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

DEMOGRAPHICS/DERMATOLOGXCAL/MEDICAL HISTORY FORM 

Visit Code Date Subject Initials een #: study k+ 
Subject 07/21l~ CJ-J- /Jg Permanent #: 

Qualification - - 03-122085-106 
mm dd yy FML 

Gender: Male 0 Female. Age: ~34 Years 

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

I. DERMATOLOGIC DISORDER 

1. Psoriasis 7 
No Yt?S Don’t 

Know 
A 

2. Eczema 7 
3. skin cancer ? 
4. Skin Allergies 2 Please specifl: 

I 5. Hives ? v 1 I 
Does the Subject have any of the following (present and past)? 

IL OTHER MEDICAL INFORMATION No .Yes Don’t 
Know 

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

I 4. Liver Disease 3 I b’ - I I . I 
I . , 

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

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

IIL MEDICATION No Yes Don’t 
Know 

Heart Medication 3 
IIdill? 
other ? 

Based on the above mhlical or U Not qualified for the study. 

Interhewer’s Sigx&ure: D&e: -01,wto,3 
mm dd YY 

^ 

- 



Visit Code Date Subject Initials Study # 
* 

Subject 
Qualification Q7JZIl~ 3L/- N Permanent #: 

1 lllUlddyY 
e- ’ 03-122085-106 

f m 1 
INCLUSION CRITERIA I 

Check one 
viw / NO Subiect: I 

Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCF 1 ? 
4. Has hands and wrists that are 6;ee 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 

7. Is willing to refrain from using auti-dandruff shampoo during the entire study ? 
8. Is willing to ref?aiu 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 au intercurrent illness ‘7 

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

\/‘I- 

I - 

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

I 
EXCLUSION CRYTERIA 

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

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

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

-[T//r 1 3. Has cuts, lesions, or other skin disorders on their hands or wrists ? 
1 4. Has artificial nails or nail tins? 

I I \/,I I 5. Has soap, detergent, antibiotic, Polysporiu@ and/or perfume allergies ? 

Female Female 

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

0 Surgically Sterile, year _I Cl 
/ 

Post-menopausal, year 
If of child bearing potential - 8-HCG Test Results: Cl negative Cl positive 

8. Is currently lactating ? 

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

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

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

Reasons for diiqualification: Intervievxr’s Initials/Date: rm ,07-21@ - 

I 
Investigatori Signature: 

7 



HTR Study No.: 03-122085-106 
Data Collection Form 3 PageNo.:JE-kg57 

INTERCURRENTI~~LNI$SS,(CONCOMITANT~MEDICATIONFORM 

Visit Code Date Subject Initials Subject Screen #: 
8 

Perm,/dp,t 

Study # 

Test 
Period Q7/3Q/d 

mmnd-yy 
J t - t d 
F M L 03-122085-106 

L 

I. Is shin on subject’s hands and wrists still free of dermatoses, cuts, lesions, and other &in disorders? OYes wd o 
If no, please indicate condition: ’ auf OA X&Ad 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? i!&es ClNo 
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) it& o 

Based upon the above responses, the subject is: UQuaiified Q> @$ yTaJ$ie5fjto continue on the study. 

Reasons for disqualilicatiom ~.ote,n&i ka.td 

TO BE COMPLETED IF SUBJECT ELAS AN INTERCXIRRENT ILLNESS 

Date of Onset: Date Reported: bate Resolved: 

Describe condition: 

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

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

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

Additional Comments: 

CONCOM[TANT MEDICATION 

I I t I I I I 

Comments: 

- Interviewer’s Signatqre: Date: B 7 / 30 I +?A3 
mm dd YY 



HTR Study No.: 03-122085-106 
Data Collection Form 1 Page No:S - l2@ 

DEMOGRAPHICS/DERivlATOLOC%XIJMEDICAL HISTORY FORM 

Visit Code Date Subject Initials Subject Screen #: 
pilo;z Study # 

Subject 
Qualification ala/ IO3 

mm--r-&- 
-ig d I& Permanent 

FML 
03-122085-106 

4 

0 Female. Age: If Years 

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

I. .DERMATOLOGXC DISORDER 

1. Psoriasis ? 
2. Eczema ? 

No Yes Don’t 
Know 

J 
/ 

I 
I I I I 

3. skill cancer ? ./ I I I , 
4. Skin Allergies ? Please specify: ; 
5. Hives ? d 

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

II. OTHER MEDICAL INFORMATION 

1. Allergies.? Please specify. 
2. Heoatitis ? 

No ‘YW Don’t 
Know 

J . 
./ 

t 
A 1 I 

3. Heart and Vascular Disease? I ; I 
4. Liver Disease ? / 

jl 
I I/ I I 

i it 5. Kidney Disease ? I ./ I 
Y I 

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

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

HI. MEDICATION 

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

Comments: 

No 

d 
bf 
J 

Yes Don’t 
Know 

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

IntervieWer’s Signature: cr/l Date: Q-Tj d? tUd- ’ 
mm dd YY 

_ 
- _ -. . . 

-- 



Data Collection Form 2 
INCLUSION / EXCLUSION FORM 

Visit Code 

Subject 
Qualification 

Date Subject Initials Subject Screen #: 
4-a 

07/G-w a3 - - - mm dd yy 
INCLUSION CRITERIA 

Study # 

03-122085-106 

1 
Check one 

YES NO Subiect: I 
1. Is lSthrough65years7 
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 fingernails that extend no longer than approximately one (1) mm past the nail bed ? . 

6. Is willing to refrain from using antimicrobial soaps (lisuids and/or bars) for bath& 
/I w. 

./ I 
! shower&, and handwashing &ring the entire &dy ? - 
1 

I 
7. Is willima to refrain from usinn anti-dandruff shamDo durine the entire studv ? I 

/ 

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 ? 

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

physician for an intercurrent illness 7 

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

unless prescribed by a physician for an intercurrent illness ? 
1 11. Is willing to comply with all study protocol requirements 7 I 

r-- EXCLUSXON CRXTERLA - I 

N/A Subject: . I 
’ I T ~~- / I 1 1. Is currently participating in another clinical study at this or any other facility ? I 

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

J 3. Has cuts, lesions, or other skin disorders on their hands or wrists 7 

J 4. Has artificial nails dr nail tips? 

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

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

If of child bearing potential - S-HCG Test Results: Cl negative 0 positive 
8. Is cktly lactating 7 ‘- 

t/ 

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 ? 

I i 

I Based upon derma 
d” 

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

Interviewer’s Initials/Date: ) fkasg3 for disqualllcation: #1yL/I-%?/.Q3 _ 

lnvestigatork Signature: _ ,* /G-G 
-- &tc: “6 / 17 ddJ /;9> -- -- 

mm YY 
-_ 0 

-- - 
-. _ 

-. 



. Data Collection Form 3 
HTRStudy~;e03~;3-06@~ 

INTERCURRENT IL&NESS I CONCOMIT&NT MEDICATION FORM 

Visit Code Date Subject Initials Subjecs? #: Study # 

Test 
Period 

a&,(& 
mK/Zi-~ 03-122085-106 

I. Is skin on subject’s hands and wrists still free of dermatoses, cuts, lesions,‘and other skin disorders? ClYes E&o 
Ifno, pIease indicate condition: . ul-u,rst- 

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

III. Has subject been ill since the last visit? c]Yes (Complete below) EdJO 

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

Based upon the above responses, the subject is: q Qualified &3/ Not Qualified to continue on the study. 

Reasons for disqualification: ~~~ AzL-J;;Fi+ 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT IL,LNESS 

Date of Onset: 

Describe condition: 

Date Reported bate Resolved: 

Comments: 

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

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

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

Additional Comments: 

CONCOMITANI’ MEDICATION 

- Interviewer’s Signature: 



HTR Study No.: 03-122085-106 
Data Collection Form 1 PageNo.sc/zb3 

DEMOGRAPHICS/DERMATOLOGICALiMEDICAL -TORY FORM 
‘, 

i Visit Code Date Subject Initials Subject Screen #: 
203 Study # 

Subject 
Qualification 07/Z//03 G/k & Permanent#: 

mmddyy -F-XT 
03-X22085-106 

Gender: 0 Male d Female . 

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

Age: 41 Years 

L 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 
)/, 

v , 

Yes Don’t 
Know 

IL OTEIER MEDICAL INF‘ORMATION No ‘YeS Don’t 
Know 

1. Allergies.? Please specify. 
2. Hepatitis ? 
3. Heart and Vascular Disease7 

‘1 4. Liver Disease ? b’ 
~J 1 5. Kidney Disease 7 I/ _ 

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

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

IIL MEDICATION 

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

2’ 

No Yes Don’t 
Know 

V/ 
/ 

Comments: 

Based oti the above medical history, the subject is: 

Interviewer’s Si 

dQualified or D Not qual@ed fdr the study. 

Date: - 07 /‘ -2/ i 0.3 mm dd YY 



Data Collection Form 2 
INCLUSION / EXCLUSION FORM 

I - --- -- - 
Pa~eNn.r -t” 

Visit Code Date Subject Initials Subject Screen II #: Study # 
1 I , 7nq 

Subject 
t-h**lifi~diMl 1 0%%03 1 c ihi /c-l Ipermze A/h 03-122085-106 -w- 
x--.----.“.. 1 mm dd yy 1 f m 1 I IU-fl 1 

INCLUSION CRITERIA ~~ 1 

I 
Check one 

YES/ NO Subject: 
,\/, I 1 1. Is lSthrough65years? 

,// I 1 2. Has siened 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 tigernails 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, 

Y 

/ showering, and handwashing during the entir? study ? 
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 7 

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

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

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

Check one :. . -. 
\ I YES NQ. N/A Subject: 

1 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 7 
3. Has cuts, lesions, or other skin disorders on their hands or wrists ? 
4. Has artificial nails &nail tips? 

I ] \/J 5. Has soap, detergent, antibiotic, Polysporin@ and/or perfbme allergies 7 I 
/ 6. Has eczema or psoriasis on their he sorwrists? I 

Male 7. Iscurrentlypregnant? Yes 
u? 

ti No Of child-be ’ gpotential: 0 Yes &No 
Surgically Sterile, year & 43 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 .organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroiditis or rheumatoid axthritis ? 

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 
-, Go -b Nit Qualified 

ologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
for~articipationinthiistudy. 

Reasons for disquali&ation: Interviewer’s Initials/Date: 
aB mm4i “:OJ ~~ 

-1 #. ’ 

Investigatork Signature: 
.Dat& @I //~,I@-~.- -_ 

mm YY 



Data Collection Form 3 
INTERCURRENT ILLNESS / CON~,OMTI’ANT MEDICATION FORM 

Visit Code #: Stddy # 

i Test 
Period 03-122085-106 

I. Is skin on subject’s hands and wrists still free of dermatoses, cuts, lesions, and other skin disorders? Dyes l&Jo 
If no, please indicate condition: 10 

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

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

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

Based upon the above responses, the subject is: q Qualified mot ontinue on the study. 

Reasons for disqualification: 

Date of Onset: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date Reported: ‘Date Resolved: 

. 

Describe condition: 

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

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

D Medication taken (Complete below) ElHospitalized 0 Other (explain) 

Additional Comments: 

CONCOMITANT MJZDICATION 

Comments: 

. Interviewer’s Signature: Date: 07 / 3.F / 03 
mm dd w 



‘HTR StudyNo.: 03-122085-106 
Data Collection Form 1 

DEMOGRAPEfICSflDERMATOLOGDXL/MEDICAL HISTORY FOR&I 
Page N,:s e /@9l4 

f Visit Code Date Subject Initials Subject Screen #: 
soy 

study # 
Subject 

.llzxf~ FL wL!i 
Permanent #: 

Qualification mmdd yy-?---%-I, 
03-122085-106 

Gender: Male 0 Female. 

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

Age: 9% Years 

L DERMATOLOGIC DISORDER 

1. Psoriasis 7 
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 

J 

/ 
I 

IL OTElER MEDICAL INFORMATION 

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

1) :: 
Liver Disease ? 
Kidney Disease ? 

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

No ‘YeS Don’t 
Know 

/ 

/ 

.A 
‘I 8. cancer ? I/ I 

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: 

III. MEDICATION NO 

1. Antibiotics. oral or svstemic ? / 
Yes Don’t 

Know 

I 
.I . I 

2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 
3, Heart Medication ? 
4. Insllliu ? 

Comments: 

-Based on the above medical history, the subject is: Not qualified for the study. 
,I’- : = 

Interviewer’s Signature: Date: 07 /- ~21 1 / &!3 -. 
mm dd YY 

_ -_ 



Data Collection Form 2 
INCLUSION 1 EXCLUSION FORM 

H3-R StudyNo.: 03-122085-106 
PageNo.:=” !?&7 

Visit Code Date Subject Initials study # 
Subject Permanent #: 

Qualification 07/a 103 
Gdd yy 

03-122085-106 
f m 1 

INCLUSION CRITEFUA 1 
Check one 

YES NO Stibject: 
1. Is 18through65years? 
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 refrain from using anti-dandruff shampoo during the entire study ? 
8: Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 

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

I/l I 9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 1 

10. Is ,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 7 
2. Has participated in any type 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 ? 

/ 4. Has artificial nails or nail tips? 

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

Female Female Male 7. Is currently pregnant 7 I3 Yes q No Of child-bearing potential: 0 Yes Cl No 
0 Surgically Sterile, year - 0 Post-menopausal, year ___ 

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

/ 
8. Is currently lactating 7 

c J 

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

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

preclude participation 7 

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

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

I Based upon dennat~logic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: / , I 
‘flQualified 0 Not Qualified for participation in this study. 

