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HTR Study No.: ,03-122085-106 
Data Collection 3?orm 1 

DEMOGRAPHICS/DERMA~~L~GICAL/MEDICAL HISTORY FORM 
Page No:kJZ @ I C sL( 

r 

Visit Code Date Subject Initials Subject Screen #: 
103 

Study # 

Subject 
Qualification 

07 f 1s t 03 y- / 1~ l~ Permanent#: 
hIA 

03-122085-106 
mmddyy --?-W~L 

Gender: El Male dFemale Age: 47 Years 

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

L DERMATOLOGIC DISORDER 

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

No YES Don’t 
Know 

I 
4 
J 
* 

I d 

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

II. OTHER MEDICAL INFORMATION 

mact/3.60) 

I 

I 
No Yt!S Don’t 

KIIOW 

1. Allergies.? Please specify. CL I& drw, &es ! x ! .J ! I 
2. Hepatitis 3 - . 

J 
3. Heart and Vascular Disease? L/ 
4. Liver Disease ? ./ 
5. Kidney Disease ? I r/ 
6. Tuberculosis ? J 
7. Diabetes ? Controlled? Diet I I Oral [ I Insulin [ I I J 

I 8. Cancer ? I - I I 
9. Auto-immune disease (Lupus erythematosus, thxroiditis, AIDS, etc.) 7 c/ I 
10. Organ transplant 7 
11. Any other condition not listed 7 Please specify: qa h 1 0,+ 

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

IIL MEDICATION No Yes Don’t 
KIKIW 

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

I w I 
J 

I 3. Heart Medication ? I u’ 
4. Insulin? L, 

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

Interviewer’s Signature: -. 
lh 

Date: o?.‘-/. -/r 1. 03 -. 
t mm dd YY 

- _ 



Visit Code 

Subject 
Qualification 

Data Collection Form 2 
IWLUSION /EXCLUSION FORM 

r 
Date Subject Initials Subject Screen #: 

071 tit03 - - - mm dd yy 

IITR Study No.: 03-122085-106 
PageNo.:331:-If % 

Study # 

03-122085-106 

Check one 

INCLUSION CRITERIA 

1. Is18through65yesrs? 
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 ? 

roximateIy one (1) mm past the nail bed 7 

ons, medicated/antibacterial lotion$ creams, oils, dishwashing 
sphxnt products during the entire study, unless prescribed by a 

Of child-bearing potential: @‘Yes 0 No 

lapermg, care 0 

contained in Data Collection Forms 1 and 2, the subject is: 
for participation in this study. 

1 
R&ons for disqualiipation: 

/. / I 



. 

I 

HTR StudyNo.: 03-122085-106 
Data Collection Form 1 Page N”.* * 11% 

DEMOGRAl’HlCS/DERMATOLOGICAL/MEDICAL HISTORY FORM 

Visit Code Date Study # 

Subject 
Qualification a, IS 03 03-122085-106 

XllXlddyY F M L L 
r 

Gender: d Male 0 Female. Age: 4? Years 

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

1. DERMATOLOGIC DISORDER 

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

No 

J 

Yes Don’t 
Know 

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

II. OTHER MEDICAL INFORMATION 

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

Liver Disease ? 
Kidney Disease 7 

No ‘YeS Don’t 
Know 

CI 
, 
9 I 

I 
I 

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

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

EL MEDICATION 

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

Comments: 

No 

J 

/ 

Yes Don’t 
Know 

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

Interviewer’s Signature: 
- 

or I3 Not qualified for the study. 

Date: Q-> / /s/o-?-- 
mm dd YY 

1 



Data Collection Form 2 IfIR Study No.: 03-122085-106 
INCLUSION I EXCLUSION FORM PageNo.:=” 1157 

Visit Code Date Subject Initials Subject SC een #: 
i& Study # 

Subject 
Qualiicatlon 0% [“r/Q3 J/--r IPi Permanent #: 

/ i mm dd- f m-i- 
03-122085-106 

INCLUSION CRITERIA 

Check one 
YES NO Subject: 

r-ii-1 -~~ 1 1. IslSthrough65yeers? 1 
\ 2. Has siened informed consent 7 I 

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. Has fingernails that extend no longer then approximately one (1) mm past the‘& bed 7 
6. 

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

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

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

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

1’ 
10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study, 

uriless prescribed by a physician for an intercurrent illness 2 I _ -- 
11. Is willing to comply with all study protocol requirements 7 

EXCLUSION CRITERIA 
I 

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

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

,d 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, Polysporin@ and/or perfume allergies ? 
u, 6. Has eczema or psoriasis on their hands or wrists ? 

Female Female Male 7. Is currently pregnant ? CI Yes 0 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 

J 8. Is currently lactating 1 

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

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

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

I 

/. 

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

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

I Based upon dermat logic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
.A Oualifled Cl Not Oualified for oarticioation in this study. 

f ‘33 I - x- --~ 

Reasons for disqitalii~ation: 
1 - 

Investigators Signature: 

. . 

- Interviewer’s InitiaWDate: ,‘;;@ / 7 I$/( 

Date: ;@ / 
/ mm 



Data Collection Form I 
HTR Study N;;g;-Nl2!2-J0; ~58 

DEMOGRA3?HICS/DERMATOLOGICAL/MED ICAL HISTORY FORM 

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

Subject 
Qualification 03-122085-106 

, 

Gender: D Male 

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

I. DEIWATOLOGIC DISORDER 

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

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

Age: 24 Years 

. 
NO YCS Don’t 

Know 
/ 

/ 
t I 

I 

II. OTIIER MEDICAL INFORMATION 

1. Allergies.? Please specify. m/Jey) vn~/d 
2. Hepatitis ? I I 

3. Heart and Vascular Disease? 
4. 

‘W 5. 
Liver Disease ? 
Kidney Disease ? 

No ‘YeS Don’t 
Know 

/- 
f 

v’ 

I 64 
\ 

1 I ” I 
6. Tuberculosis 7 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin [ ] 
8. cancer ? 
9. Auto-immune disease (Lupus erytbematosus, tiyroiditis, AIDS, etc.) ? 
10. Organ transplaut ? 
11. Any other condition not listed 7 Please specify: r/ 

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

IIL MEDICATION No Yf2S Don’t 
f Know 

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

1 4. IllsuliIl ? I ./ I / I I 

t 

. I V I / I 

5. Other? Apr; lxdau b&b cmtm! I I 1 

I CommentsI 

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

Intervikwer’s Sign 
mm dd YY 

-_ -. - _ - 



Data Coilection Form 2 
INCLUSION I EXCLUSION FORM 

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

Subject 
Qualifkation 03-122085-106 

/ j , mm dd yy 

i’ INCLUSION CRITERIA I 
Check one 

YEq NO Subject: 
1. Is 18 through 65 years ? 
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 ? 

/ 
I/ / 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 retin from using anti-dandruff shampoo during the entire study ? 

8: Is willing to refrain f?om 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 reMn 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, 
urdess prescribed by a physician for an intercurrent illness ? 

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

Check one : I 
“1 1 YES NO /h/A Subjeef: 

a. 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? 

!/,/ 5. Has soap, detergent, antibiotic, Polysporin@ and/or perfume allergies ? 
6. Has eczema or psoriasis on their he or wrists ? 
7. Is currently pregnant ‘? U Yes rdNo Of child-bearing potential: rd Yes Cl No 

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

J/ 
8. Is currently lactating ? 

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

/ erythematosus, thyroiditis or rheumatoid arthritis 1 
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 derma 
/ 

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

Reasons for disqualification: Interviewer’s Initials/Date: z!-m /07mo3 
1 - 

Investigators Signature: 
‘\/-- 

Date: .- g I//- dd/&?- 
mm YY 

Y . . 
-. 



