: Cl negative 0 positive 
8. Is currently lactating 7 

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

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

preclude participation 7 

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 7 

Based upon dermat logic evaluation and the Formation contained in Data Collection Forms 1 and 2, the subject is: 
d Qualified 0 Not Qualified for participation in this study. 

Reasons for disqualification: Interviewer’s Initials/Date:. f 7/bl/Q3- 
I 

Investigators Signature: 
‘Date: @ i [[ -I 03 -- 

*- mm dd YY 

b 



Data Collection Form 3 
INTERCURRENT ILLNESS / CONCOMITANT MF,DICATION FORM 

Visit Code Date Subject Initials Subject Screen #: 
i2a.3. 

Stu’dy # 

Test fi/i%~3 Pit RIJ Permanent #: 
Period lllI/X-Yy 77-E-L 03-122085-106 

_~- 

I. Is skin on subject’s hands and kvrists still iiee of dkmatoses, cuts, lesions, *and other skin disorders? id es GIN0 
Ifno, please indicate condition: ’ 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? IEd es DNo 
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? Dyes (Complete below) Id o 

Based upon the above responses, the subject is: Id Qualified q 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 Delinitely related 0 Other (explain) 

Action Taken: ONone 13 Continued on study 0 Withdrawn from the study !J Consulted physician 

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

Additional Comments: 

CONCOMkMNT MEDICATION 

.I Comments: 

I 

. Interviewer’s Signawe: 



Data Collection Form 4 
HTR Study No.: 03-122285106 

Page No:=- ‘757 

HEALTH CARE PERSONNEL HANDWASH BACTEBIAL COUNTS 
CPU/mL of Sampling Solution 

Test Date Subject Initials Study # 

03-122085-106 

BASELINE 
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS 

lo4 
& 

10” 104 KS5 1o‘6 
p 9 

%G 
al 

\5?9 I r9 la- 
CFU/d fl Xlo7 Counted by : TL 0 *3)03 CFUhL2*2%~o’Countedby :=(@J,+Tij 

LEFT HAND 

& 
Th/TC 
7N-K 

cpTJ/mL 2.%X ra5 

WASH 1 RIGHT HAND 

TGc# 
PP 

-m-K Hz3 Ii” 
2% 7Nc &!LL rl 

Counted by :m /07’31*03 CFU/~IL~.~%~~~ Counted by : Th@ / 07 *3\ *a 

LEFT HIAND WASH 11 
10“ 10” 

-bdia -l-4= 
T&-i= -c-, 

* 
cFv/mLf.ww3 Countedby: Iti nW31.a3 CFUhL~~~~~~5 

RIGHT HAND 

Counted by : 7G / 7-3)*&.23 

Calculations by: ,mB tH*Ol.Q3 maw datareviewedby s&j. / 1~6*03 
Calculations Verified by: ihS / *I-o 
*lo-’ dilution is the sum of 1 .O II& spread across 3 plates. 
Underlined values are used for calculation of CFUhL 
TNTC - Too Numerous To Count 

Investigator’s Signature: Date: / //IO3 
mm dd YY 



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

FOLLOW-UP VISIT PageNo.:+ 55% 
Visit Code Date Subject Initials 1 Subject ScreB2, Study # 

Follow-up a, &,t93 m R I P Pem?uent#: 
42 03-122085-106 yy FML Visit mm dd c 

Date Subject Entered the s’tudy: 

&77/ Z/f 03 
Fox2 Datat 

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

0 YES ‘NO 
7 

If yes, complete below: 

Clinical Obkrvations: (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: 