Reasons fordisqualiicationation: Interviewer’s InitialsJDate: 
-*:.j- - 

Investigators Sigtiature: -/ -$_ _ /?’ 
A- 

Date: -z I fleddl 

- 



Data Collection Form 3 

r INTERCURRENT rmv~ss / ~ONCO~+IT~ANT MEDICATION FORM 

Visit Code Date Subject Initials Stidy # 

Test 
Period ~locr / 03 

IlXYlddyY 
J-1 M t& Permanent #: 

FML 03-122085-106 
J 

I. Is skin on subject’s hands and wrists still free of dermatoses, cuts, lesions, and other sl& disorders? Dyes Q$o 
If no, please indicate condition: ’ P ,, $- 

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

III. Has subject been ill since the last visit? OYes (Complete below) lEi6ko 

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

Based upon the above responses, the subject is: OQualiiled mot Qualified to continue on the study. 

Reasons for disqualification: co 7” o~cl -&--A 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS . 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

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

Action Taken: mane q Continued on study 0 Withdrawn from the study 0 Consulted physician 
0 Medication taken (Complete below) q Hospitalized q Other (explain) 

Additional Comments: 

CONCOMITANT MJZDICATION 

1 Comments: 

Interviewer’s Signature: h-&..~. ,&+!w 1 Date: 2 / d: I z3 



Data Collectioa Porn 1 
HTR Study ?&xg;;o;~.“~@ 

DEMOGR4PHKCS/DERMATOLOGICAL/MJZDXCAL HISTORY FORM 

i Visit Code Date Subject Initials Subject Screen #: 
OZOG 

Study # 

Subject MldZ/l& Qualification - - 7-i J /a 
mm dd yy FML 

03-122085-106 

Gender: •! Male Hex&e. 

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

Age: die Years 

I. DERMATOLOGIC DISORDER No 

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

Yes Don’t 
Know 

I 

4. Skin Allergies ? Please specify: J 1 
5. Hives 7 J 

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

II. OTHER MEDICAL INFORMATION 

4. 
i), 5. 

Liver Disease ? 
Kidney Disease 7 

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

I 

3 

J 

No Yt?S 

-/ 

Don’t 
Know 

J 

J 
J 
J 

6. Tuberculosis 7 I J 
7. Diabetes? Controlled? Diet [ ] Oral [ ] Iusulin [ ] I J 
8. cancer ? 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? 

J 
./ 

I 10. organ transplant ? I J I 
11. AUY other condition not listed ? Please suecifv: I ./ I 

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

Ill MEDICATION 

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

No Yes Don’t 
Know 

./ 
Y I 

5 
J 
./ 

1 

. Based on the above medical hi@ory, the subject is: 
I 

hi&viewer’s Signature: 

or. 0 Not qualified for the study. 

Date: b7 / 2/- / ii3 ‘- 
mm dd YY 

-_ -_ 



‘1 

Data Collection Form 2 
INCLUSION I =CLUSXON FORM 

H.‘I’R Study No.: 03-12208 -106 
Page No.: ,& 

Visit Code Date Subject Initials Subject Screen #: 
OWL : 

Study # 

Subject 
Qualification 07 llafO3 Permanent #: 

03-122085-106 
m m  dd- 

7-l J i-3 
f ml l&-J- 

INCLUSION CIUTI?,R.I..& 

Check one 
YES NO 

IT’ 

Subject: 
1. Is 18 through 65 years ? 

J 
J‘ 

J 

2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCF 1 ? 
4. Has hands end 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 thenail bed ? 
6. Is willing to refi-am 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-dandruif shampoo during the entire study ? 
8,. Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 

liquids, talcs end other deodoraut/antiperspirant products during the entire study, unless prescribed by a 
physician for an intercurrent illness 1 

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

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 CRFTERIA 

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

f J 1. Is cnrrently participating in another clinical study at this or any other facihty 7 

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

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

J 4. Has artificial nails or nail tips? 

J 5. Has soap, detergent, antibiotic, Poly.sporin@ and/or perfume allergies ? 

(r 6. Has eczema or psoriasis on their hands or wrists 7 

Female Female Male 7. Is currently pregnant 7 Cl Yes W%o Of child-bearing potential: ties 0 No 
c3 Surgically Sterile, year ___ 13 Post-menopausal, year __ 

If of child bearing potential - 8-HCG Test Results: D negative 0 positive 

J 
8. Is currently lactating ? 

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

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

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

J 
preclude participation ? 

J 
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. 

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

Based upon derma 
2 

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

-Reasons for disqualii~tion: 

estigatork Signature: 

- 

Interviewer’sInitiaWDate: fl#d I I +&Z/L 03 

Date:’ /@ / / I- 03 - -- 
m m  dd YY 



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

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL IiISTdRY FORM 
Page NoLiZ Y&7 I 

Visit Code Date Subject Initials Subject Screen #: 
20-y 

Study # 

Subject 07/2llOT L , 5 ,& Permanent #: ’ 
Qualification mmdd yyi?-%i-L Nk 03-122085-106 

Gender: 0 Male memale _ 

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

Age: a Years 

I. DERMATOLOGIC! DISORDER No Yes Don’t 
Know 

1. Psoriasis ? . 

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

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

IL OTHER MEDICAL, INPORMATION No Yes Don’t 
Know 

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

1, ;* 
Liver Disease 7 

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

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

IIL MEDICATION No Yes Don’t 
Know 

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

rree:,L&d -p;m tbnffrPl I c, 
2. 

Comments: 

Based-on the above medical history, the subject is: 
1 _- 

I.x&rviiwds Signature: 

-. 

or cl Not qualified for the study. 

Date: Al ? / d / 1-03 --_ 
mm dd YY 

- 
-. 

-. 

- ^ 



Data Collection Form 2 
INCLUSIONIEXCLUSIONFORM 

I Visit Code I Date I Subject Initials I 
Subject Screen 

c\ (xc 
Subject 

Qualification 137fiJpJ3 Peinanent#: 4 , 5 ! H 
mm dd yy f m 1 II’1 1 1 

INCLUSIONCRITERIA t 
Check one 

YES NO Subject: 

* I,/ 1. Is 18through65yesrs? 
2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCP 1 ? 

I/ 

r--- 

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

ii I,. 

5. Has fmgemails 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, 

5 / 

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

6 /-- 
, 8: Is williig 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 

0. 

physician for an intercurrent illness ? 
h, 

v’ 
/ 9. 

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

. 
/ 40’ 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 
v,’ 11. Is willing to comply with all study protocol requirements ? 

EXCLUSIONCFUTERIA 
Check one .‘-, 

‘! YES t 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 7 1 

I 
I 

4. Has artificial nails or nail tips? I 

Cl Post-menopausal, year 



Data Collection Form 1 
HTR Study N;;;;o;~.-q6zY~ 

DEMOGIUPHICS/DERMATOLOGICAL/MEDICAL IIISTCRY FOG 

I Visit Code Date Subject Initials Subject Screen #: 
d 12 

Study # 

Subject 
Qualification Pe ~/ap3 .-T’$y- 03-122085-106 

YY n 
0 7/wm 06” 

Gender: 0 MaIe B(Female . I Age: -76 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 ? 

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

No YeS Don’t 
Know 

/ 

I J 

II. OTHER MEDICAL INJ?ORMATION No ‘Yes Don’t 
Know 

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

._ 4. 
9 5. 

Liver Disease 7 

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

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

III, MEDICATION 

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

2. 

No Yi?S Don’t 
Know 

Y 
lv /H 

Comments: 

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

Interviewer’s Signature:. 

or Cl- Not qualified for the study. . 
D&e: 1 0 j t 21 I a< .- - dd yy 



Data Collection Form 2 
IiNCLUSION I EXCLUSION FORM 

! 

Visit Code 

Subject 
Qualification 

Date Subject Initials Subject Screen #: 
2 la, 

mm dd yy f m 1 
INCLUSION CRITEWA 

Study # 

03-122085-106 

Check one 
YES NO Subject: 

;’ / 1. Is 18 through 65 years ? 

L// 2. Has signed informed consent ? 

lf 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 3 

6. Is williig to refrain fromusing antimicrobial soaps (liquids and/or bars) for bathmg, 
showering, and handw&iing during the entire study ? 

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

/ 
8.’ Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oiIs, 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 CRRERIA 

I Check one . . . . 
‘\: f 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 7 
3. Has cuts, lesions, or other skin disorders on their hands or wrists 7 

. 4. Has artificial nails or nail tips? 

J’ 5. Has soap, detergent, antibiotic, Polysporin@ and/or p&e allergies ? 
6. Has eczema or psoriasis on their hands or wrists ? 

Female Female Male 7. Is currently pregnant ? 0 Yes Cl No Of child-bearing potential: 0 Yes EylQ 
EJsurgically Sterile, year &+JJ 0 Post-menopausal, ;ea.r __ 

If of child bearing potential - P-HCG Test Results: 0 negative 0 positive 
8. Is currently lactating 7 

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

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

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

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

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

: Reasons for disqualifi*tion: Interviewer’s Initials/Date: ?j c / O7.d/.03 
- 

-Date: @- I -// ‘1 O-3 me 
mm dd YY 



HTR Study No.: 03-122085-106 
Data Collection Form 1 Page No.= -12% 

DEMOGR~PEICS/DERMATOLOGICAL/MXDICAL HISTORY FORM 

i i Visit Code Date Subject Initials Subject Scree #: 

p/LdJ& 
14 

Study # 

Subject 0 la / 03 Permanent #: 
Qualification KG-&i yy F%i-L ,A& 

03-122085-106 

Gender: 0 Male Id Female 

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

Age: 5x Years 

I. DERMATOLOGIC DISORDER 

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

Does the Subject have any of the following @resent and past)? 

No Yes Don’t 
Know 

J 

I 5 

IL OTHER MEDICAL IN-FORMATION 

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

Liver Disease ? 
\ It ;: Kidney Disease ? 

I 

No ‘Yes Don’t 
Know 

/ 

I 

I 
I J I I 

6. Tuberculosis ? I/ I 
I 

7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin [ J I--., 
8. Cancer ? I / 

I 

9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? > 
10. Organ transplant ? 
11. Any other condition not listed 7 Please specify: 

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

III. MEDICATION 

1. Autibiotics, oral or systemic 7 

No 

I 

Yes Don’t 
Know 

I 

2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? J 
3. Heart Medication ? 
4. IllSUlill? 
5. Other ? / 

I Comments: 

Based on the above medical history, the subjeci is: or 0 Not qualified forthe study. _ 

Interviewer’s Siguature: ‘Date? 07 /md/ddi b? = 
mm YY 

I 



Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

Visit Code Date Subject Initials SubjectFq#: 
Study # 

Subject O/al/63 03-122085-106 
i 

Qualification EL ,A Permanent#: ,& 
mm dd yy f-z-1 

INCLUSION CZIlXRIA 

Check one 
NO Subject: 

1. Is18tbrough65years? 

/ 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 

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

A- 
6. Is williig to refrain 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-dandruff shampoo during the entire study ? 

8: Is willing to rei?ain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 

/ 
liquids, talcs and other deodorantiantiperspirant products during the entire study, unless prescribed by a 
nhvsician 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 ? 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 ? 

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

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

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

r----r7 I- ~ I 2. Has participated in any type of hand or arm wash study within the past 7 days ? ----~I 
I----I-/- I 1 3. Has cuts, lesions, or other skin disorders on their hands or wrists ? ~~ I 
I l/I 1 4. Has artificial nails or nail tins? I 

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

Female Female Male 

6. Has eczema or psoriasis on their hands or wrists ? 
7. Is currently pregnant 7 0 Yes ~No Of child-bearing pote tial: 0 Yes 

sp 
JXNO 

0 * Surgically Sterile, year - Post-menopausal, year m 8 
If of child bearing potential - S-HCG Test Results: II negative 0 positive 

8. Is currently lactating ? 

9. Has been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, an prgan transplant, an 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 ? 

L/’ 
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 ? 

L. 
Ra& upon dermatologic evaluation and the information contained in Data 

&&aliiied 0 Not Qualified 
t _ Rea+onsfordisqualifi 

Investigator4 Signature: 



Data Collection Form 1 
HTR Study N;;g3-I~f-I”~g77 

DEMOGIUPEfICS/DERMATOLOGICAUMEDICAL IIISTORY FOR&f 

Visit Code Date Subject Initials Subject Screen #: I 

a 16 
Study # 

Subject 
Qualification 03-122085-106 

mm dd yy F M , 

I Gender: 0 Male dFemale Age: 24 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 

No 

5 
I/ 

Yes Don’t 
Know 

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

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

II. OTHER MEDICAL INFORMATION 

1. Allergies.? Please specify. 

No ‘Yes Don’t 
Know 

L( . 
2. Hepatitis ? 
3. Heart and Vascular Disease? I 

Liver Disease ? 
Kidney Disease ? 

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

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

III. MEDICATION 

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

No Yes Don’t 
Know 

-7 

Comments: 

Based on the above medical history, the subject is: or 0 for the study. 
.I 

Not qualfied 

I Iuterviekr% Signature: - Date: 07 I- ,TJ((- I- 03 _ 
mm dd YY 

-- u _’ -. - 
-. _ 



Data Collection Form 2 
‘INCLUSION I EXCLUSION FORM 

HTR Study No.: 03-122085-106 
Page No.: s&$ 

Visit Code Date Snbj ect Initials Subject Screen #: 
a r, Study # ’ 1 

Subject 
Quaiication 03-122085-106 

INCLUSION CRITERIA 

t Check one 
NO Subject: 

1 1. Is 18 through 65 wars ? - - 

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 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 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 ? 

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

I r ,I 
I v/I 

! &less prescribed by a physician for an intercurrent illness ? 
1 11. Is will& to comnlv with all study nrotocol reouirements ? 