. 

i 

HTR Study No.: 03-122085-106 
Data Collection Form 1 PageNo.zJZ’1i~’ 

DEMOGRAPEUCS/DERMATOLOGICAL/MEDICAL EISTORY FORM 
r 

Visit Code Date Subject Initials Subject Screen #: 
/cd 

Study # 

Subject 
Qualification 07 i&l 03 6 / 7 I H 

&-dd7 -?--XT 
03-122085-106 

I Gender: d Male 0 Female. Age: 23 Years 

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

I. DERMATOLOGIC DISORDER No YeS Don’t 
Know 

1. Psoriasis 7 c/ 
2. Eczema 7 s I 
3. Skin Cancer ? 1 t 
4. Skin Allergies ? Please specify: I - 
5. Hives 7 I d 

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

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

1. Allergies.? Please specify. 3~; fq ?&f&s -,\ fl&(- u, 
2. Hepatitis ? L 1 

d 
3. Heart and Vascular Disease? c/ 

,,:I :: 
Liver Disease 7 u, 
Kidney Disease 7 / 

6. Tuberculosis ? - 
7. Diabetes? Controlled? Diet [ ] Oral [ ] Insulin [ ] / 
8. Cancer 2 - 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? v, 
10. organ transplant ? c, 
11. Any other condition not listed ? Please specify:7;,,ia clefs* &,r 

Is the subject taking any medication? If yes, please specify below: Tkpssr6fi 

IIL MEDICATION 

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

No Yes Don’t 
Know 

r/ 
I w 

L/ 

I 
4. Ill&ill? 1 d I I 5. Other ? A/I cl 

t I 

Based on the above med.icJ histc& the subject ix d. _ ualified or 0 Not qualified for the study. 
)‘. 

, - 
IntervieWer’s Signature: Da& 6 7 /- -(.r / 03 

mm dd n- 
-. -_ - -. 



Data Collection Form 3 
INCLUSION I EXCLUSION FORM 

HTli Study No.: 03-12208 
Page No.: 

i 

Visit Code 

Subject 
Qualification 

Date Subject Initials SubjTleen #: 

~7//5103 Perm*entk 6 /T/ $ 
mm dd yy f m 1 

INCLUSION CRTTERTA 

Study # 

03-122085-106 

Check one 
Y-ES NO Subject: 

1. Is18through65years? 
2. Has signed informed consent ? 

r< ~Ishealthy as evidenced by responses on DCF 1 ? 
4. Has hands and wrists that are free of dcrmatoses, cuts, lesions, aud 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 author 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 refiaiu from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 

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

9. Ts williug 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 ? 

-/I 11. Is willing to comply with all study protocol requirements ? 
EXCLWSION CRTTERT-4 

Check one .-. 
) f 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 erm wash study within the past 7 days 7 
3. Has cuts, lesions, or other skin disorders on their hands or wrists 7 

4. Has artificial nails or nail tips? 

5. Has soap, detergent, antibiotic, Polysporin@ ador perfume allergies 7 

/ 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 D No 
0 Surgically Sterile, year - 0 Post-menopausal, year - 

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

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

hepatitis, an prgan transplant, an 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 Tnvestigator would 
preclude participation ? 

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

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

Reasons for disqualification: Interviewer’s Initials/Date: 

InvestigatoA Signature: 
Date: 

. u-- - -. 



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

DEMOGRAPHICS/DERMATOLOGXC.4LBJJZ~ICAL HISTORY FORM 

Visit Code 

03-122085-106 

Gender: d Male 0 Female. 

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

Age: 4 7 Years 

I. DERMATOLOGIC DISORDER 

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

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

No YeS Don’t 
Know 

rc/ 
u, 

1 J 

I J I 

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

1. Allergies.? Please specifjl. / 
2. Hepatitis ? J 
3. Heart and Vascular Disease? .z,&&QJ abc>l 

:i 1 
4. Liver Disease ? / 
5. Kiduev Disease 7 , _ C t 1 

6. Tuberculosis ? v( 
7. Diabetes 3 Controlled? Diet [ ] Oral [ ] Insulin [ ] / 
8. Cancer ? iJ 1 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? / 
10. organ transplant 7 
11. Any other condition not listed ? Please specify: r ~$,&Qco \ 

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

J 4 

Ill. MEDICATION No Yes Don’t 
Know 

1. Antibiotics, oral or systemic 7 (/ 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? L 
3. He~Medab? &AW--OQ&~ 5hh Ixda~, \hcu*oo\~&~ Ma, ,y 1 
4. Insulin 7 v 0 ’ L u f I 

5. O~cx? c;o+i+c tmvlcl )x&.4 I. I I/ I 1 n- I 

I Comments: I 

B&ed on the above medical history, the subject k. id Qualified or 0. . Not qualified for the study. 

Interviewer’s Signature: Date: g) , IS., 63 - .- 
mm dd YY 



Data Collection Form 2 
WCLUSION / IZXCLUSION FORM 

T 
Visit Code 

Subject 
Qualication 03-122085-106 

j 

I 

INCLUSION CXUTEW 

Check one 
NO Slibject: 

I. Is 18tbrough65years? 
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 ? 

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

/ 
6. Is willing to refrain from using antimicrobiaI 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 willime to refrain fiomusimr body lotions, medicated/antibacterial lotions, creams, oils, dishwashlng 

) 

J liquids, t&s and other deodo&t&ipersp&nt products during the entire study, unless prescribed bya 
physician for an intercurrent illness ? 

J 
/ - 

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

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

J 

unless pcescribed by a physic& for an intercurrent illness ? 
11. Is willing to comply with all study protocol requirements ? 

EXCLUSION CRITERIA 

Check one . . . 
YES NO NIA Subject: 

’ J 

/ 
J 

J 

1. Is currently participating in another clinical study at this or any other facility ? 
2. Has participated in any type of hand or arm wash study within the past 7 days ? 
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 1 
J 6. Has eczema or psoriasis on their hands or wrists ? 

kmale Female Male 7. Is currently pregnant ? Cl Yes •i No Of child-bearing potential: 0 Yes Cl No 

J 
U Surgically Sterile, year - 0 Post-menopausal, year I_ 

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

./ 
8. Is currently lactating ? 

Y 

J 

cl 

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

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

I I I 
I 
1 J I’ 

1 
I 

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

I-4 1 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: 
WQualified q Not Qualified for participation in this study. 

Reasons for disquabfi~tion: Interviewer’s I&&/Date: 

InvestigatoA Signature: 

- 



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

Page No:= * I16Lf 
DEMOGRAPHICS/DERMATOLOGICAL/MXDICALMSTORY FORM 

Visit Code Date Subject Initials Subject Screen #: 
Ii3 Study # 

Subject Permanent#: 
Qualification 

0-j / 1s / 03 tnJf J-1 G 03-122085-106 - - - mm dd yy F-K-E- bJA 

I- Gender: U Male &Female Age: 5% Years 

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

I,, DERMATOLOGIC DISORDER 

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

No YeS Don’t 
Know 

L, 
/ 

I 4 
I 4 

L/ 

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

II. OTHER MEDICAL IN3?ORMATION 

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

No ‘YS Don’t 
Know 

.J 
c/ 
w I I ! 

4. Liver Disease ? M 
5. Kidney Disease 7 (I L I 
6. Tuberculosis 7 d 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin ( ] w 
8. cancer ? v 
9, Auto-immune disease (Lupus erythematosus, thyroid&, AIDS, etc.) ? J 
10. organ transplant 7 / 

I- ll. Any other condition not listed 7 Please specify: / I 

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. Insulin 7 
5. Other ? 

No Yes Don’t 
Know 

J 
J 
I/ I 
L, I 
v/ 

Comments: 

Based on the above m&xl history, the subject is: .pf ualiiied or q Not qualified for the study. 
i- 

Interviewer’s Signature: - Date:’ 0) i‘ / $/ -03 
mm dd YY c 



Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

Visit Code Date Subject Initials Subject Screen #: 
/a 

stuay# 
Subject 0’) /&IO3 Permanent#z p /zr / 6 03-122085-106 

I 
Qualification ii%i- dd 7 f m 1 

INCLUSION CRlTERIA 

Check one 
YES NO Stibject: 

1. Is lgtbrough65years? 
2. Has signed informed consent ? 
3, Is healthy as evidenced by responses bn DCF 1 7 
4. Has hands and wrists that are free of dermatoses, cuts, Iesions, and other skin disorders ? 