EXCLUSION CRITERIA 

I Check one ---. 

epatrtis, an prgan transp 

Baaed upon dermat logic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
E4 Qualified 0 Not Qualified for participation in this study. 

Reasons for disquali@ation: Intmiewer’s Ini&iDate: e_ I 0 7.2) ‘03 

1 
Investigator% Signature: 

D&i -. .@ -,$. , & -;. 
mm dd YY 

/ 
- 



>, i 

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

DEMOGRA~?HICS/DERMATOLOGICAL/MEDICAL HISTORY FOR&f 
Page No.- e 1279 

Visit Code Date Subject Initials Subject Screen #: 

Subject 
2a 

Study # 

Qualification Pe-anent# 07 /aI I03 03-122085-106 
mm dd yy 

-7 f 4$ ID 
F M L I& 

Gender: Cl Male ETFemale . 

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

Age: A,# Years 

L DERMATOLOGIC DISORDER 

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

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

No Yes Don’t 
Know 

/ .’ 

5 

IL OTHER MEDICAL INFORMATION No ‘Yes Don’t 
Know 

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

‘) 1 ;: 
Liver Disease ? 

/’ Kidney Disease ? 
6. Tuberculosis ? 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin [ ] 
8. Cancer 2 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 
10. organ trausp1ant ? 
11. Any other condition liot listed ? Please specify: 

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

III. MEDICATION 

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

No 

./ 

Yes Don’t 
Know 

I Y 

4. IrEdin ? 1 
5. Other 7 

Comments: 

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

. -. _-. 1 

Interviewer’s Signature: %h?uI!mw- 
D&e: -4‘7 I ;a/ -i-&q. -. -.- 

. mm dd yy- 
u - _ 

- 
_- _ 



’ 

Data Collection Form 2 
INCLUSION 1 ~CIJ3SION FORM 

Visit Code Date Subject lhitiah Subject Screen #: 
Study # ’ 

Subject 
Qualifxation 07/a 103 Permanent #: 3 / e; ,g 

03-122085-106 
mm dd yy f m 1 

TNCLUSION CRITERIA 1 
J 

Check one 
NO Subject: 

1. Is 18 through 65 years 7 
2. Has signed informed consent ? 

0~ 3. Is healthy as evidenced by responses on DCF I 7 
4. Has hands and wrists that rue free of dermatoses, cuts, Iesions, 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, medicatedfantibacterial lotions, creams, oils, dishwashing 

liquids, talcs and other deodora.u~autiperspi 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 vvilling 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 ? 

I EXCLUSION CRITERIA I 

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

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

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 

Male 7. Is currently pregnant 7 Cl Yes mo Of child-bearing potential: e/Ees 0 No 
0 SurgicaIiy Sterile, year - 0 Post-menopausal, year - 

. If of child bearing potential - (M-KG Test Results: Cl negative Cl 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 ? 

/ 
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 ? 

L 
I 

1 

I Based upon dermatologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
0 Qualified Ehot Qualified for participation in this study. I 

Reasons for disqualifi+ion: 

IxmstigatoA Signature: mm dd YY 
- 



Data Collection Form 1 
HTR Study Nx;;o;~~-I~I~ \ 

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM 

t Visit Code Date Subject Initials Sub&&&en #: Study # 

Subject 
Qualification 03-122085-106 

, 

Gender: Cl Male Female . Age: 35 Years 

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

I, DERMATOLOGIC DISORDER 

1. Psoriasis ? 

No YeS Don’t 
Know 

2. Eczema 7 
3. Skiu Cancer 7 
4. Skin Allergies 2 Please specifjl: 
5. Hives 7 

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

II. OTHER MEDICAL XNE”ORMATXON 

1. Allergies.? Please specify. @If& 
2. Hepatitis 7 
3. Heart and Vascular Disease? h (& b w pfsa= 
4. Liver Disease ? J 1 

‘11 5. Kidney Disease 7 

No 

, 

‘Yes Don’t 
, Know 

, 
\/ 

I 
t 6. Tuberculosis 7 I ti I I 1 -. 1 1 

7. Diabetes? Controlled? Diet [ ] Oral [ ] Insulin [ ] 
8. Cancer ? 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 
10. Organ transplant ? / 

r/ 11. - Any other condition not listed 7 Please specify: #mW &ol&fO 1 

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

IIL MEDICATION No Yes Don’t 
R Know 

1. Antibiotics, oral or systemic ? 

Based on the above mt%l.ical history, the subject is: @&aliiied or 0 Not qualified for the study. 
:)’ -. 

Interviewer’s Sign .Dati: -pjv21! ,031 -- 
mm dd YY 

- - 



Visit Code 

Subject 
Qualification 

Data Collection Form 2 
INCLUSION 1 EXCLUSION FORM 

Date Subjeirt Initials Subject Screen #: 
223 

INCLUSION CRXTETUA 

I 
Study # 

03-122085-106 

I 
I Check one I 

YES/ NO Sdbject: 
V/I 1 1. Is18throuah65vears? - 1  

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 dcxmatoses, cuts, lesions, and other skin disorders ? 
5. Has fingernails that extend no longer&n 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 reliain from using anti-dandru.Eshampoo 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 1 

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, 

1 v, 1 I unless prescribed by a physician for an intercurrent illness ? 1 r-d i 1 11, Is willing to comply with all study protocol requirements ? I 
t~~--~- EXCLUSION CRITERIA I 

Check one .- . 
YES NV N/A Subjed: 

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 7 
4. Has art%& nails or nail tips? 

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

Female Fern Male 
s”/- 

7. Is currently pregnant Of child-bearing potential: Cl Yes W%Io 
Sur8ically Sterile, year 1991 D Post-menopausal, year __ 

If of child bearing potential - 8-HCG Test Results: 0 negative. Cl positive 
8. Is currently lactating 7 

9. Has been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, an prgan transplant, an immunologic disease such as AIDS (or I-IlV 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 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. 

J 12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps 7 

I I 

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

Reaso~for~disqualifi$ation: Interviewer’s Initials/Date: c ,0’7*21*03 

Investigatork Signature: 

- 



Data Collection Form 3 
INTERCURRENT 15pvp3s / ~~N~~MITANT MEDICATION FORM 

i 

Visit Code Date Subject Initials Subject Screen #: 
3 sttiay # 

Test 
Period 

r;7 jas 1% 
mmdd yy 

L j L / & 
-F-G--L 03-122085-106 

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

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

III. Has subject been ill since the last visit? c]Yes (Complete below) &TO 

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

Based upon the above responses, the subject is: q Qualified 

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? mot related 0 Possibly related 0 Definitely related 0 Other (explain) 

Action Taken: CiNone 0 Continued on study 0 Withdrawn fkom the study 0 Consulted physician 

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

Additional Comments: 

CONCdMITANT MEDICATION 

Comments: 

. Interviewer’s Signature: c Date: 031 29 I o\‘, 
nun dd YY 



\, 
1) , 

Data Collection Form 1 
HTR Study N;;;;o~fX8$-JW&+ 

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM 

Visit Code Date Subject Initials Subject creen #: 
&c/ 

Study # 

Subject bxN/~ or -/_Ez. Permanent #: 
Qualification mmdd yy FML 

03-122085-106 

Gender: Cl Male d Female 

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

Age: 55’ Years 

I. DERMATOLOGIC DISORDER 

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

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

No Yes Don’t 
Know 

II. OTHER MEDICAL INFORMATION 

1. Allergies.? Please specify. 
2. Hepatitis 7 
3. Heart and Vascular Disease? 
4. Liver Disease ? 
5. Kidney Disease ? 
6. Tuberculosis 7 
7. Diabetes? Controlled? Diet [ I Oral I I Insulin [ I 

No ‘YeS Don’t 
Know 

/ 

- - _ _ - _ I 

8. Cancer ? 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 A 
10. Organ transplant ? 
11. Any other condition not listed ? Please specify: 

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

III. MEDICATION 

1. Antibiotics, oral or systemic ? 

No Yes Don’t 
Know 

I 
- I - I I 

2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? I/- l I 
3. Heart Medication ? 
4. JlLWlh? 
5. Other ? 

1 Comments: 



I I 

Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

I Visit Code I Date I Subject Initiils I 
Subject yT,n/#: 

I Study # I cJIL3-Y 
Subject 

&mlfD~ or-i hq Permanent #: 
I 

Qualiication mm dd yy f m1 
fl/+ 03-122085-106 

I INCLUSION CRITERTA 

i 

f 

1 

Check one 
NO Subject: 

1. Is 18through65years? 
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 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 retin from using anti-dandruff shampoo during the entire study ? 
8: Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 

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

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

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

11. Is will&g to comply with all study protocol requirements ? 
EXCLUSION CRITERIA 

Check one *. 
NO N/A Subject: YES 

remale 

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 

Female Male 7. Is currently pregnant ? D Yes a/No Of child-bearin potential: 0 Yes mo 

/ 
tiurgically Sterile, year & Cl 

If of child bearing potential - 8-HCG Test Results: Cl 
Post-menopausal, year - 

negative 0 positive 

/ 
8. Is currently lactating 7 

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

A-- 
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 ? 

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. I-Ias 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: 
1 B/Qualified 0. Not Qualified for p-articipation in this study. 

Reasons for disqualiication: 
.- 

Invcstigaiork Signature: 



7 

Data Collection Form 1 
HTR Study N;~;~o~~X)S&Q~ 

DEMOGFUI’EUCS/DERMATOLOGICAL/MEDICAI, HISTORY FORM 
r 

Visit Code Date Subject Diitials Study ## 

Subject 

Subject&krr #: 

Qualification 
03,al ,a 3, *,J$ Permanent #: 

mmdd yy F-%?-L 
03-122085-106 

Gender: d Male 0 Female. 

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

Age: 97 Years 

L DERMATOLOGIC DISORDER 

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

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

No Yes Don’t 
Know 

5. Kidnev Disease 7 I w 

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

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

5. Other ? I .A I I 

Comments: 

B&ed on the above medical history, the sihject is: .& uaIifW or 0 Not qualified for the study. 

Interviewer’s Signature: Date: 031 31 - ; --03 -. 
mm dd YY 



Data Collection Form 2 
INCLUSION I EXCLUSXON FORM 

HTR Study No.: 03-122085-106 
PageNo.:=-&%I 

i 

- 

Visit Code Date Subject Initials Study # 

Subject Permanent #: 
Qualification 03-122085-106 

mm dd yy 1 f m 1~ 
INCLUSION CRITEIUA 

Check one 
NO Subject: 

1 1. Is18through65years? 
2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCF 17 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders 7 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed 7 

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

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

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 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 2 
EXCLUSION CRITERIA 

Check one .‘. , 
YES NO N/A Subject: 

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

I 11 1 5. Has soap, detergent, antibiotic, Polysporin@ and/or perfume allergies 7 
6. Has eczema or psoriasis on their hands or wrists ? 

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

If of child bearing potential - b-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 transpIant, 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 ? 

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

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

Baaed upon dermatolo ‘c evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
‘&W$&ied Cl Not Qualified for participation in this study. rc*,Cln -/ 1 - 

lualifi+ion: Interviewer’s I 



Data Collection Form 1 
HTR Study N;o;;o~-l~~~ 

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM 

Visit Code Date Subject Initials Subj&&r #: Study # 

Subject a 7/ 21 /a J/6 15 Permanen*#k Qualification mmdd yy FNL 
03-122085-106 

Gender: Cl Male Female. 

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

Age: 2 3 Years 

I, DERMATOLOGIC DISORDER 

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

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

N9 Yt?S Don’t 
Know 

i/r 

II. OTHER MEDICAL INFORMATION No ‘YeS Don’t 
I Know 

I 

1. Allergies.? Please specify. vr . 
2. Hepatitis ? 
3. Heart and Vascular Disease? 
4. Liver Disease ? 
5. Kidney Disease ? d, 
6. Tuberculosis ? b’, 
7. Diabetes 3 Controlled? Diet [ ] Oral [ ] Insulin [ ] , _ - _ . , 
8. cancer ? 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 
10. Organ transplant 7 dr 
11. Any other condition not listed ? Please specify: . 

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

IIL MEDICATION No YW Don’t 
Know 

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

I 
I 

I Comments: 

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

Interviewer’s S 
1 

or 0 Not qualified for the study. 

D&e: 07’1 2/ 103. 
nml dd YY 



I I 

Data Collection Form 2 
INCLUSION / EXCLUSION FORM 

Visit Code Date Subject Initials Study # 

Subject Permanent * Qualification - - -- . 03-122085-106 
i f m 1 

I INCLUSION CRITERIA 

Check one 
YES/ NO Subject: 

I. Is18tbrough65years? 
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 
7. Is willing to refrain from using anti-dandmff shampoo during the entire study ? 

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

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

10. Is willing to retFain liom 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 / -N/A Subject: 

1. Is currently participating in another clinical study at this or any other facility ? 
2. Has participated in any tJIPe 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’? 



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

DEMOGRAPHICS/DERMATOLOGIC!AL/‘MEDRXL HISTORY FORM 

Visit Code 

Subs ect 
Qualification 

Date Subject Initials Subject Screen #: Study # 
228’ 

03-122085-106 , 

O/Male 0 Female. Age: d 6 Years 

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

I. DERMATOLOGIC DISORDER 

1. Psoriasis ? 
No YeS ?on’t 

Know 
I/ 

2. Eczema ? /I 
3. Skiu Cancer ? / I 

I 4. Skin Allergies ? Please specify: ! /I ! I 

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

II. OTHER MEDICAL INFORMATION ‘YeS Don’t 
Know 

1. Aliergies.? Please specify. > . 
2. Hepatitis ? 
3. Heart and Vascular Disease? / 

,) t ;: 
Liver Disease ? 
Kidney Disease ? 5 

6. Tuberculosis ? 
7. Diabetes 7 Controlled? Diet [ ] Oral [ ] Insulin [ ] 
8. cancer 7 v” 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? / 
10. organ trausplaut 7 
11. Auy other condition not listed ? Please specify: 

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

IIL MEDICATION No Yes Don’t 
Know 

Based on the above medical history, the-subject is: i&$alified or 0 Not qualified for the study. 
i . 

Interviewer’s Siguature: -37 k.- . Date: 0 7: 1 -&?7/ -- / 0 ‘=3 1 
mm dd YY 

v 

- 



Check one * 
YES NO Sribject: 

1. Is 18 through 65 years? 
2. Has signed informed consent ? 

09 3. Is healthy as evidenced by responses on DCF 1 ? 

J/ d&a; , 4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 

J 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 oiquids and/or bars) for bathing, 
showering, and handwashing during the entire study 7 

7. Is willing to refrain from using anti-dandrnff 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 
I/ I ! physician for an intercurrent illness ? 

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

Visit Code 

Subject 
Qualitkation 

Data Collection Form 2 
INCLUSION 1 EXCLUSION FORM 

HTR Study No.: 03-122085- 
PageNo.:=- /!&I 

Date Subject Initials Subject Screen #: 
aalr 

Study # 

Permanent #: 
. 03-122085-106 

INCLUSION CRITERIA 1 

10. Is ,wilhng to ret?a.in from using topical or systemic antibiotic medication during the entire study, 
unless prescribed by a physician for an intercurrent illness ? 

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

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

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 ? 

II 1 3. Has cuts, lesions, or other skin disorders on theii hands or wrists 7 
1 4. Has artiflcialnailsornail tips? 

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

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

If of child bearing potential - g-HCG Test Results: II negative Cl positive 
y8. 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 
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. 
II/ 12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? 
I - I I 

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

Reasons for diiquali&ation: Interviewer’s Initials/Date: ;a@ / 079&9/.03 



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

PageNo.~‘/2@ 
DEMOGRAPHXCS/DERlX4TOLOGICAL/MEDICAL HISTORY FORM 

Visit Code Date Subject Initials Study # 

Subject 
Qualification &j9./103 G I El d 

mmddyy --F-E--E- 
03-122085-106 

Gender: 0 Male Female. 

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

Age: fT5 Years 

L DERMATOLOGIC DISORDER 

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

Yt?S Don’t 
Know 

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

IL ‘OTHER MEDICAL INE”ORMATION No ‘YeS Don’t 
Know 

1. Allergies.? Please specify. Seasan a [ / 
2. Hepatitis 3 u’l 
3. Heart and Vascular Disease? , v; 
4. Liver Disease ? I .// I 
5. Kidney Disease 7 I// 
6. Tuberculosis ? / 
7. Diabetes 2 Controlled? Diet [ ] Oral [ ] Iusulin [ ] v/ 
8. cancer ? I// 
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: 

III. MEDICATION Yes Don’t 
Know 

1. Antibiotics, oral or systemic ? 0 
2. Cortisone, Steroids, ACT& Anti-reaction Drugs 7 // 
3. Hesrt Medication ? \// 
4. hlSUh? n, L/ / 
5. Other? &-j-et 5 

/ &$’ Ixdw fbf =asrmai ,Lhv-ai~~ 

, 



Data Collection Form 2 
INCLUSION / EXCLUSION FORM 

H’-lR Study No.: 03-122085- 06 

I PageNo.:fjZ:-! @ ii 

Visit Code Date Subject Initial Sub ect S 
h4 

een #: 
Study # 

Subject 
Qualification Qz/aiQl$ LIE/N Permanent #: 

1 Itlllldd~ 
03-122085-106 

f m 1 Id% 
INCLUSION CRITERIA 

Check one 
YES/ NO Subject: 

r/ ,’ 1. Is18tiough65years? 
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 f?om 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 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 1 

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 reliain from using topical or systemic antibiotic medication during the entire study, 
unless prescribed by a physician for au intercurrent illness ? 

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

I Based upon de d ologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: I 
~Qua)ified Cl Not Qualified for participation in this study. 

Reasons for disqualification: Interviewer’s Initials/Date: ml3 ]-cm5 - ’ 
-j --. 

Iuvestigato~s Signature: 
Date:‘ @ j; fi ; /2 - 

mm 



J 

Data Collection Form 1 
HTR Study N;oz~;o2~2-x& L/ 

DEMOGRAPHICSIDEROLOGICAL/MEDICA HISTORY FORM 

Visit Code Date Subject Initials Study # 

Subject 
Qualification 

07,21/03 CJ- jM. ,& 03-122085-106 
mmddy -F-E--L 

Gender: 
, 2’ 

0 Male Female. Age: (0.3 Years 1 
Does the subject have any of the following at the treatment sites? 

I. DERMATOLOGIC DISORDER No Yes Don’t 
Know 

1. Psoriasis ? V, 
2. Ekzema ? 
3. Skin Cancer 7 
4. Skin Allergies 7 Please specify: 
5. Hives ? L 

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

IL OTFIER MEDICAL INFORMATION 

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

Liver Disease 7 

No ‘YeS JJon’t 
Know 

i. / 

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

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

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. TMlh? 
5. Other ? 

1. 

No YW Don’t 
c Know 

\Jd 
I 4 

V 

I Comments: I 

Based on the above medical history, the subject is: 
)-. - . - 

Interviewer’s Si& 

efQu.alified - or 0 Not qualified for the study. 

-Date: D-7 /2--/0_3 - 
mm dd yy --. 



I 

Data Collection Form 2 
INCLUSION 1 EXCLUSION FORM 

JXlR Study No.: 03-122085-106 
Page No.: s @ !$q!!J 

Visit Code Date Subject Initials Subject Screen #: 
232 

Study # ’ 

Subject 

1 
Qualifxation 07 / 211 03 Permanent#: 

mmdd yy 
g-1 M,j& 

f-G-1 
03-122085-106 

INCLUSION CRITERIA 

Check one 
YES/ NO Sdbject: 

/ 1 1. Is 18tbrou&65~ears? - . 

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 handw@ing 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, dishwa&ug 

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 reliain from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness 1 

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 

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

r--- ~ Check one . . . . 
/, j YES NO / N/A Subject: 
f 

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

. 

5. Has soap, detergent, antibiotic, Polyspori& and/or peAune allergies 7 
6. Has eczema or psoriasis on their 
7. Is currently pregnant 7 0 Yes Ef No Of child-bearing pote al: 0 Yes 0 No 

0 Swgicaliy Sterile, year - &St-menopausal, year m0 
If of child bearing potential - P-HCG Test Results: Cl negative 0 positive 

8. Is currently lactating ? 

9. Has been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, an prgan transplant, an immunolo~c disease such as AIDS (?r HIV positive), Lupus 

V . 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 1 

+ 
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: rr Interviewer’s Initials/L)a% c -mrR ,07-2143 

Date: .& /’ ‘- fl -/ &T ‘- - 
Investigatork Signature: mm dd yy 



Data Collection Form I 
H-T-R Study No.: 03-122085-106 

Page No:- * l8&f 
DEMOGRA.PHICS/DERMATOLOGICAL/MEDICAL HISTORY FOR&f 

Visit Code Date Subject Initials Study # 

Subject 
Qualification 0 7 /21 IO3 gJ - / M 

mmzyy F- -%-L 
03-122085-106 

Gender: 0 Male Id Female. Age: 3 7 Years 

i 
‘i 

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 ? 

Np’ YeS Don’t 
Know 

v/ . 

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

IL OTHER MEDICAL INFORMATION No Y Don’t 
Know 

1. Allergies.? Please specify. &lo& ciat-5 la%& keps / Y 
2. Hepatitis ? P ‘. ‘.. ‘\ -_ 

3. Heart and Vascuh Disease? r . \ ! F 

1 
4. Liver Disease ? I// 
5. Kidney Disease ? 
6. Tuberculosis ? 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin [ ] 
8. cancer 7 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? 
10. organ transplant 7 
11. Any other condition ziot listed ? Please specify: 

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

ILL MEDICATION 

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

:. 

No 

v/ 

Yes Don’t 
Know 

I Comments: 

Based on the above mediial history, the subject is: 
i . 

dQualiied or 0 Not qualified for the study. 

W&viewer’s S 
5LdimwL 

Date: 0-J :,.2i] / 03 .- 
mm dd -YY -- 

_- -. -. -. 



Data Collection Form 2 
INCLUSION / EXCIXSION FORM 

Visit Code Date Subject Initials Sub ec;Scpm #: 
b Study # 

Subject 
Qualification pw/&j iy ,-,A4 pem=#: 

f m-i- 
03-122085-106 

mm dd yy 
INCLUSION CRITERIA 

* 
L 

Subject: 
1. Is 18 through 65 years ? 
2. Has signed informed consent 7 
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 fingernails that extend no longer than approximately one (1) mm past the nail bed 7 

Jr 
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, medicated/antibacterial lotions, creams, oils, dishwashing 
liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a 

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

physician for an intercurrent illness 7 

4 , 10. Is .?villmg 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 7 * 
EXCLUSION CRITERIA 

Check one .-. 

transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
oiditis or rheumatoid arthritis ? 



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

Page No:$Z L 124’ 
DEMOGRAI’HICS/DERMATOLOGICALMEDICAL HISTORY FORM 

Visit Code 

Subject 
Qualification 

Date Subject Initials Subject Screen #: Study # 
a* 

03-122085-106 

I Gender: El Male Edemale . Age: g/ Years 

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

I. DERMATOLOGIC DISORDER NO Yes Don’t 
Know 

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

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

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

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

Liver Disease 7 ti’ 
Kidney Disease 7 

6. Tuberculosis ? 
7. Diabetes ? Controlled? Diet [ J Oral [ ] Insulin [ ] 
8. Cancer ? 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 
10. Organ transplant 3 
11. Any other condition not listed ? Please specify: 

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

III. MEDICATION 

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

2. 

No 

/ 

Yes Don’t 
Know 

I 

I 

I 

1 Comments: 

Based ok the above medical historyithe subject is: ,xr ualified or 0 Not qualmed for the study. I 1 

Interviewer’s Signature: Date: -0 7 I Z / i d 3 
mm dd Yy- 

-- 



Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

Visit Code 

Subject 
Qualification 

Date Subject Initials Subject Screen #: 
a+/ 

Study # 

03-122085-106 07 I& i 83 2, i 4 t/r! 
mm dd y-y f m 1 

Permanent #: /#y 

INCLUSION CRITERIA 

Check one 
NO Subject: 

1. Is18through65ycars? 

/ 2. Has signed informed consent ? 

v” 3. Is healthy as evidenced by responses on DCF 17 

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 reB-am from using anti-dandruff shampoo during the entire study ? 
8: Is willing to ref?ain 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 reti from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

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

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

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

/ 1. Is currently participating in pnother clinical study at this or any other facility 7 
2. Has participated in any t)(pe 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? 

f/ 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? D Yes 0 No Of child-bearing potential: 0 Yes mo 
B(ISurgically Sterile, year m Cl Post-menopausal, year __ 

If of child bearing potential - B-I-ICG 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 prgan transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 

erythematosus, thy-roiditis or rheumatoid arthritis 7 
10. Has another medical condition which in the opinion of the Investigator would 

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

Rtions for disqualification: Interviewer’s Initials/Date: ;ac /07*J/-L73 

Investigators Signature: 
Date‘: @ i c/ I ‘.0.‘3 

mm dd YY 



Data Collection Form 1 
HTR Study N;;g3-$U~-I$00 

DEMOGIUPHICS/DERMATOLOGXCAL/MEDICAL HCSTORY FORM 

Visit Code Date Subject Initials Subject Screen #: 
L;zez Study # 

Subject g?/d//03 a I& /K Permanent #: 
QuaIification mm dd yy FML. 

’ 03-122085-106 
J 

Gender: 0 Male 6 Female , I 
Age: /r Yeats 

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

I. DERMATOLOGIC DISORDER 

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

No 

5 
J 
80 

Yes Don’t 
Know 

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

IL OTRER MEDICAL IiM?ORMATION No ‘YeS Don’t 
Know _ 

1. Allergies.? Please specify. seaT dA J 
2. Hepatitis ? 1 1 
3. Heart and Vascular Disease? 5 
4. 

j, 5. 
Liver Disease 7 J 
KidneyDisease ? J 

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

Is the subject taking any medication? 11 yes, please specify below: 

3IL MEDICATION 

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

Oth? /w/era ckG74 IXdw -Lid- &lb.!ea!i,e.< I I I ~. s 
Comments: 

No Yes Don’t 
Know 

15 
J 

I J 
I cl 

Based on the above medical &tory, the subject is: walified or 0 Not qualified for the study. 
-1 -. 

Interviewer’s Signature: -&I.&& %ati: ,9$7; -A/ /&3. 
mm dd YY 

-_ - - 
_-. -- 

_- -. 
_ -I - 

_ 



Data Collection Form 2 
INCLUSION / EXCLUSION FORM 

Visit Code 

Subject 
Qualification 

Date Subject Initials Subject Screen #: 
02+7 

Study # 

07 J&l JO3 LitL!c.JK Permanent #: 
Kdd yy dfk- 

03-122085-106 
f m 1 

INCLUSION CRITERIA 

Check one 
YES NO Subject: 

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 shin disorders 7 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? _ 
6. Is willinp; to re&ain from using antimicrobial soaps (liquids and/or bars) for bathing, 

1 A( ! showering, and handwashing &ring the entire s&y ? - 
-. 

r HI 1 7. Is willinn to refrain from usine anti-dandruff shatmoo during the entire studv 7 I 
8: Is williig to retiein from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 

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

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

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

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

Reasons for diiqualifi@.ion: Interviewer’s Initials/Date: MM d- I 7; A/ -03 
I 

InvestigatoA Signature: 
Date:. 