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

/ 
6. Is willing to refrain Tom 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 studv 7 I 

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

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

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

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

Check one .,.. 
YES NO NIA Subject: 

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

r/ 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 dr nail tips? 

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

Jemale Female Male 

J 
8. Is currently lactating ? 

l 

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 
erythematosns, 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 diaperin& 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: 
Wt&alified 0 Not Qualified for participation in this study. 

Reasons for disqualifi@ion: Interviewer’sInitiaWDate: -5fi-f: / 74903 

InvestigatoA Signature: 
-d!KzyzA 

Date: b I’ ‘p--l’-& -. -- 
mm dd YY -_ -- _ . - 



1 

HTR Study No.: 03-122085-106 
Data Collection Fom 1 PageNo.*~‘//~~ 

DEMOGRAPHXWDERMATOLOGICAL/MEDK!AL HISTORY FORM 

Visit Code Date Subject Initials Subject Screen #: Study # 

Subject 
IN 

Qualification 61 Jr5 I 63 C /XI s 
~?iii-~ FM7 

03-122085-106 

Gender: d Male 0 Female. Age: a0 Years 
- ~~ ; 

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

I. DERMATOLOGIC DISORDER 

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

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

No Yes Don’t 
Know 

cl 
/ I 
/ 
CI 

L/ 

II. OTHER MEDICAL INFORMATION 

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

‘j) ; Liver Disease 7 
Kidney Disease ? 

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

No ‘Ye.9 Don’t 
Know 

/ . 
u, 
r, 

I c/ 
J 
w 
Lee 

8. Cancer 7 V 
9. Auto-immune disease (Lupus erythematosus, thynkiitis, AIDS, etc.) 7 v 
10. r/ 

I 

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

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

IiL MEDICATION 

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

No Yes Don’t 
Know 

J 
I w 

r-, 
4. Insulin ? 
5. other ? 

I---~-~ Comments: 

-Based on the above.medicd history, the subject is:- _. * ualified or 0 Not qualified for the study. 

Interviewer? Signature: L 12 1 I6 Da&: 02 -1. lsdd/ 03y= 

~. _-. .- 



Data Collection Form 2 HTR Study No.: 03-122085- 6 
YNX.XJSION I FXCLUSXON FORM Page No.: le- 

Visit Code Date Subject Initials 
Subject Screen #: 

I K? 
Study # 

Subject Permanent #: 

i 
Qualification 07 1 IS 103 - - - 

c ,L1s 
, 03-122085-106 

mm dd yy fml 
I INCLUSION CRITERIA I 

NO Subject: 
1. Is18through65years? 
2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCF 1 ? 

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

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 entire study, 
unless prescribed by a physician for an intercurrent illness 7 

11. Is willing to comply with all study protocol requirements 7 
EXCLUSION CFW%RIA 

Checkone . . . 
\ YES NO &IA Subject: 

IJ’ 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 
I-)\- ~ 1. 3. Has cuts, lesions, or other skin disorders on their hands or wrists 7 I 

I’ 1 4. Has artificial nails &nail tips? 

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

Female Female Male 7. Is currently pregnant 7 0 Yes c3 No Of child-bearing potential: 0 Yes El No 
0 Surgically Sterile, year __ 0 Post-menopausal, year ___ 

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

4’ 
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, thyroid& 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. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? 

1 
1 Based uoon dermatoloaic evaluation and the information contained in Data Collection Fomx 1 and 2, the subject is: I . 

t B(/Qu$ified 0 Not .Qualiied for participation in this study. 

i 
Reasons-for disqWii&on: Ix+rviewer’s JnitiaWDate: 5LH / 745-o) .- 

InvestigfitofS Signature: 
-Ru 1 - _ /\ 

- 



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

Page No:= c lfh” 
DEMOGRAl’IZICS/DERMATOLOGICALMEDICAL HISTORY FORM 

Visit Code 

Subject 
Qualification 

Date Subject Initials Subject Screen #: Study # 

;311~13 03-122085-106 --- 
F M L 

Gender: iI Male d Female. Age: 19 Years I 

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

r I NO I Yf?S I 
Don’t 
VT- --_ I 1 MOW 

J 
J 
J 
J 

I. DERMATOLOGIC DISORDER 

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

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

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

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

“,I f 5; kidney Disease 7 
I 
] > 

1 
I 

6. Tuberculosis ? I ./ 

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

Based on the above medical history, the subject is: Jf Quawed of cl Not qualified for the study. 
. 

Interviewer’s Signature: 
2$li/L+ti*- 

Dat;i 0 7 j- /& 02 - . 
mm dd ti- 

- - 



Data Collection Form 2 HTR Study No.: 03-122085-106 
INCLUSION I EXCLUSION FORM PageNo.:s’Ir/llq 

, 
Visit Code Date Study # 

Subject 
Qualification (Q, lS,pJ 03-122085-106 

mmddyy 
INCLUSION CRITERIA I 

r 
Check one 

YES NO Subject: 

I 1. Is18tlnough65years? 

,/ 2. Has signed informed consent ? - 
3. Is healthy as evidenced by responses on DCF 1 7 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 rem from using antimicrobial soaps (liquids and/or bars) for bathing, 

showering, and handwashing during the entire study ? 

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

c t/ ./ 
8: Is willing to refixin ftom using body lotions, medicatedfantibacterial lotions, creams, oils, dishwashing 

liquids, talcs and other deodorantkutiperspirant 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 
ohvsician for an intercurrent illness ? 

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

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

N/A Subject: 

l-----K/I ) 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? 

LA 5. Has soap, detergent, antibiotic, PolysporiS and/or perfume allergies 7 

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

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

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

./ 
8. Is currently lactating 7 

d the information contained in Data Collection Forms 1 and 2, the subject is: 
for participation in this study. 

if 
_ Reasons foi disqualifi~tion: - Int$rvie~er’s 

Investigator’s Sig&ure: 
Date: ‘&// I&?’ 

mm dd YY 
/ 

Y- - -_ 



HI-R Study No.: 03-122085-106 
Data Collection Form 1 Page No:= * 11 y0 

DEMOGFUPHICS/DERMATOLOGICAUMEDICAL HISTORY FORM 

Visit Code Date Subject Initials Subj,ectr #: Study # 

Subject 
Qualification (9-7//z / @ 03-122085-106 L- / A-1 c\/\ 

YY F M L 
Pe-anent2/+ 

Gender: 0 Male d Female . 

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

Age: e Years 

I. 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 

I 
I// 

IL OTHER MEDICAL INFORMATION 

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

Liver Disease ? 
Kiduev Disease ? 

No YeS Don’t 
Know 

I 

v/ 
,// I -. t 

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

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

IIL MEDICATION 

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

No Yes Don’t 
1 

/ Know 
/ 
/ 

A 
i-’ ,’ 

I 

I Comments: 
I 



Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

Visit Code 

Subject 
Qualification 

Date Subject Initials Study # 

03-122085-106 
f m 1 

INCLUSION CRITERIA 1 
Check one 

YES / NO Subjed: 
I. Is 18 through 65 years 7 
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 1 
6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing, 

showering, and handwashing during the entire study 7 

I-- ---77-L---- I- ~~~ 7. is wilhrrg to refrain &om using anti-dandruff shampoo during the entire study 7 

, 

8. Is williig to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 
liquids, talcs and other deodorantiautiperspi 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 

A.--- 1 IO. Is willing to refYain from using topical or systemic antibiotic medication during the entire study, I V/( I uuless prescribed by a phy&n for an intercurrent illness 7 

I 11. Is willing to comply with all study protocoI requirements ? 
EXCLUSION CRlTERIA 

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

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

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

A 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 ? 