HTR Study No.: 03-122085-106 
Data Collection Form 1 Page No.- * 1 302 

DEMOGRAP~CS/DERMA~OLOGICALIMEn XCAL HJSTtiRY FOR&l 

Visit Code Date Subject Initials Subject Screen #: Study # 

Subject 07/2/f&j v I K/5 Permanent #: 
Qualification mmdd yy FM-Z- 

03-122085-106 

I Gender: 0 Male d Female. Age: 3 2 Years 

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

L DERMATOLOGIC DISORDER 

1. Psoriasis ? 
2. Eczema ? 

NY Ye5 Don’t 
Kuow 

/ 
Lo I 

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

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

I IL OTHER MEDICAL INFORMATION --- 
1. Allergies.? Please specify. I 
2. Hepatitis ? 
3. Heart and Vascular Disease? I I// 

I 

I Y, I I I 

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

I 11. Any other condition riot listed ? Please specify: I 
I 1 

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

III. MEDICATION Yes Don’t 
Kuow 

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

I / ” I 

4. Insulin ? I 
5. Other ? 

2 

I Comments: 
I 

Based on the above medical history, the subject is: or 0 Not qualified for the study. 
1:. -- 

Interviewer’s S 
-_ Late:.07 J 21 J- 0.3 - _- 

mm dd YY 

- -- -_ -. 



Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

I Subject Initials I 
St Date 

Permanent #: 
03-122085-106~ 

INCLUSION CRITERIA 1 

Visit Code 

Subject 
Qualification 

Check one 
1 

m%$j9 NO Stibject: 

f 1. Is lStbrough65years? 

k 1 2. Has signed informed consent ? 

t 
I 1 I 

I 1 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 fmgemails that extend no longer than approximately one (1) mm past the nail bed 7 

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

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

8: Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 
liquids, talcs and other deodorantiantiperspirant 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 
uhvsician for an intercurrent illness ? I 

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

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

Check one . . . 
‘, ,/YES NV ’ N/A Subject: 

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

I’ $7 5. Has soap, detergent, antibiotic, Polysporin@ and/or perfume allergies ? 

Female F ale Male w 
6. 

?: 

8. 

Has eczema or psoriasis on their l$ds or wrists ? / 
Is currently pregnant ? 0 Yes 9’ No Of child-bearing potential: C?’ Yes U No 

0 Surgically Sterile, year - Cl Post-menopausai, year - 
If of child bearing potential - 8-HCG Test Results: II negative Cl positive 
Is currently lactating 7 

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

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

11. Has auy 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 

. I 
logic evaluation and the information contained in Data Collection Forms I and 2, the subject is: 

IJ Not Qualified for participation in this study. 
Reasons for disqualification: Interviewer’s LnitialrJDate:~ 

I In~estigatoA 
I / Y/,-/l/- I / . /‘/ -- I/ 

.V - _. 

. - 



HTR Study No.: 03-122085-106 
Data Collection Borm 1 Page No:- * /3 04 

DEMOGRAPHICS/DEROGKXL/MEDICAL BISTdRY FORk 

I Visit Code Date Subject Initials Subject Screen #: 
sMl@ 

Study # 

Subject 
Qualification 

t97,21/& Pemanent#:l\r A I/=/ I- ’ 03-122085-106 
mmdd yy F ML 

Gender: Cl Male Id Female, I 
Age: 6.2 Years 

I 
Does the subject have any of the foilowing at the treatment sites? 

1. 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)? 

No Yes Don’t 
Know 

v/ 
/ 

I I// 
I// 
v 1 I 

fl[. OTHER MEDICAL IN-FORMATION No Yes Don’t 
Know 

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

\ 1. 
t// 

: 5. Kidney Disease ? I 
6. Tuberculosis ? 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insult [ J J, 
8. Cancer ? U-1 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? c/ /’ 
10. organ transplant ? 
11. Any other condition Riot listed 7 Please specify: 

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

III. MIEDICATXON No/ Yes Don’t 
Know 

1. Antibiotics, oral or systemic ? v 

2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 
3. Heart Medication ? 
4. Insulin 7 I I 
5. Other? sah hi, pj %I ma 

‘. J I J I x&x4 ofevh&~e, 
.- 

Comments: 

- 



Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

HTR 

Visit Code Date Subject Initials Study # . 

Subject 
Qualification Q y/z/ 1~ Pmmnent#: A IL&-- 

fm-i- 
03-122085-106 

I mm dd yy 
INCLUSION CRITERIA 

Check one 
YES / NO Sibject: 

1. Is18through65yesrs7 
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 ? 

/I! 5. 

f 

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

-/ 1 1 6. Is willing to refrain from using antimicrobial soans (liauids and/or bars) for bathine. 

I VA I showering, and handwashing &ring the entire s&d; ? - 
w. 

i VI 1 
I 

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

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

9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness 2 . - l.(,’ 

Check one ... . 

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

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

1. Is currently participating in snother cl&al study at this or any other facility ? 

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

5. Has soap, detergent, antibiotic, Polysporin@ and/or perfume allergies ? 
6. Has eczema or psoriasis on their ha@s or wrists 7 / 
7. Is currently pregnant ? Cl Yes @‘No Of child-bearing pote 

cl Surgicaliy Sterile, year 67 
al: 0 Yes m/ 

Post-menopausaly;ear )980 
If of child bearing potential - p-HCG Test Results: D negative 0 positive 

8. Is currently lactating 7 

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

/ erythematosus, thyroiditis or rheumatoid arthritis 7 
/ 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 m anagement or other bed-ridden related care roles. 

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

I Based upon de rmatex ogic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: I 
Rewoi for .‘$~;kGliGf 0 Not Qualified for participation in this study. 

.* . . 
: - Interviewer’s Initials/Date: J+J% : / 07*2r 437 

luvestigatorb Signature: 

/ 



DataCollectionForm3 ' 
~~CURRENTIL~LNE~S/CO~~O~~~D~CA~ONFORM 

Visit Code 

Test 
Period 

Date Subject Initials Subject Screen #: 
c246 S tridy # 

03-122085-106 

I. Is skin on subject’s hands and wrists still free of dermatoses, cuts, lesions, and other sl& disorders? aYes Bx; o 

Ifno, please indicate condition: ’ etif 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? ties ONo 

If no, please exp1a.k 

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

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

Based upon the above responses, tbe subject is: DQualified mt Qualified to continue on the study. 

Reasons for disqualification: Quf 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: Date Resolved: 

Describe condition: 

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

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

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

Additional Comments: 

CONCOMITANT MEDICATION 

1 Xomments: 

- Interviewer’s Signature: Date: 87 I 30 I Q3 
mm dd YY 



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

Page No:3?e: e 1 307 
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM 

Visit Code Date Subject Initials Subject Screen #: 

Subject 
a+8 

Study # 

Qualification flf 02/ I& a I /q l/q Permanent * 
mmddyy FM L 

03-122085-106 

cGender: ~ n Male &&male. Age: 3c7 Years 

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

1. DERMATOLOGIC DISORDER 

1. Psoriasis ? 

No 

J 

Yes Don’t 
Know 

2. Eczema ? J 
3. Skin Cancer ? J 
4. Skin Allergies 7 Please specifj? v’ 
5. Hives ? ./ 

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

IL OTHER MEDICAL INFORMATION No ‘Yf?.S Don’t 
Know 

1. Allergies.? Please specify. J 
2. Hepatitis ? .J 

J I 3. Heart and Vascular Disease7 

11. ;* 
Liver Disease 7 J 

.A, - Kidney Disease 7 / 
6. Tuberculosis 7 J 
7. Diabetes? Controlled? Diet [ ] Oral [ ] Insulin [ ] J 
8. Cancer ? v’ 
9. Auto-immune disease (Lupus erythematosus, thyroid.& AIDS, etc.) 7 J 
10. Organ transplant ? d 
11. Any other condition not listed ? Please specify: J > t. 

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. Insulin ? 
5. other? A@S,-6efL rGn\dik dLv -Lr t5k.r I :- 

Comments: 

No 

J 
J 
J 

, d 

Yes 

J 

Don’t 
Know 

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

Intervieyer’s Signature: &.-J& -- Date: -‘Og / alid / 03 --- _ 
YY -_ ._ --_ - - _- -. -- 



Data Collection Form 2 
INCLUSION ! ~CLUSION FORM 

H-i’R Study No.: 03-122085-106 
Page No.: x - i w% 

Visit Code Date Shbject Initials Subject Screen #: 
a&? 

Study # 

Subject 

1 
Qualification i2&!$& 

Permanent #: ..$ , N lA 
+ 03-122085-106 

YY f m 1 
INCLUSION CRITERIA . 

Check one 
YES NO Subject: 

1. Is 18through65years? 

LI 2. Has signed informed consent ? 

rl 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 7 
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, 

J showering, and handwashing during the entire study 7 

i/ 7. Is willing to refrain from using anti-dandraB 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 refiain from using topical steroids during the entire study, unless prescribed by a 

physician for an intercurrent illness ? 

I * I , 10. Is willing to relkin from using to&al or systemic antibiotic medication during the entire study, I 
unless prescribed by a physic&n ior an ir&rcurrcnt illness 7 

-. 

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

, joie :-. 

/‘I NO N/A Subject: 

J I. 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 cuts, lesions, or other skin disorders on their hands or wrists 7 

/ 4. Has artificial nails or nail tips? 

I/ 5. Has soap, detergent, antibiotic, PolysporiB and/or perfume allergies 7 

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

Female Female Male 7. Is currently pregnant? D Yes ts”No Of child-bearing potential: 0 Yes iiJ%o 
p&b+. Upf. ds u&ally Sterile, year Lef7 II Post-menopausal, year 

lf of child bearing potential - b-HCG Test Results: 0 negative 0 positive 

J 
8. Is currently lactating ? 

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

J 
hepatitis, an organ transplant, an immunologic disease such as AIDS (or HlV positive), Lupus 
erythematosns, thyroiditis or rheumatoid arthritis ? 

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

J. 
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 ? 

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

Iniervi6wery~ Initials/Date: M&d I ?- &1-03 -’ 
_~~ 



Data Collection Form 1 
DEMOGEUPHICS/DERMATOLOGKXUMEDICAL HISTORY FOF&I 

1 Visit Code 

Subject 
Qualification 

Date Subject Initials Study # 

’ 03-122085-106 

Gender: Id Male 0 Female. Age: 40 Years 

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

I. DERMATOLOGIC DISORDER No/ Yes Don’t 
Know 

1. Psoriasis ? 
2. Eczema 7 v//. 
3. Skin Cancer ? / 
4. Skin Allergies ? Please specifl: Li,/ 

5. Hives 7 c 
Does the Subject have any of the following (present and past)? 

II. OTFIER MJ%DICAL INFORMATI4 

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

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

IIL MEDICATION 

1. Antibiotics, oral or systemic ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 
3. Heart Medication ? 
4. Iusulin ? 
5. Other ? kDiYli7 s % cbcr Drd&&vQ I :. 

I Comments: 

Yes Don’t 
Know 

/ 



Data Collection Form 2 
INCLUSION / EXCLUSION FOR&f 

HTRStudyNo.: 03-“=““2 ’ AL 
Pme Nn - - 

Visit Code Date Subject Initials Subj , 
I 

Study # ’ 

Subject 
Qualification 07/Z// 43 - - - K lf- 13 Permanent #: 

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

/, 1 h. 
y/ J[ I 

INCLUSION CRJTERIA 

I Check one i 
YES/r NO Subject: 

l//t 1 1. Is 18throuah65vears? 
I I 

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

4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? 
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 
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 7 

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

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

Check one :.. 
‘1 )ms NO :. N/A Subjed: 

’ 1’ 
A 1. Is currently participating in another cliical study at this or any other facility 7 I 

\/A 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 ? 

Female Female / /7. 
v,/ 

Is currently pregnant ? 0 Yes Cl No Of child-bearing potential: Cl Yes 0 No 
Cl Surgically Sterile, year - U Post-menopausal, year ___ 

If of child bearing potential - l3-HCG Test Results: CI negative q positive 
8. Is currently lactating 7 

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 srthritis ? 

J,. 
10. Has rmothcr 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 ? 
I Y 1 I I 

/ 
1 

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

Reasons for disqualification: Interviewer’s InitiaWDate: m’l3 ,074*03 
*i Iuvestigatork Signature: 

Date: .:@,’ i*/ - ,&T-2 -- - _. 

Af---- mm‘ dd YY 
” 

..u. - _. 
-. 



HTR Study No.: 03-122085-106 
Data Collection Form 1 Page No:~ d 13 I( 

DEMOGRAl?HICS/DERMATOLOGK!AL/MEDICAL HISTORY FORM 

i 1 Visit Code Date Subject Initials . Subject Screen #: Study # 

Subject 07/02//&& rnlJ ie Pe Qualification mmdd yy -F-x--T 
03-122085-106 

DJisemale Age: 34 Years 

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

L DERMATOLOGIC DISORDER No YC?S Don’t 
I&W 

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

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

II. OTHER MEDICAL INFORMATION 

1. Allergies.? Please specify. 

No ‘Yl?.S Don’t 
Know 

./ 
2. Hepatitis ? iY 
3. Heart and Vascular Disease? 