Based uuon derma&o& evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: I . 
’ ID/qu&fied 0 Not Qualified for participation in this study. 

-Reasons for disquahfi+ion: - I.&rviewer’s InitiaislDate: J-ii ,lnWQ3 
I r- * ‘, A- l- 

Investigatork Signature: 
Date: ~I//ddl”:’ 

mm w I- 

- 



I-ITR Study No.: 03-122085-106 
Data Collection Form 3 PageNo.:r- 117% 

INTERCURRBNT ILLNESS / CONCOMITANT MEDICATION FORM 

Visit Code 

Test 
Period 

Date Subject Initials Subject Screen #: 
/at 

Stxidy # 

L , A lruL Permanent #: 
FM L NA 03-122085-106 

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

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? 5&s UNo 
Ifno, please explain: 

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

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

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

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS . 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

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

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

Cl Medication taken (Complete below) !JHospitalized 0 Other (explain) 

Additional Comments: 

Medication 
/Oral or Swtemid 

CONCOMITANT MEDICATION 

‘Total Daily Dose Start Date Stop Date 
mm/dd/w mm/dd/w 

Indication 
(Reason for Takind 

Comments: 
I 

. Interviewer’s Signature: RlJqyw-7Qw-d 
Date: 07/&?3 103 

, mm dd YY 
u 

-_ 
- . 



HTR Study No.: 03-122085-106 
Data Collection Fom 1 Page No.*- @ 1173 

DEMOGRAPHICS/DERMATOLOGICAL/MJZDICAL HISTORY FORM 

Visit Code Date Subject Initials Study # 

Subject 
Qualification mxi/o3 a/-iF 03-122085-106 

mmddyy F M L 

Gender: 0 Male d Female 

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

Age: 60 Years 

L DERMATOLOGIC DISORDER 

1. Psoriasis ? 
2. Eczema 7 

No 

r/ 

Yes Don’t 
Know 

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

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

It. OTHER MEDICAL INFORiWATION No YeS Don’t 
Know 

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

Liver Disease ‘7 N 
Kidney Disease 7 r/ 

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

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

ILL MEDICATION No Yes Don’t 
Know 

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

I 

I Comments: 

Based & the above medical history, the subject is: 
-j .-- 

Interviewer’s Signature: 

gee ualified or 0 Not qualified for the study. 
. . . 

-.: 



i 

Data Collection Form 2 
INCLUSION / EXCLUSION FOR&I 

t 
Visit Code Date Subject Initials Subject Screen #: 

MY 
Study # 

Subject 
Qualification 2 “2 103 Pemanent#: T\I b- 03-122085-106 ‘D 1 - 1 F 

YY f m 1 
INCLUSION CRITERIA 

Check one 
YES NO Subject: 

I AI 1 1. Is 18 through 65 years ? I f 
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 I 

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

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

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

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

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

/I 11. Is willing to comply with all stndy protocol requirements ? 
EXCLUSION CRITERIA 

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

d 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 I .- 
1 dq 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 ? 

Female Female Male 

6. Has eczema or psoriasis on their hands or wrists ? 
7. Is currently pregnant 7 0 Yes WhJo Of child-bearing potential: 0 Yes CrNo 

5 Surgically Sterile, year - Host-menopausal, year /9?f 
If of child bearing potential - P-HCG Test Results: 0 negative 0 positive 

8. Is currently lactating 7 

L// 
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 3 

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

) Reasons for disqualification: _ Iutmviewer’s Initial~at.0: 54/e 1 77.1505 

Investigator’s Signature: Rgp 
-Date: 91 //dd/#.3 -. 

, nm YY 
- _ - 

_- -. -. 



Data Collection Form 3 

7 

INTERCURRENT ILLNESS 1 C~NCOh$T@$NT MEDICATION FORM * 
Visit Code Date Subject Initials Subject Screen #: 

/2Y 
sttiay# 

Test 
Period 

&J 43, o3 
mmddyy 

2 l - ,jc- Permanent#: 
7-X-L lllA 03-122085-106 

I. Is skin on subject’s hands and wrists still free of dermatoses, cuts, lesions, ‘and other skin disorders? OYes Ed 
If no, please indicate condition: ’ C & @ A % r/b-b 

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

III. Has subject been ill since the last visit? 0Ye.s (Complete below) &%o 

IV. Has subject used any new oral or topical medication? [IlYes (Complete below) Id o 

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

Reasons for disqualification: cc/+ OA +&unNb 

TO BE COMPLETED IJ? SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: Date Resolved: ’ 

Describe condition: 

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

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

0 Medication taken (Complete below) q Hospitalized El other (explain) 

Additional Comments: 

CONCOlMTi’ANT MEDICATION 

Comments: 

‘_ 

Interviewer’s Signature: Date: O-7 I 43 I 03 
mm dd YY 



i 

Data Collcktion Form 1 
HTR Study N;;3..l2~2-J% 76 

DEMOGRAPHICS/DERMATOLOGICALrmEDxcAx, HISTORY FORM 

Visit Code Date Subject Initials Subje/egsc+een #: Study # 

Subject 
Qualification 01 /15/oJ- -D t E/U 03-122085-106 

mmdd yy F M L 

Gender: VMale Cl Female. I 
Age: 9 Years 

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

I. DERMATQLOGIC DISORDER NO Yes Don’t 
Know 

1. Psoriasis ? l 
4 

2. Eczema 3 - 

3. Skiu Cancer ? 4 
4. Skin Allergies ? Please specify: - 

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

II. OTHER MEDICAL IN-FORMATION 

1. Allergies.? Please specify. 
2. Hepatitis ? 
3. Heart and Vascular Disease? f-+66 

Liver Disease ? 
Kidney Disease ? 

6. Tuberculosis ? 
7. Diabetes 2 Controlled? Diet [ ] Oral [ ] Insulin [ ] 
8. cancer ? 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? 
10. organ transplaut ? 

No . Yes Don’t 
Know 

- 
J 

r) 
J 
L/ 
w 
v 
J 
cl 

IIL MEDICATION 

1. Antibiotics, oral or systemic 7 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ‘1 
3. Heart Medication 3 w 7i0pm 1 b I&,,,~ I&N 
4. IlUUliU? W+~p:/S*O3 J I 

5. Other ? 

Commenti 
- 1~ h;+t -sh-ch 

No Yes Don’t 
Know 

4 
4 

1 
I. 

. . 

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

Interviewer’s Signature? Date: 
mm dd YY 

-- _ 
.- -. 



Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

Visit Code 

Subject 
Qualification 

Date Subject Initials Subject Screen #: 
127 

0-l /I5 /03 - - - 1> JE ftJ 
mm dd yy f m 1 

INCLUSION CFUTERIA 

Study # 

03-122085-106 

Check one 
YES NO Subject: 

1. Is18through65years? 
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 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 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 ref?ain from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness 7 

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

1~ u/I 
1 

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

-’ I-~-- Check one .‘. , 
., 1) 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 ? 

J 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, PoIysporin@ and/or perfume allergies 7 

I- 
A 

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

bnele Female Male 7. Is currently pregnant ? D Yes Cl No Of child-bearing potential: El Yes II No 
0 SurgicalIy Sterile, year - II Post-menopausal, year __ 

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

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

/ hepatitis, an 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. Mas 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 dermatol 
+c? 

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

Reasons for disqualii~ation: Interviewer’s Initials/Date: sp/+ / 74-03 
I- / I -A 

Investigatori Signature: 
Date: --@I/[ -103 - -- 

mm dd YY 
_ 



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

PageNo.-’ /I?% 
DEMOGRAPH3CS/DERMATOLOGICAL/MFDICAL HISTORY FORM ’ 

f 
Visit Code Study # 

Subject 
Qualification 03-122085-106 

Gender: 0 Male d Female. Age: 20 Years 1 
Does the subject have any of the following at the treatment sites? 

I. DERMATOLOGIC DISORDER 

1. Psoriasis ? 
2. Eczema ? 

No 
v, 

I// 

Yes Don’t 
Know 

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

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

II. OTHER MXDICAL lNFORMATI( 

1. Allergies.? Please specify. en\liron mmb[ 
2. Hepatitis ? 4 

3. Heart and Vascular Disease? 
4. Liver Disease 7 

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

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

III. MEDICATION 

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

No Yes Don’t 
Know ,’ 

I 3. Heart Medicatioa ? \ V/( I 
4. Insulin? I V/I I 

I 5. other? I V I I 

I Comments: I 

Date: 07 I 15 -1 d3 - -. 

- 
_- -. 



Data Collection Form 2 HTR Study No.: 03-122085-I 06 
INCLUSION / EXCLUSION FORM PageNo.: s- 1177 

Visit Code Date Subject Initials Study # 

Subject 
Qualitkation &7lk5l~3 03-122085-106 

p . 1 mm dd yy -~ 

Check one 
YES / NO 

INCLUSION CRITERLA 

Subject: 
1. IslSthrough65years? 
2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCF 1 ? 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders 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 
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 retin from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness 7 

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

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

Check one . . . , 

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? 

S (or HIV positive), Lupus 

Investigator3 Signature: 



HTR Study No.: 03-122085-106 
Data Collection Form 1 PageNo..s’/l%O 

DEMOGIUPHICS/DERM.ATOLOGICAL/‘MEDICAL HISTORY FORM 

Visit Code 

Subject 
Qualification 

Date Subject Wtials Subject Screen #: 
133 Study # 

p, L , R Permanent #: 

IdA 
03-122085-106 

--F--G-T 

Cl Male !?t Female Age: 33 Years 

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

I. DERMATOLOGIC DISORDER 

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

NO YeS Don’t 
Know 

LA 
J 
J 
/ 
/ 

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

II. OTElER MEDICAL INEORMATION No ‘Yes Don’t 
Know 

1. Allergies.? Please specify. J 
2. Hepatitis ? 
3. Heart and Vascular Disease? 
4. Liver Disease ? I 
5. Kidney Disease ? 
6. Tuberculosis 7 
7. Diabetes 7 Controlled? Diet [ ] Oral [ ] Insulin [ ] 
8. Cancer 7 
9. Auto-immune disease (Lupus erythematosus, tiyroiditis, AIDS, etc.) ? v 
10. Organ transplant 7 v/ 
11. Any other condition not listed ? Please specifjr: I 

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

XI. MEDICATION 

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

No 

.-I 

Yea 
1 NLUW 

I 

3, Heart Medication ? ycl 
4. Insuliu 1 
5. Other 7 . 

I Comments: 

Based on the above-kedical history, the subject is: !d Qualified -.or q Not qualified- for the study. 
I 

Interviewer’s Signature: Date: 87 / /s-/& -- ’ 
mm dd YY c I 

I - - - 



Data Collection Form 2 
INCLUSION / EXCLUSION FORM 

Visit Code 

Subject 
Qualllcation 

Date Subject Initials Subject Screen #: 
j.33 

Study # 

Permanent #: Pd-lJc+ -- 03-122085-106 
f m 1 

\ INCLUSION CRITERIA 1 
T 

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

8: Is willing to retrain 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 
physician for an intercurrent illness 7 

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

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

Check one .- . 
) ) YES NO 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 1 

I;/ 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 ? 

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

Female Female Male 7. Is currently pregnant 7 0 Yes X Of child-bearing potential: 0 Yes jX%Io 

/ 
DlSurgical$Xerile year&72 0 Post-menopausal, year 

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, 

A. 
hepatitis, an organ transplsnt, 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 2 

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 dermat 
BP 

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. 

Reasons for disqualification: Interviewer’s Initials/Date: 

Investigator’s Signature: 
Date: 9 i //- / 03 .- 

,rnm dd YY 
-_. . 

-. 



HTR Study No.: 03-122085-106 
Data Collection Form 1 PageNo.~‘/!%% 

DEMOGRAI’H.ICS/DERMATOLOGICAL/MEDICAL HISTORY FORM 

Visit Code Date Subject Initials Subject Screen #: 
r3cl Study # 

Subject Permanent#: Qualification 
07 /i5 f 03 0 lpi 16 
mmddyy FML 1\1 

& 03-122085-106 

Gender: Cl Male n’ Female Age: 25 <Years 

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

I. DERMATOLOGIC DISORDER 

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

No YfS Don’t 
Know 

cl 
J 
w 
4 ! 

5. Hives ? 1 / I J 
Does the Subject have any of the following (Present and past)? 

It. OTHER MEDICAL INFORMATION 

1. Allergies.? Please specify. (.as,,ha ( 
2. Hepatitis ? 
3. Heart and Vascular Disease? 

No ‘YeS Don’t 
Know 

.a/ 
H 
c, 

Liver Disease ? 
Kidney Disease ? 

I J 1 I 
u 1 

6. Tuberculosis 1 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] IInsuliu [ ] 
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: 

J 
L/ 

4 
J 
J 
(I 

III. MEDICATION No YCS Don’t 
Know 

1. Autibiotics, oral or systemic 7 H 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? V 
3. Heart Medication ? r/c 

1 

4. IILSUliIl? CT 
5. Other ? l/ 

I I 

Based on the above medical histhy, the subject is:. or Cl Not quUIed for the study. _ 
I- 

Interviewer’s Signature: 

. 



Data Collection Form 2 
X’ELUSWN I EXCLUSION FORM 

RrR 

Visit Code 

Subject 
Qualification 

Date Subject Initials 
Subject Screen #: 

i3Y Study i# 

07 l&l03 
mm dd yy 

6 ,pr, 13 Permanent& 

fm-i-- 
’ 03-122085-106 

I TNCLUSION (XBZRIA I 



Data Collection Form 1 

i 

DEMOGRAPIIICS/DERMATOLOGICAIJM&ICAL HISTORY FORM 
1 

Visit Code Date Subject Initials Study # 

Subject 
Quaiification 03-122085-106 

F M L 

Gender: 0 Male Female Age: .2(! Years 

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

1. DERMATOLOGIC DISORDER 

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

No Yes Don’t 
Know 

J/I 
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 2 
3. Heart and Vascular Disease? 

-. 4. 
‘11 5. 

Liver Disease ? v/ . 
Kidney Disease 7 A 

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

I 1 UL MEDICATION 

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

No/ Yes Don’t 
Know 

I 
/ 

I//, 
L 

4. Insulin ? L 
5. Other ? I/ 

Comments: 

Based on the above n&ical history, the subject is: - duaiified- or 0 Not qualified for the study.. , 
Date: 07 I 1.5 I (J-3 ’ 

mm dd ~YY 



Data Collection Form 2 
INCLUSION / EXCLUSION FORM 

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

Visit Code Date Subject Initials Subjecgc. #: study # 
I 

Subject 07fl5~3 CA \rJ 
Permanent #: 

Qnalincation 03-122085-106 
c. I mm dd yy f m 1 

I INCLUSION CRITERIA 

I Check one 
YES/ NO Subject: 

, 1, Is18throu&65years? 
.2. Has signed informed consent ? 
3, Is healthy as evidenced by responses on DCF I? 

4. Has hands and wrists that are tiee 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 

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

8: Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 
liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a 
nhysician 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 au intercurrent illness ? 
11. Is willing to comply with all study protocol requirements ? 

EXCLUSION CI2.lTERJ.A 

Check one/, 
YES NO/ NIA Subject: 

Based upon derm 
8 

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. 

Reasons for disqualification: Interviewer’s Initials/Date: am / 07*fW3 

InvestigaASignature: 
Date:. @ lfl 18-3 

mm dd YY 
-. # -- 

-. 