;* 
Liver Disewe ? I J 

. Kidney Disease ? / 
6. Tuberculosis ? 
7. Diabetes ? Controlled7 Diet [ ] Oral [ ] Insulin [ ] 
8. Cancer 7 

I 

9. Auto-immune disease (l.,upus erythematosus, thyroid& AIDS, etc.) ? i 
10. Organ transplant ? J 
11. Any other condition not listed 7 Please specify: 

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

IU MEDICATION 

1. Antibiotics, oral or systemic ? 

No 

J 

Yes Don’t 
Know 

1 

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

3. Heart Medication ? J 
4. Insulin ? J 
5. Other ? 

Commentsl 

or Cl 
I- 

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

Interviewer’s Signature: + - 124.pm-d4 Date: 07 f &-‘ / 03. 
mm dd YY -* 

. - -. -- 
_-. - - -. 



,> 

i 

Visit Code 

Subject 
Qualification 

Data Collection Form 2 l3’IR Study No.: 03-122085-106 
INCLUSION / EXCLUSION FORM Page No.: z c I?\& 

Date Subject Initials Subject Screen #: 
dim 

Study # 

87 l2flO3 Permanent #: 
- - - BlJ IC 
mm dd yy f nl-i- 

/,j&- 03-122085-106 

INCLUSION CRITERIA 

Check one 
YES NO Subject: 

- 1. Is 18through65years7 

J 2. Has signed informed consent ? 

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

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

J 

J 

/ 

J’ 
/ 

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 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 ilhess ? 

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

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

n-2 I 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? 

6. Has eczema or psoriasis on their hands or wrists ? 
7. Is currently pregnant ? q Yes @No 

./ 

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 
1 /I’ I wounds, intravenous management or other bed-ridden related care roles. 
I A 1 12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps 7 

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

0 Not Qualified for participation in this study. 

-j I Reasons for disqualification: Interviewer’s Initials/Date: /)7p?Jl q7; 4-A 03 

InyestigatoA Signature: 
Da& -g I //dd/o.3e. . 

mm YY 



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

DEMOGRAPHLCS/DERMATOLOGICAIJMJzDICAI, HISTdRY FOti 
PageNo:p’/3? 

Visit Code Date Subject Initials Study # 

Subject 
Qualification 03-122085-106 

I F M L 

Gender: 0 Male d Female. Age: ~39 Years 

Does the subject have a?y of the following at the treatment sites? 

I. DERMATOLOGIC DISORDER 

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

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

No 

I/ 

J 
I 

Yes Don’t 
Know 

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

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

- > 4. Liver Disease ? v) 

1’ 5. Kidney Disease ? 
6. Tuberculosis ? 
7. Diabetes 2 Controlled? Diet [ ] Oral [ ] Insulin [ ] 
8. cancer 2 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? 
10. Organ transplant 7 
11. Any other condition not listed ? Please specify: m&a / 

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

IIL MEDICATION 

1. Antibiotics, oral or systemic ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Dogs ? 
3. Heart Medication ? 
4. JilSUliIl? 

Yes Don’t 
Know 

.Y 

/ I 

I Comments: 
I 

Based on the above medical history, the subject is: 

I&&iew& Signature: 

I 

or 0 Not qualified for the study. 

-- Date: 071 di / 03 
7 

- .- 
mm dd YY 

J 
- 

- _- -. 



Visit Code 

Data Collection Porn 2 
mCLUSI[ON / EXCLUSION FORM 

Date Subject Initials SubjectF;ez #: 

a Study No.: 03-122085-106 
PageNo.:=” ! ?[“t 

Study # ’ I 

Subject 
Qualincation 

&!n!I 

- - 03-122085-106 Mf / 5 1 ;’ Permane”t * dj+ 

INCLUSION CRITERIA 
L 

Check one 

.; 

NO Stibject: 
1. Is lSthrough65years7 

c;clc 2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCP 1 ? 
4. Has hands and wrists that are fke of dermatoses, cuts, lesions, and other skin disorders ? 

i 
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 bat&g, 

showering, and handwashing during the entire study 7 

/A- 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 ‘7 

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 retkin from using topical or systemic antibiotic medication during the entire study, 
unless prescribed by a physician for an intercurrent illness 7 

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

Check one ... . 
NO., .’ N/A Subjecf: 

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

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

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 

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

preclude participation ? 

I 1. Has any responsibility for care of children under age 3, or haa responsibilities for diapering, we 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 

1 Based upon dermat6logic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: , I 
’ 0’ Qu&hd !I Not Qualified for participation in this study. 

Reasons for diiualifl~tion: . Interviewer’s Initials/Date: 
r 



HTR Study No.: 03-122085-10 
Data Collection Form 1 Page No:s * !si5 

DEMOGRAI?HICS/DERMATOLOGICALMEDRX,L HISTORY FORM 

Visit Code Date Subject Initials Subject Screen #: 
A?;!/ 

Study ## 

Subject 
Qualification 

rl - l~ Pemanent#: 071~lQsz / 03-122085-106 
mmdd yy-i?---%--L 

Gender: Cl Male B/Female . 

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 ? Please specify: 
5. Hives ? 

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

Age: 6f Years 

No Yes . 

cr, 

/ 

Don’t 
Know 

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 7 
3. Heart Medication 3 
4. Insulin? 
5. Other ? 

No Yes Don’t 
Know 

I 
I// 

Based on the above medicsii h&x$ the subject is: 
!- _ 

Interviewer’s signatureI 



Data Collection Form 2 
INCLuE4~oN 1 EWl’,USION FORM 

HTR Study No.: 03-122085-106 
Page No.: z - \‘& 

I Visit Code 
I Date I Subject Initials Subject Screc en #: 

stray # 
8 I I 

1 
I a? 

Subject 
QunliC1~~tlinn 0 7/P/ / 0% 1 &7/ - I ?$ 1 Permanent+k k ia, 03-122085-106 

.  ..-a.m...“a. 

tmm-da yyi f m-1. I IV’ y 
INCLUSION CRITERIA 

Check one 
YES NO Subject: 

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

s’; 
, 

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 Tom using antimicrobial soaps (liquids antior bars) for bathing, 

showering, and handwashing during the entire study ? 
7. Is willing to reiiain 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 rehin from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

10. Is ,tillmg to remn from using topical or systemic antibiotic medication during the entire study, 
unless prescribed by a physician for an intercurrent ilbess ? 

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

Check one :-, 
;)I YES NO N/A Subject: 

1, Is currently participating in another clinical study at this or any other facihty 7 
2. Has participated in any type 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, PolysporimB and/or perfume allergies 7 
6. Has eczema or psoriasis on their hands or wrists 1 

Female Female Male 7. Is currently pregnant ? 0 Yes Bimo Of child-bearing potential: 0 Yes Mgo 
0 Surgically Sterile, year w Cl Post-menopausal, year 

If of child bearing potential - i3-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 prgau 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 ? 

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

Reasons for di&alif+tion: Interviewer’s Initials/Date: 73c lb 7*2/.~3 
-. -_ 

Invest&to& Signature: - 
Date: / -/ -. 

mm dd YY 
-_ -- 

-_ 



Data Collection Form 3 
l[NTERCURRENT ILLNl$SS / Ct?NCC+XtTANT MEDICATION FORM 

i 

Visit Code Date Subject Iuitials Subject Screen #: 
Jw Study # 

Test 
Period 

07/&l 03 L, - /J& Permanen** 
mmaayy FML /fj.&i 03-122085-106 1 

I. Is skin on subject’s hands and wrists still free of derruatoses, cuts, lesions, and other shin disorders? aYes mo 
If no, please indicate condition: 04 nr?Ad 

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

ClNo 

III. Has subject been ill since the Jast visit? DYes (Complete below) 60 

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

Based upon the above responses, the subject is: q QuaMed 6 ot Qualified to continue on the study. 

R.easons for disqualification 4-u f- 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Rate of Onset: Date Reported: Date Resolved: 

Describe condition: 

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

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

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

Addition& Comments: 

CONCOMITANT MEDICATION 

Comments: 

. Interviewer’s Signature: Date: A?/ 40 I Qd 
mm dd YY 



HTR Study No.: 03-122085-106 
Data Collection Form 1 Page No:- - 1 ‘3 1% 

DEMOGRAPHICS/DERMATOLOGICAIJMFDICALHISTORY FORM 

i Visit Code Date Subject Initials Subject Screen #: 
a+ 

Study # 

Subject 
Qualification 07 I &-I 03 4 ,CZ) /k Permanent #: 

mmdd yyFML 
03-122085-106 

Gender: 0 Male 

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

Age: 22 Years 

L DERlKTOLOGIC DISORDER 

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

NO Yes Don’t 
Know 

I 
N 
J 
J 

I 
/ 

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

IL OTHER MEDICAL INFORMATION 

1. Allergies.? Please specify. 
2. Hepatitis ? 
3. Heart and Vascular Disease7 
4. Liver Disease 7 
5. Kidney Disease ? 
6. Tuberculosis 7 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insuliu [ ] 
8. Cancer ? 
9. Auto-immune disease (@pus erythematosus, thyroiditis, AIDS, etc.) ? 
10. Organ transplant ? 
11. Any other condition not listed ? Please specify: 

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

No ‘Yes Don’t 
Know 

r/ . 
J 
d 
J 
J 
r, 
J 
IA 
;/ 
J 

J 

IIL MEDICATION 

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

Z’ 
Comments: 

&&&5&,+&L/3 

No YeS Don’t 
Know 

J 
v’ 

J 
J 

-. Based on the above medical history, the subject is: d Not qualified for the study. 
/- f- 

~Interviewer’s Signature: Datk: 07 I k; /o-3- -- 
mm dd YY 

-. 



Visit Code 

Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

Date Subject Initials Subject Screen #: 
A, a/ 

m Study No.: 03-122085-106 
Page No.: x - 13 \q 

Study # 

1 

I d-r 
Subject 

Qualification w/u/o3 - - - 
J lJ) , 4 PermaneEt t 

03-122085-106 
mm dd yy -3-m 1 

INCLUSION CRITE%A 

Check one 
YES NO Stibject: 

J I. Is18through65years? 
2. Has signed informed consent 7 

J 3. Is healthy as evidenced by responses on DCF 1 ? 

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

t, \ 5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed 7 

1 6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing, 
I 

il 

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

Checkone .., 
YES NO N/A Subject: 

-+- 

/ 

/ 

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

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

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 7 

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

/- 

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

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

r, 6. Has eciema or psoriasis on their hands or wrists 7 

kmale Female Male 7. Is currently pregnant 7 0 Yes g/No Of child-bearing potential: 0 Yes W$?o 
7% W Surgically Sterile, year doo3 Cl Post-menopausal, year 

If of child bearing potential - S-HCG Test Results: 0 negative 0 positive 
8. Is currently lactating 7 

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

rl 

i/ 

hepatitis, an prgan transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis 1 

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

11. 
/. 

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

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

Based upon dermatologic evaluation d the information contained in Data Collection Forms 1 and 2, the subject is: 
0 Qualified wz at Qualiied for participation in this stu$y. 

Reasons for disqualification: am 3 Intervie~er7s Initials/Date: /?$‘M&.j t q-d@ . 

InvestigatoA Signature 
---Date: $,-,A -iti--? .-- 

mm dd YY 
/ Y 

-8 .- 
-. 

- 



HTR Study No.: 03-122085-106 
Data Collection Form 1 Page N0.p - 13%’ 

DEMOGRAI’HICS/DERMATOLOGICAIJMEDICAL HISTORY FORM 

Visit Code Date Study # 

Subject 
Qualification 07 /a /g-J 03-122085-106 

mmdd yy 

r 

Gender: Male 0 Female Age: 20 Years 

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

I. DERMATOLOGIC DISORDER No Yes Don’t 
b mow 

1. Psoriasis ? . 
/ 

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

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

II. OTHER MEDICAL INFORMATION 

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

‘I 5. 
Liver Disease ? 

: Kidney Disease 7 
6. Tuberculosis ? 
7. Diabetes? Controlled? Diet [ ] Oral [ ] Insulin [ ] 
8. Cancer 3 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? 
10. Organ transplant ? 
11. Any other condition not listed ? Please specify: 

No ‘Yes Don’t 
, Know 

I 

4, 

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 ? 

No 
F 

\// 

Yes Don’t 
Know 

4. IWllh? 
5. other ? 

‘_ 

.” 

Comments: 



f 

Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

JSTR Study No.: 03-12208% 06 
Page No.: 3!22&-( 

Visit Code Date Subject Initials 
suby$ctyY #: 

Study # 

Subject 
Qualification d7rzh23 E/J ,k Pemanent#j\Jj+ -- 03-122085-106 

m m  dd yy f m  1 
INCLUSION CRITERIA 

Check one 

*y 1 
NO Sribject: 

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 dermatoses, cuts, lesions, and other skin disorders ? 
5. Has fingernails that extend no longer than approximately one (1) m m  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 willing to refrain from using anti-dandruB 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/aatiperspirant 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 .tillmg to retin 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 CWTERIA 

I Check one . ..y : 
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 ? 

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

c 
I 

( 

! t&5 5. Has soap, detergent, antibiotic, Polysporin@ and/or perfume allergies 7 

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

Female Female 
/ 

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

If of child bearing potential - g-HCG Test Results: 0 negative 0 positive 
8. Is currently lactating 7 

t 
I 
I 1 9. Has been medically diagnosed as having a medical condition such as: diabetes, 

hepatitis, an organ trausplant, an immuuologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis 2 

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

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

wounds, intravenous management or other bed-ridden related care roles. I 
v 

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 subje@ is: 
0 Not Qualified for participation in this study. 