Data Collection Form 1 
HTR Study N;cxg3;oB~““f lsb 

DEMOGRAPHICS/DERMATOLOGKXIJMEDICAL HISTORY FORM ’ 

Visit Code Date Subject Initials Subject Screen #: 
/33 Study # 

Subject O?l iGO3 )L! Ad Permanent #: 
Qualification 03-122085-106 

mmddyy F-K-E- 

Gender: 0 Male 13/Female. Age: 42 Years 

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

I. DERMATOLOGIC DISORDER 

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

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

Don’t 
7 

No Yes Know 
/ 
/ 
- 

I -rc 
I d 

II. OTFIER MEDICAL INFORMATION No Yes Don’t 
Know 

1. Allergies.? Please specify. 4 
2. Hepatitis ? L/ 
3. Heart and Vascular Disease? I+68 4 

‘\ 
I) :: 

Liver Disease 2 c/ cm*?” 7.1$*03 
/ Kidney Disease 7 J 

6. Tuberculosis ? v 
7. Diabetes? Controlled? Diet [ ] Oral [ ] Lnsuhn [ ] I w 
8. Cancer ? w 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? w 
10. Organ transplant ? 
11. Any other condition not listed ? Please specify: h hx; c&,q L cl 

Is the subject taking any medication? If yes, please specify below: 
\ &$a+ (7. K-03 

III. MEDICATION 

1. Antibiotics, oral or systemic 1 
2. Cortisone, Steroids, ACTH., Anti-reaction Drugs 7 
3. Heart Medication ? fionoor; 1 _ ;30mq /&av 
4. IIlSUlhl? \ J I ’ 

5. Other ? 

No Yes Don’t 
Know 

- 
d 

r/ 

/ 1 

Based on the above medical history, the subject is: ,eb ualifled orEI- Not qkaliflid for the study. , I I 

Interviewer’s Signature: 



Data Collection Form 2 
INCLUSION / EXCLUSION FOR&l 

Visit Code Date Subject Initials Subject Scre en #: 
/353 Study # 

I 
I 

Subject 
Q,plilird:nn m/cqo3 Iklprb Permanent #: 

--- v A/b4 03-122085-106 
~*IY-~~“‘. 1 mm dd yy 1 f m 1 I IV’\ 1 

INCLUSION CRITERIA 

Check one 
YES NO Subject: 

1. Is 18 through 65 years? 
1 2. Has signed informed consent 7 
1 3. Is healthv as evidenced bv resoonses on DCF 1 7 

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

showering,‘and handwashing during the entire study 7 

-,I 1 7. Is willing to refrain from using anti-dandruEshampoo during the entire study ? -7 
8. Is willing to refrain fkom using body lotions, medicated/antib~erlal lotions, creams, oils, dishwashing 

liquids, talcs and other deodorant/antiperspirant products during the entire study, unless pres‘cribed 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 
ohvsician for an intercurrent illness 7 

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

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

Check one .‘. . 
YES NO N/A Subject: 

I /I 1 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 ? 
6. Has eczema or psoriasis on their hands or wrists 7 

Female Female Male 7. Is currently pregnant ? Cl Yes M Of child-bearing potential: 0 Yes 
Tb&\ dSurgicallyOSterile,year~ 

CnQo 

/ 
El Post-menopausal, year 

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

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

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

.I , 11. Has any responsibility for care of children under age 3. or has resnonsibilities for dianerinn. oare of 
1 41’ I wounds, irmavenous management or other bed-rid&n related car; roles. 

. -. 

I 41 1 12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? 

I Based upon dermat$ogic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
* WQuaIified II Not Qualified for participation in this study. 

Reasons for disqualification: 
I-. -,. 

Interviewer’sInitials@ate: 5li+ / 7’ 1503 

Investigator’s Signature: 
Date: -81 // - I- @a 

mm dd YY 



Data Collection Form 3 

f 

Visit Code Date Subject Initials Subject Screen #: Study# 

Test O-7 f3r(/O3 Period - mm ddy 

y, A ,5 Perrnfk 
--r-E-T 03-122085-106 

I. Is skin on subject’s hands and wrists still free of dermatoses, cuts, lesions,.and other skin disorders? 0Yes Rd o 
If no, please indicate condition: ’ c v t 0~ b&/ J 

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

III. Has subject been ill since the last visit? OYes (Complete below) 54 0 

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

Based upon the above responses, the subject is: aQualified [316 ot Qualified to continue on the study. 

Reasons for disqua%catiorx Cd/m sCfn&/ 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRJZNT ILLNESS 

Date of Onset: Date Reported: Date Resolved: 

Describe condition: 

Comments: 

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

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

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

Additional Comments: 

CONCOMITANTMEDICATION 

- Interviewer’s Signature: 6 a, I& Date: 07 241 63 
mm dd YY 



Data Collection Form 1 
HTR Study N;;g?Jo22-l-J0,6,~~ 

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM 

Visit Code Date Subject Initials Subject Screen #: 
13? 

Study # 

Subject 
Qualification bq / \“j,a ‘2 / g J p Permanent n /y 03-122085-106 

mmdd yy J 

Gender: d Male Cl Female. 

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

Age: 17 Years 

I. DERMATOLOGIC DISORDER 

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

No Yes Don’t 
Know 

I 

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

IL OTFIER MEDICAL INFORMATION 

1: Allergies.? Please specify. Qj{* ‘\\ k 
2. Hepatitis ? \ u 

3. Heart and Vascular Disease? 

No 

J 
. . 

‘Yes 

rJ’ 

Don’t 
Know 

Liver Disease 7 
JCidne~ Disease ? 

I,’ I I 
I 

6. - Tuberculosis ? 
7. Diabetes 3 Controlled? Diet [ ] Oral [ ] h&in [ ] 

I 

> 

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

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

IIL MEDICATION 

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

No Yes Don’t 
Know 

,/ 
‘, /+ 

I 4. IIllslh? I V’I I 
5. Other ? \/ I 

Commentk 

-. Based on the above medical history, the subject isr _ JZiQualiged orO- Not qualified for the study. 

InterViewer’s Signature: Date: 67J j5J 03 - -- 
Cb+. mm dd YY 

.- -_ 



Visit Code 

Subject 
Qualification 

Data Collection Form 2 
INCLUSION I EXCLUSXON FORM 

r 
Date Subject Initial6 Subject S;. #: 

QJ!!lb3 Permanent #: 
-- 

mm dd yy f m 1 
INCLUSION CRITERIA 

HTR 

Study # 

03-122085-106 

t Check one 1 
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 ? 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? . 
6. Is willing to rem 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 refixtin from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 

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

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

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

/ 11. Is willirx to comulv with all study protocol requirements ? 
I - 

I I . - - . 
EXCLUSION CIU’I’EHIA i 

I Check one . . . I 
* - ‘) \ 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 ? 
4. Has artificial nails or nail tips? 

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

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

0 Surgically Sterile, year __ 0 Post-menopausal, year - 
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 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 ? 

Based upon dermato 
9-d 

ogic evaluation and the information contained in Data Collection Forms l.and 2, the subject is: 
ualified 0 Not Qualified for participation in this study. I : f.- e -I. 

Reasonsfordisqualifi+ion: Interviewer’s InitiaWDate: 
’ L 

Investigatofi Signature: 
Date: 81 1 

mm dd YY , I 
- . 



i 

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

DEMOGRAPHICS/DERMATOLOGICAI,/MEDICAL HISTORY FORM 
~,qo:s-(IQ( 

Visit Code Date Subject Initials Subject Screen #: 
1% 

Study # 

Subject Permanent#: Qualification 03-122085-106 

Gender: d Male 0 Female. 

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

I. 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 

CT 
- 
- 
- 

I / 

cer ? 
9. Auto-immune disease (Lupus erythematosus, thyroid&is, AIDS, etc.) 7 
10. Organ transplant ? 

II. OTEER MEDICAL INFORMATION 

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

‘)I 5 
Liver Disease 7 

. Kidney Disease 7 
6. Tuberculosis 7 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] &sulk [ ] 

I 8. Can y/ 
cl 

I ./ 

No ‘Yes Don’t 
Know 

w 
- 
c/ 
J 
J 
4 
- 

1 11. - - 
I I I 

Any other condition not listed ? Please specify: cl I I I 

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

III. MEDICATION 

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

No 

r)- 

r/ 
A 

Yes Don’t 
Know 

Commentsl 

Based on the above medical history, the subject is: or- II Not qualified fir @e study: - . 

Interviewer’s Signature: -k I ,& --. Date:. 02.1.. /5dl OS yy 



Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

I Visit Code I Date I Subjdct Initials I 
Subject Screw 

/u< 
m #: study # 

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

INCLUSION CRITERIA 

Check one 
NO Subject: 

I. Is 18 through 65 years? 
2. Has signed informed consent 7 
3. Is healthy as evidenced by responses on DCF 17 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders 7 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? 
6. Is willing to reti from using antimicrobial soaps (liquids and/or bars) for bathing, 

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

4- 
8: Is willing to refi-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 re&ain 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, 
utiless prescribed by a physician for an intercurrent illness 7 

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

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

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

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

-_ 

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

-idI 1 4. Has artificial nails or nail tips? 

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

--T-A 6. Has eczema or psoriasis on their hands or wrists 7 

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

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

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. Nas a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps 7 

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



Data Collection Form 1 
HTR Study N;;;;oys-lfqs 

DEMOGRAPEJICS/DERMATOLOGICAL/MEDICAL HISTORY FORM 

Visit Code Date Subject Initials Study # 

Subject 
Qualification 03-122085-106 

Gender: 0 Male Female, Age: ‘?f) Years 

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

I. DERMATOLOGIC DISORDER 

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

No YeS Don’t 
Know 

V’/ 
I/ 

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

II. OTHER MEDICAL INFORMATION 

1. Allergies.? Please speci@. 
2. Hepatitis ? 
3. Heart and Vascular Disease? 
4. Liver Disease ? 
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 ? 
11. Any other condition not listed ? Please specify: 

No YeS Don’t ’ 
Know - 

1/ / 

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

IIL MEDICATION 

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

No ’ Yes Don’t 
Know 

Comments: 

Based on the above medical history, -the s&j&et is: .d Qualified or Cl Not qualified for the study. 1 - 
~tervieweis Sign l&ii: 07-, 15 id-3 -- 

mm dd w 



Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

Visit Code Date Subject Initials Subj ct Screen #: 
h-ii? 

Study # 

Subject 

1 
Qualification 0_2//5,~ 2, A ID ~ermanent#: 

mmddyy f-z-1 
03-122085-106 

I 
INCLUSION CRITERIA 

Ef QQuhied 0 Not Qualified for participation in this study. 
Reasons for disqualific+ion: Interview& Initials/Date: cJiQ3 IO-T 1593 

Xnvcstigatois Signature: 
Date; !h //dd/-(r? _ 

- m m  YY 

K - 



Data Collection Form 3 

1 

INTERCURRENT ILLN$SS / CONCO&IITANT MEDICATION FORM 

Visit Code Date Subject Initials Subject Screen #: 
1% 

Sttidy # 

Test 
Period 03-122085-106 

I. Is skin on subject’s hands and wrists still free of dermatoses, cuts, lesions, ‘and other skin disorders7 OYes who’ 
If no, please indicate condition: ’ tik~ I 

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

ClNo 

IX. Has subject been ill since the last visit? OYes (Complete below) MO 

IV. Has subject used any new oral or topical medication7 Clues (Complete below) i%- 

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

Reasons for disqualification: /L&&&k m I c 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

Was reaction related to treatment7 C&Jot related El Possibly related 0 Definitely related U Other (explain) 

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

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

Additional Comments: 

CONCOMITANT MEDICATION 

Comments: 

. Interviewer’s Signature: &&+py & JJatcx 2 LczgJ+ 

u 

* 

- 
-. 

-. 



HTR Study No.: 03-122085-106 
Data Collection Form 1 Page No:S I- L Ff(a 

DEMOGRAPHICS/DEROLOGICAL/MEDICAL HISTORY FORM 

Visit Code Date Subject Initials Study # 

Subject 

SubjeciFr #: 

Qualification 
a/ [S lfi ~ \ ,b / P 
I.lXllddyY 

Permanent#k 
F ML 

03-122085-106 

I Gender: II Male Age: 33 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 

Yes Don’t 
Know 

I 
I 1 I 

4. Skin Allergies ? Please suecifv: I J I I 1 

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

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

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

Liver Disease 7 / 
: 

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

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

IXI. MEDICATION 

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

t 
5. Other ? 

z . 

No 

/ 

c/ 

Yes Don’t 
Know 

Comments: 

Based on the above medical history, the subject is: dQnaiified or 0 Not quaked for the study. - I 

Interviewer’s Si&ature: -Date: @)T/ Is/m- - 
mm dd YY 

- J -. -. - 



Subject 
Qualification tibJ=5,~3 

%ii- dd w 
J I b/m_ Permanent #: 

-- ’ 03-122085-106 
I f m 1 

INCLUSION CRITERIA 
1 

Check one 
YES NO Subject: 

I-/ 1 1 I. IslSthrough65years? 
* / I 1 2. Has siened informed consent ? I 

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

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

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

/ 

8: Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 
liquids, talcs and other deodorantiantiperspirant products during the entire study, unless prescribed by a 
physician for an intercurrent illness 2 

/ 
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, 
1 I unless prescribed by a physician for an intercurrent illness 7 - -- 

I 11. Is willing to comply with all study protocol requirements ? 
EKLUSION CRlTERIA 

Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

Visit Code Date Subject Initials n #: Study # 

Cheek one . . . 
1 c YES .NO N/A Subiect: I 

,/ 

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

I /I 3. Has cuts, lesions, or other skin disorders on their hands or wrists 7 1 
I A 1 4. Has artificial nails or nail tins? I 

I/ 1 5. Has soap, detergent, antibiotic, Polysporin@ and/or perfume allergies ? I J 6. Has eczema or psoriasis on their hands or wrists ? . 
Female Female Male 7. Is currently pregnant ? 0 Yes JZNo Of child-bearing potential: &Yes 0 No 

/ 
Cl Surgwlly Sterile, year 0 Post-menopausal, year - 

If of child bearing potential - S-HCG Test Results: II negative 0 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 HlV 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 we 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 I 

t 

Based upon dermat 
d 

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

Reasons for disqualifioation: Interviewer’s Initials/Date: 

Investigatork Signature: 
- _ 

Date: W@/.//dd/ R43. -- 
mm YY , 



Visit Code Date Subject Initials Subject Screen #: 
! 6-a 

Subject 
Quaiification 

Pamment#: z/ ;;/03 G / - J A 
YY F M L 

Data Collection Form 1 
DEMOGR43?HICS/DERMATOLOGICAIJMRDICAL HISTORY 

I-ITR Study No.: 03-122085 
Page No.= 

FORM 

03-122085-106 
I 

Gender: 0 Male d Female . Age: 37 Years I 

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 7 Please specify: 
5. Hives 7 

. 

No Yes Don’t 
Know 

/ 
- 
-rrr 
rC 
J 

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

II. 0-R MEDICAL INFORMATION No ‘YeS Don’t 
Know 

1. Allergies.? Please specify. / 
2. Hepatitis ? w 
3. Heart and Vascular Disease? Ht6Q 4 

Liver Disease ? w 
Kidney Disease 7 

6. Tuberculosis ? H 
7. Diabetes? Controlled? Diet [ ] Oral [ ] Insulin [ ] J 
8. Cancer ? 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 
10. organ transplaut ? w 
11. Anv other condition not listed ? Please soecifk I -I I 

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

IIL MEDICATION 

1. Antibiotics, oral or systemic ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 
3. Heart Medication ?Top co 1 _ &IO,,,,, [&av 
4. Iusuliu ? J I 

5. Other 7 

No 

i/ 
rl 

Yes 

/ 

Don’t 
Know 

i. 
Comments: r--- 

Based on the above medical history, tie subject is: BQ&liiied or Cl Not qualified for the study. 