Reasons for disqualifi~tion: Interviewer’s Initial~ate: 34-B 
f 

\ 
I 

1 Date:- z../‘- -2. / - 0 -3. -. -’ 



Data Collection Form 3 
INTERCURRENT ILLNXSS ! CONCOMITANT MEDICATION FOR&I 

Visit Code Date Subject Initials Subject Screen #: 
A57 Sttidy # 

Test 07 /do lo3 f+f;5/E Permanent #: 
Period --- mm dd yy FML 03-122085-106 

I. Is skin on subject’s hands and kkst~ still free of dermatoses, cuts, lesions, and other &in disorders? q Yes m 
If no, please indicate condition: &- 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? &es UN0 
If no, 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? Dyes (Complete below) EE$o 

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

Reasons for disqualification ect?” 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: 

Describe condition: 

Date Reported: Date Resolved: 

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

Action Taken: ONone q Continued on study 0 Withdrawn from the study Cl Con&ted physician 

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

Additional Comments: 

CONCOMITANT MEDICATION 

Comments: 

- Interviewer’s Signature: Date: 437 / Jom3 
mm dd YY 

i 



Data Collection Form 1 
DEMOGRAPHICS/DERMATOLOGICAL/lvlEDICAL I&STORY FORM 

Visit Code Date Subject Initials Subject Screen #: 

Subject 
272 

Qualification 03-122085-106 

Gender: I!?/ Male 0 Female. 

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

Age: ,/? Years 

1. DERMATOLOGIC DISORDER 

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)? 

No YeS Don’t 
Know 

c/ 

I/ 

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

1. Allergies.? Please specify. 
2. Hepatitis ? 5 
3. Heart and Vascular Disease? 
4. Liver Disease 7 

j ) 5. Kidney Disease ? 
6. Tuberculosis ? 
7. Diabetes? Controlled? Diet [ ] Oral [ ] Insulin [ ] ./ 
8. cancer ? \ 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? / 
10. organ transplaut 7 // 
11. Anv other condition not listed ? Please suecifk 

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

III. MEDICATION 

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

No 

-,/ 

Yes Don’t 
Know 

I Y I 

4. lilsulin ? /, 
5. Other ? 

Based on the above medical history, the subject is: 

Interviewer’s Signature: &l2dtp?. cbyLbvQ/) 

* ualified or Cl Not qualified for the-study. 

Date: 671 a7 / @a.-. 
mm- dd YY 



Visit Code 

Data Collection Form 2 
INCLUSION / EXCLUSION FORM 

Date Subject Initials Subject Screen #: 

HTR Study No.: 03-122085-10 
PageNo.: x - /y q 8 

Study # 

1 
I 

Subject 
Qualification 07 la-163 

mm dd yy 
INCLUSION CRITEIUA 

03-122085-106 

I 
Check one 

YES NO Subject: 
1. Is 18through65years? 
2. Has signed informed consent 7 

c 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 7 

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

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

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

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

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

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

I Check one .?. 
! ) YES NO N/i Subject: 

1. Is currently participating in another clinical study at this or any other facility 7 
2. Has participated in any tJlpe 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 7 
6. Has eczema or psoriasis on their hands or wrists ? 

Female Female Male 7. Is currently pregnant 1 Cl Yes 0 No Of child-bearing potential: CI Yes 0 No 
U Surgically Sterile, year ___ 0 Post-menopausal, year __ 

If of child bearing potential - g-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 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&e 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 se&iv@ 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: 
W@ualified Cl Not Qualified for participation in this study. 

Reasons for disqualification: Interviewer’s Initials/Date: &l! ; 07+&.o~ 

Investigatork Signature: 
Date:. 6: -/ /f-I 03 -- 

mm dd YY 
Y .- v --- 

-. 



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

DEMOGRAPHICS/DERMATOLOGRXL/MEDICAL IIISTGRY FOR&f 
Page No:- * I@ 

Visit Code Date Subject Initials Subject Screen #: Study # 

Subject 
273 

Qualification 
&77 /#w/u3 L, R, s Permanent* 
mmddyy --F--F7 AJk 

03-122085-106 

Gender: 0 Male Female. Age: 5-1 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 ? Please specify: 
5. Hives 7 

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

No Yes Don’t 
/ Know 

J . 

J 

IL OTHER MEDICAL INFORMATION 

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

.\’ 5. 
Liver Disease 7 
Kidney Disease ? 

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

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

No ‘Yes Don’t 
Know 

4 

r/ 
J 

/ 

/<. 

J / 

Ill MEDICATION 

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

2. 
Comments: 

No YeS Don’t 
Know 

.I 
Intervieiver’s Signature: 



Data Collection Form 2 
INCLUSION / EXCLUSION FORM 

v 
Visit Code Date Subject Initials Subject Screen #: 

273 Study # 

Subject 07/m to3 L, RI 5 03-122085-106 Qualification Permanentk r\l p( 
mm dd yy f m 1 

INCLUSION CRITERIA I 
Check one 

YES , NO Subject: 
, 

/ 1. Is 18through65years? 
J / 2. Has signed informed consent ? 

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

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

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

7. Is wiiling to retin 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/antiperspi 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 wiRing to refrain from using topical or systemic antibiotic medication during the entire study, 
unless prescribed by a physician for an intercurrent illness ? 

I 4 1 11. Is willing to comply with all study protocol requirements ? I 
EXCLUSION CRrrERIA I 

r--- Check one .-. 
.,\ )YES NO ‘. N/A Subject: 

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

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

Male 7. Is currently pregnant? 0 Yes @+-IO Of child-bearing potential: If Yes 0 No 
Cl Surgicahy Sterile, year 0 Post-menopausal, year __ 

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

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

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

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

12. Hss a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps 7 

Based upon derma 
t 

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

Reasons for disqual&ation: Interviewer’s I&i&ate: &4%7 / 7 2 I 

hvestigatork Signature: 
Date:.. ‘-c;‘/ / ‘t/ I- 03- .- 

mm dd YY 
“7 Y / 

-- - 



Data Collection Form 1 
DEMOGRAPDICS/DERMATOLOGICAL/MEDKXI, HISTORY FOR&I 

Visit Code 

Subject 
Qualification 

Date Subject Initials Study # 

03-122085-106 

Gender: 0 Male Female Age: a Years 

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

L DERMATOLOGIC DISORDER 

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

No 

I// 
I .v 

I 

Yes Don’t 
Know 

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

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

IL OTHER JMEDICAL INFORMATION 

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

No ‘YW Don’t 
* Know 

6. 
7. 

Liver Disease ? 
Kidney Disease ? 
Tuberculosis ? 
Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin [ ] 

I -, 

8. Cancer ? VP 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? v/ 
10. organ transplant ? V / 
11. Any other condition riot listed ? Please specify&& &/K&~~/ #@y- 

J / 
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. Insulin ? 
5. *k-r? h&fi7V IOmd Ix& h~dhcbles*l I 1. 

Comments: 

No YeS Don’t 
Know 

V, 
d/ 

/, 
I 

/ 
I 

Based on the above medical history, the subject is: 
*_ 

Intervieweis S 

or q Not qualified for the study. 

D&e: -07 i .z/>l83 1 
mm d ?- YY 

-_ -_ 



Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

Visit Code 

Subject 
Qualification 

Date Subject Initials Study # ’ 

03-122085-106 
f m I 

INCLUSION CRJ.TERIA 

Check one 
YES/ NO Subject: 

1. Is 18 through 65 years? 
1 2. Has siened 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 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 
1 7. Is willing to refrain from using anti-dandruff shampoo during the entire study ? I 

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

9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a 
V/ phys,ician 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 ail study protocol requirements ? 
EXCLUSION CRITERIA 

I Check one . . . . 
lslL j> IYES NO/.. N/A Subject: 

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

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

5. Has soap, detergent, antibiotic, Polysporin@ and/or perfume allergies ? 
6. Has eczema or psoriasis on their hr@s or wrists ? / 
7. Is currently pregnant 

Post-menopausal, year 

9. Has been medicaily 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 ? 

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. 

I I \/I 1 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: 



Data Collection Form 1 
HTR Study N;;g3~~~.-12-J~9~Y 

DEMOGRAPHICS/DERMATOLOGICAL/MJZDICAL HISTORY FOti 

Visit Code 

Subject 
Qualification 

Date Subject Initials Subject Screen #: 
2% 

Study# 

03-122085-106 
4 

Gender: 0 Male Female. Age: 4 Years I 

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

I. DERMATOLOGIC DISORDER 

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

No YeS Don’t 
Know 

4 

J 
I Y 

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

IL OTHER MEDICAL INFORMATION No Yes Don’t 
Know 

1. Allergies.? Please specify. 
2. Hepatitis ? 
3. Heart and Vascular Disease7 
4. Liver Disease ? 
5. Kidney Disease ? 
6. Tuberculosis ? I 
7. Diabetes ? Controlled? Diet [ } Oral [ ] Insulin [ ] / 

8. Cancer 7 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? J 
10. organ transplant ? J 
11. Any other condition riot listed ? Please specify: J. 

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. xnsulhl ? 
5. other? 

i. 

No Yes Don’t 
Know 

/ 

I/ 

I r/- 

I Copments: 

I 

Based on the above medical history, the subject is: or0 Not qualified for the study. 2 

In&viewer’s Signature: Se Date: 21,-m-- ~07, 
. mm dd YY 

_ 
-. 



Data Collection Form 2 
INCLUSION / EXCLUSION FORM 

Visit Code 

Subject 

Date subject Initials Subject Screen #: 
276 ) 

Study # . 

Qualification 03-122085-106 

INCLUSION CRITERIA 

Check one 
YES / NO Subject: 

J L 1. Is 18 through 65 years 7 
2. Has signed informed consent ? 

J 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 fmgemails that extend no longer than approximately one (1) mm past the nail bed ? 

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

7. Is willing to refrain Tom 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 ilmess 7 

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

I 
A 

/I 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 7 

EXCLUSION CRITERIA 

Check one . . . . 
, 1YES NO .‘~ N/A Subject: . I 

1, Is currently participating in another cliuical study at this or any other facility ? 
2. Has participated in any type of hand or arm wash study within the nast 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 ? 

Male 7. Is currently pregnant ? 0 Yes WNo Of child-bearing potential: 0 Yes II No 
Cl Surgically Sterile, year Cl 

If of child bearing potential - P-HCG Test Resu&%egative 
Post-menopausal, year - 

0 positive 
8. Is currently lactating 7 

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

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 ?- 

gic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
0 Not Qualified for participation in this study. A - J n- I 

p.alifi~tion: Interviewer’s 1 

- . 



HTR StudyNo.: 03-122085-106 
Data Collection Form 1 Page No.;jJZ +?‘( 

DEMOGRAPHICS/TOLOGICAL/MJZDICAL HISTORY FORM 

Visit Code Date Subject Initials Subject Screen #: 
277 

Study # 

Subject 
Qualification Permanen &7l$O3 6 Is lM 03-122085-106 

YY F M L J 

Gender: 0 Male WGemale 

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

Age: +@- Years 

I. DERMATOLOGIC DISORDER 

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

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

No 

J 
;I 
c0 
J 
;i 

Yes Don’t 
Know 

I 

J.L OTHER MEDICAL INFORMATION 

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

Liver Disease ? 
Kidney Disease ? 

No ‘Yes Don’t 
Know 

J 
J 
/ 
J 

I :/ I I 
I 

6. Tuberculosis ? ; 
7. Diabetes 3 Controlled? Diet [ ] Oral [ ] Insuliu [ ] 
8. Cancer ? 2 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 I/ 
10. Organ transplant 3 t/ 
11. Any other condition not listed 7 Please specify: J 

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

III. MEDICATION 

1. Auhbiotics, oral or systemic ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 
3. Heart Medication ? 
4. Insulin ? 
5. C@er ? 

No 

J” 
r/ 

J 

Yes Don’t 
Know 

Comments: 

Based on the’above mkical history, the subject is: 
_ _-- 

Interviewer’s Signature: -hW 

or q Not qualified -for the study. 

Date: Q 7 --I 2 / / 03 
lmn dd YY 



Data Collection Form 2 
INCLUSION / =CLUSION FOR&I 

i 

Visit Code 

Subject 
Qualification 

Date Subject Initials Subject Screen #: 
6-273 

Permanentg &ma/f&~ L3 I5 fM 
~2m aa ye f m 1 

Study # 

03-122085-106 

INCLUSION CRITERIA 

Checkone . 
YES NO Subject: 

LI 1 1. 1s 18 through 65 years ? 

1 

r-----4 1 2. Has signed informed consent ? 
-1 1 3. Is healthv as evidenced bv resoonses on DCF I ? 

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

showering, and handwashing during the entire study ? 

II 1 7. Is willing to retin from using anti-dandruB shampoo during the entire study ? 
8: Is willing to reBai.u from using body lotions, medicated/antibacteririal 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 
I physician for an intercurrent illness ? 
I IO. Is willing to refialn from using topical or systemic antibiotic medication during the entire study, 

unless prescribed by a physician for an intercurrent illness ? 

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

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

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

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

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

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

Female Female Male 7. Is currently pregnant 7 D Yes idNo Of child-bearing potential: D Yes 8-3Qo 
0 Post-menopausal, year ___ 

rl 
FL W Surgically Sterile, year /9 

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 

J erythematosus, thyroiditis or rheumatoid arthritis 1 
10. Has another medical condition which in the opinion of the Investigator would 

d preclude participation ? 

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

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

Based upon dermatologic evaluation and the information contained in Data CoIlection Forms 1 and 2, the subject is: 
I W%Jualified 0 Not Qualifier! for participation in this study. 

Reasons for diiquahflcation: Interviewer’s Initials/Date: /Mm&/f Q-Al-03 



HTR Study No.: 03-122085-106 
Data Collection Form 1 Page No.- -I@’ 

DEMOGIUPI3ICS/.DERMATOLOGICAL/MEDICAL HISTORY FORM 

t Visit Code Date Subject Initials Subject Screen #: 
27g 

Study # 

Subject 
Qualification 07 lR{ lgq 

mm-dd yy 
03-122085-106 

Ei’ Male 0 Female Age: d 0 Years 

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

I DERMATOLOGIC DISORDER 

1. Psoriasis ? 
2. Eczema ? 
3. skill cancer ? 
4. Skin Allergies ? Please spedify: 
5. Hives 7 ( 

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

No Yes Don’t 
Know 

J 

II. OTHER MEDICAL INFORMATION 

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

Liver Disease 7 
Kidnev Disease ? 

No ‘Ye.5 Don’t 
Know 

/ 

/ 

./ .s v 

6. Tuberculosis ? 
7. Diabetes? Controlled? Diet [ ] Oral [ ] Insulin [ ] 5 
8. cancer ? 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? 
10. Organ transplant ? / 
11. Any other condition not listed 7 Please specify: KD~ x J 

Is the subject taking any medication? Iiyes, please specify below: @ Ty&\ 43 

IIL MEDICATION 

1. Autibiotics, oral or systemic ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 
3. Heart Medication ? 
4. Imllin ? 
5. Other ? L Ad cc&f 3om0 lx& 

No Yes Don’t 
Know 

Comments: 

Based on the above medical hi&o& the subject is: 6’ uahfied or 0 Not-qualified for the study. 

In&viewer’s Signature: fl. & -. Date: ;ei / d/dd/ >Tn. 

” 



Data Collection Form 2 
~CLUSION / EXCLUSION FORM 

HTR Study No.: 03-122085-106 
Page No.: z - [$@~ 

Visit Code Date Subject Initials 
Subject Screen #: 

Study # 

Subject 
Qualification 03-122085-106 

! f m 1 
I INCLUSION CIWXRIA I 

Check one 
YES NO Subject: 

1. Is 18 through 65 years ? 

‘A 2. Has signed informed consent 7 

A 3. Is healthy as evidenced by responses on DCF 1 ? 

/ f&A*v 4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 

I 
ITYI I 

J bf’x 1 5. Has fingernails that extendno 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 rem f?om 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 from using topical or systemic antibiotic medication during the entire study, 
unless prescribed by a physician for an intercurrent ilhess ? 

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

Check one .‘. . 
‘1, 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 

-3 1 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 7 0 Yes 0 No Of child-bearing potential: 0 Yes Cl No 
0 Surgically Sterile, year - Cl Post-menopausal, year - 

_ If of child bearing potential - p-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 prgan transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis ? 

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

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

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

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

Reasons for diiqualiication: - interviewer’s Initials/Date: p? j 07*57/*03 

Investigatork Signature: 
Date: -9 / // dd / -s) 

mm- YY 
-. -. _ - 



Data Collection Form 3 
INTERCURRENT ILLNESS / CONCOMITMT MEDICATION FORM 

Wit Code Date Subject Initials Snbject Screen #: 
0278 

Sttidy # 

Test 87 I30 IO9 d lItI.& Permanent #: 
Period mmddyy -- F M L nlcL 03-122085-106 

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

II. Has subject used non-antibacterial soap and followed the i&tructions in Appendix B? E&es q No 
Ifno, please explain: 

IlT, Has subject been ill since the last visit? OYes (Complete below) tie 

IV. Has subject used any new oral or topical medication’? Dyes (Complete below) do 

Based upon the above responses, the subject is: q Qualitled d’ ot Qualified to continue on the study. 

Reasons for disqualification: i?ui+ 

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 Cl Possibly related 0 Definitely related 0 Other (explain) 

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

c3 Medication taken (Complete below) ClHospitalized 0 Other (explain) 

Additional Comments: 

CONCOMITANT MEDICATION 

Comments: 

- Interviewer’s Signature: Date: 67 I dc.? I a.3 
mm dd w 

_ - 



i 

Data Collection Form 1 
HTR Study N;x%lo22$-!~$9~ 

DEMOGRAJ?HICS/DERMiATOLOGI&4L/lWDICAL HISTORY FORM 

Visit Code Date Subject Initials Subject Screen #: 
oza-3 

Study# 

Subject 
Qualification 07 lar I& 

mmdd yy 
03-122085-106 

Gender: d Male 0 Female. 

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

Age: ,f? Years 

I. DERMATOLOGIC DISORDER 

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

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

No Yes Don’t 
Know 

J 
J 
J 
e/ 
J 

II. OTHER MEDICAL INFORMATION No ‘Yi?S Don’t 
Know 

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

\), ;* 
Liver Disease 7 , 5 
Kidney Disease 3 ii 

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

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

III. MEDICATION 

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

Comments:’ 

No Yt?S Don’t 
Know 

J 
J 
J 

Based on the above medical history, the subject is: - . 

Interviewer’s Siguature: 

i!&ualified or13 Not qualified for the study. 

Date: 87 / OZI / 2 - -. 
mm dd YY 



Data Collection Form 2 
INCLUSION / EXCLUSION FORM 

HTR Study No.: 03-122085-106 
Page No.: z3.Eml 

Visit Code Date Subject Initials Subject Screen #: 
A83 Study # 

Subject Permanent #: 

1 
Qualification 07 la/~9 - - - 03-122085-106 

nun dd yy f m 1 
I INCLUSION CRITERIA 1 

Check one 
YES NO Subject: 

J 1. IslStbrough65years? 

/ 2. Has signed informed consent 7 

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

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

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

J showering, and handwashing during the entire study ? 

J 7. Is williig to retin Tom using anti-dandruff shampoo during the entire study ? 
8: Is williig to re&ain 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 au 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 reti 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 comolv with all stadv orotocol reouirements ? 

I EXCLUSION CRITERIA I 

I Check one . . . 

il YES NO N/A Subject: 

J 

4 
J 

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

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

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

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

./ 
0 Surgically Sterile, year - D Post-menopausal, year - 

If of child bearing potential - B-HCG Test Results: 0 negative Cl positive 

/ 
8. Is currently lactating ? 

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

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

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

J 
11. Has any responsibility for care of children under age 3, or has responsibilities for diaper&, 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 ? a 

Based upon dermat logic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
-42 Qualified Cl Not Qualified for participation in this study. 

1 
Reasons for disqualifification: Intervie&% In&ials/Date: mMd/ +?/43 

Investigator’s Signature: 
- 



EITR Study No.: 03-122085-106 
Data Coliection Form 1 

DEMOGRAPEUC!S/DERMATOLOGICAlflMEDfCAL HISTORY FORM 

Visit Code Date Subject InitiaIs Subject Screen #: Study # 

Subject 
Qualification b7ft2f 10% Per-mane&#: v , L , 7x ’ 03-122085-106 

mm dd yy F M L 

Gender: Cl Male WiGmale. 

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

I. DERMATOLOGIC DISORDER 

1. Psoriasis 7 

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

No Yes Don’t 
Know 

/ 
v’ 

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

II. OTHER MEDICAL INFORMATION 

1. Allergies.? Please specify. 

No .Yes 
1 

Don’t 
Know 

)j 
4. Liver Disease ? 
5. Kidney Disease 7 
6. Tuberculosis ? 
7. Diabetes 7 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: 

III. MEDICATION No Yes Don’t 
Know 

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

Based on the above medical history, the subject is: 

Interviewer’s Signature: 

-. 

C]Qualified .or 0 Not qualified for the study. 



Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

Visit Code Date Subject Initials Subject Screen #: 
a+ 

Study # 

Subject 
Qualification 07 lizf 18% q ,& , H Permanent #: 

03-122085-106 
mm dd yy fm 1 

INCLUSION CRJTEti I 
Check one 

YES NO 

v’, 

Subject: 
1. Is 18 through 65 years ? 
2. Has signed informed consent ? 

&+, 3 I Is healthy as evidenced by responses on DCF 17 

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

t9 &’ 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, 

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, 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 reti 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 ? 

11. Is willinrr to comulv with all studv urotocol recuirements ? 
I EXCLUSION CRITERIA I 

I Check one , I 
i ‘) YES NO N/A Subject: ‘ 

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

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

Female Female ,Male 7. Is currently pregnant ? II Yes Bimo Of child-bearing potential: II Yes 5+0 
WSurgically Sterile, year /990 0 Post-menopausal, year __ 

If of child bearing potential - b-HCG Test Results: 13 negative 0 positive 

.r// 
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 HlV positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis 7 

10. Has another medical condition which in the opinion of the Investigator would 
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 known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? 

t 
Based upon derma 

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

Qualified II Not Qualified for participation in this study. I 
Reasons for disqualification: Interviewer’sInitiaWDate: BC! -10 7. a/ * @? 

InvestigatoA Signature: 
Date: @I ‘r/-. ‘~~~~~ 

mm dd YY c .r /, -_ .- - -L/ L 
- 

-. -. 



HTR Study No.: 03-122085-10 
Data Collection Form 3 PageNo.:s’ 1 0 k 

INTERCURRENT ILLNESS / CONCc)MITANT IGTJZDICATION FORTU 

Visit Code Date Subject Initials Subject Screen #: 
ozw 

Stidy # 

Test 97 / %3OlO~ CL I& Permanent #: 
Period mmddyy -F--E-L 03-122085-106 

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

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

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

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

Based upon the above responses, the subject is: dalified 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: ONone 0 Continued on study 0 Withdrawn from the study El Consulted physician 

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

Additional Comments: 

CONCOMITANT MEDICATION 

Comments: 

. Interviewer’s Signa$re: * 



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

DEMOGRAJ?HICSJ’DERMATOLOGICAL’MEDICAL HISTdRY FORiU 

Visit Code Date Subject Initials Subject Screen #: Study # 

Subject 
0286 

Qualification 03-122085-106 07 /c?) 103 
mm dd yy 

M / K! r Permanent & 
F M L 

Gender: 0 Male d Female. 

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

Age: 50 Years 

I, DERMATOLOGIC DISORDER 

1. Psoriasis ? 

No Yes 
. 

Don’t 
Know 

I I 

2. Eczema? J 
3. Skin Cancer 7 J, I 
4. Skin Allergies ? Please specify: J 
5. Hives ? c/- 

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

II. OTFIER MEDICAL INF’ORMATION 

1. Allergies.? Please specify. 

No ‘Yes Don’t 
Know 

2. Hepatitis? /I I 
3. Heart and Vascular Disease? I 
4. Liver Disease ? * 

1’ 5. Kidney Disease 7 
6. Tuberculosis ? I 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin [ ] * - 

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

III. MEDICATION No YES Don’t 
Knnw 

Interviewer3 Signature: 



Data Collection Form 2 
INCLUSION / EXCLUSION FORM 

Visit Code 

03-122085-106 
’ 1 

INCLUSION CRITERIA 

Check one 
YES , NO Subject: 

/J I. ls 18 through 65 years ? 
J, 2. Has signed informed consent ? 

3. Is healthy as evidenced by responses on DCP 17 
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 ? . 

/ 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 retim from using anti-dandruff shampoo during the entire study ? 

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

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

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

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

1 Check one . . . . 
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 ? 

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

4. Has artificial nails or nail tips? 

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

Female Female /Male 7. Is currently pregnant 7 Cl 
62 

es E@ o Of child-bearing potential: -es Cl No 
Surgically Sterile, year /978* 

ft: 
0 Post-menopausal, year 

If of child bearing potential - 8-HCG Test Results: 0 negative Cl positive N*.+f$$ l 

/  8. Is currently lactating ? 

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

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

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

Reasons for disqualii+ion: Interviewer’s Initials/Date: ah 7Ailo3 _ 

InvestigatoA Signature: 
L -Date: @ / r( -- i bs 

mm dd YY 
/ 

7 - -. _ 



Data Collection Form 1 
HTR Study N;wQ-lo2~20&$~l~s 

DEMOGRAPHICS/DERM.ATOLOGICAL/MEDRXL HISTORY FORk r 
Visit Code Date Subject Initials Study # 

Subject 
Qualification 0 7/Z// a3 Permanent B / w i M 

mmddyy F ML 
k 03-122085-106 

Gender: Cl Male Female. I 
Age: Z-0 Years 

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

L DERMATOLOGIC DISORDER 

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

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

No Yes Don’t 
/ Know 

v 
v / 

II. OTFIER MEDICAL INFORMATION No ‘YeS Don’t 
Know 

1. Allergies.? Please specify. 
2. Hepatitis ? ii I 
3. Heart and Vascular Disease? v, 

Liver Disease 7 V< 
Kidney Disease ? , 

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

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

No I Yes Don’t 
VnnuI III. MEDICATION 

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

‘. i. 

I Comments: 

.-. - i. 
Btied on the-abovemedical history, the subjet% is: $Qualified or 0 Not qualified for the study. 

D&i -- 07 / -21’ 1 01 
mm dd YY 

. . ,: 



Data Collection Form 2 
INCLUSION / EXCLUSION FORM 

i 

Visit Code 

Subject 
Qualification 

INCLUSION CRITERIA 

Study ## ’ 

03-122085-106 

1 
r Check one 

YES, NO Subject: 
1. Is 18 through 65 years 7 

, 2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCF 1 7 

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

t/I 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 fkom 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 deodorantkmtiperspirant products during the entire study, unless prescribed by a 
physician for an intercurrent illness 7 

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

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

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

1. Is currently participating in another clinical study at this or any other facility ? 
V/ 2. Has participated in any me 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 ? 

I 4. Has artificial nails or nail tips? 

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

A erythematosus, thyroiditis or rheumatoid arthritis 7 
10. Has another medical condition which in the opinion of the Investigator would 

r 
preclude participation ? 

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

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

Based upon derm~logic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
for participation in this study. 
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