Interviewer’s Signature: Date: m / -6 / 03 
mm dd L JY 



Visit Code 

Subject 
Qualification 

Data Collection Form 2 
INCLUSION / EXCLUSION FORM 

Date Subject Initials Subject Screen #: 
ISac 

Permanent #: o?,lrS~ 03 - - - G J- JA - - - 
mm dd yy f m 1 

INCLUSION CRITERIA 

H2.R Study No.: 03-122085- 
Page No;: re-l 

Study # 

03-122085-106 

I 
Check one 

YES NO Subject: 
I 1 1. Is18throueh65vears? 

cc- 2. Has signed informed consent 7 
3. Is healthy as evidenced by responses on DCP 1 ? 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders 7 

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

showering, and handwashing during the entire study 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/a&bacterial 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 fo 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 ? 

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

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

I 

I HI 1 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? 

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

Female Female Male 

6. Has eczema or psoriasis on their hands or wrists 7 
Of child-bearing potential: 0 Yes 

7* Is ““i$i Ymmt F ZZgiczterile, year @ 
MQo 

c7 Post-menopausal, year 
If of child bearing potential - P-HCG Test Results: Cl negative U 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 ? 

10. 
./. I 

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

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

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

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

Interviewer’s Initials/Date: 

Investigator4 Signature: 



i 

Data Collection Form 1 
DEMOGRAPHICS/OLOGICAL/MJZDIC@, HISTORY FORM 

Visit Code Date Subject creen #: 
I’s3 Study # 

Subject 
Qualification 

$, py-/ 03 J /J&J+ h Permanent#: 03-122085-106 
mmddyy F M L 

Gender: @I Male Cl Female. Age: ‘?I(? Years 

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

L DERMATOLOGIC DISORDER No Yes Don’t 
Know 

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

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

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 , 
3. Heart and Vascular Disease? b\hp / 

! 
4. 

1 5. 
Liver Disease ? 1 

/, 
Kidnev Disease 7 

r 1 

I 
1 

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

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

Is the subject taking any medication7 If yes, please specify below: 

III. MEDICATION 

1. Antibiotics, oral or systemic ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 
3. Heart Medication 3 zes\ni j(jy-v-)q lvdpcl 
4. IIlsulin? 0 0 
5. Other ? 

Comments: 

No Yes Don’t 
Know 

7ikd.23 rl 
Qw3LY - 

I / 

Interviewer’s Signature: 



Visit Code 

Subject 
Qualifkation 

Data Collection Form 2 
INCLUSION 1 =CLUSION FORM 

Date Subject Screen #: 
FT.3 

b-l A5 103 Permhnent#: Jkxb 4 
mm dd yy f m 1 

HTR 

1 
Study # 

03-122085106 

Check one 
YES NO 

-/ 

INCLUSION CRITERIA 

Subject: 
1. Is 18 through 65 years ? 
2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCF 1 ? 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 
5. Has fingernails that 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 ? 

// 
9. Is willing to re&ain from using topical steroids during the eutire study, unless prescribed by a 

physiciau for an intercurrent illness ? 

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

uriless prescribed by a physician for au intercurrent illness ? 
11, Is willing to comply with all study protocol requirements ? 

JWXUSION CRITERIA 

Check one .-, 
/j 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 ? 
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, PolysporinG0 and/or perfume allergies 7 
6. Has eczema or psoriasis on their hands or wrists ? 

1 I I 

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

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

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

J. 
hepatitis, an prgan transplant, an immuuologic 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 diapenhg 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 

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

Reasons for disqualifi~tion:.~ 
1 ._ 

Investigatork Signature: 
‘Date: @ I // dd/d? 

mm YY 
.- 

- _-. -. 



HTR Study No.: 03-122085-106 
Data Collection Form 1 Page No.- L 1202 

DEMOGRAPEIICS/DERMATOLOGICAL/MEDICAL HISTORY FORM 

Visit Code Date Subject Initials Subject Screen #: 

Subject 
IS 

Study # 

m/rr I03 RI %K Permanent #: 
Qualification 03-122085-106 

mmddyy --F-z-T 

Gender: e( Male 0 Female. 

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

I. DERMATOLOGIC DISORDER 

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

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

NO Yt?S Don’t 
Know 

d 
F 
4 
- 
-/c 

II. OTHER MEDICAL INFORMATION 

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

t- “,: 
Liver Disease 7 
Kidney Disease 7 

6. Tuberculosis 3 
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 7 Please specify: 

ls the subject taking any medication? Ii yes, please specify below: 

III. MEDICATION No 

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

Yes Don’t 
Know 

4. IUSUh? I J 
5. Other 7 

-. 

I Comments: 
I 

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

Interviewer’s Signature: 

Not qualified- for the study. 

Date: 0-i. / 1 (< j -03 
mm dd -yy m- 



Data Collection Form 2 
INCLUSION/EXCLUSXON FORM 

Visit Code Date Subject Initials Subject Screen #: 
KS 

Study # 

Subject 
Qualification 

07/J& 0 3 gJ -jz / qL permanent #: 
Kdd yy 

-- 03-122085-106 
t f m 1 

I INCLUSION CIUTERIA 1 

Check one 
YES NO Subject: 

1. Is18through65years? 
2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCF 17 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? 
6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing, 

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

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

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

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

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

Check one >. 
YES NO N/A Subject: 

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

v///1 -~ lm~ 4. Has artificial nails or nail tips? I 
IIi7I 1 5. Has soap, detergent, antibiotic, PolysporinQ andfor perfume allergies 1 I 

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

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

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

t 
I I 

I 
Based upon dermat 

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

Qualified 0 Not Qualified for participation in this study. 
Reasons for disqualification: Interviewer’s Initials/Date: su / 34.~93 

Investigator’s Signature: 
4 Add + Date: fi’ /‘- ‘// /‘~‘-a3 - 

dd YY 



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

Page No:- -,/@t 
DEMOGRAPHICS/DER.MATOLOGICAL/MEDICAL HISTORY FORM 

Visit Code Date Subject Initials Subject Screen #: 

Subject 
/s9 Study # 

03 j I r / 03 Jyf g 17” Pe-anent#z Qualification mmddyy FML 
03-122085-106 

Gender: Cl Male [3’Female. Age: 19 Years 

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

I, DERMATOLOGIC DISORDER NO YeS Don’t 
Know 

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

1 
4. Skin Allergies ? Please specify: - 
5. Hives ? c 

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

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

1. Akrgies.? Please specie. /&,\d 701(c,, . .u, 
2. Hepatitis 3 

I 
/ 

3. Heart and Vascular Disease? / 
4. Liver Disease 7 r/ 
5. Kidney Disease 7 v 
6. Tuberculosis ? J 
7. Diabetes 3 Controlled? Diet [ 1 Oral [ ] Insulin I 1 J 
8. Cancer ? rl 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? J 
10. Organ transplant 7 w 
11. Any other condition not listed ? Please specify: w 

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. IU!dIl? 
5. Other ? 

No Yes Don’t 
Know 

d 
t/ 
J 
rl 
el 

CommentA 

Based on the above medical history, the subject is: ed ualitied or Cl Not qualified for the study, 
-_ 

Interviewer’s Signature:~ . 
5dLwyR l!hP% 

Date: ($7 / (5.,-ds---. I 
l mm dd YY A 
-_ - -. - . . 

_- -_ - 



Data Collection Form 2 
INCLUSION / EXCLUSION FORM 

! 

Visit Code Date Subject Initials Subject,SFqen #: 
Study # 

Subject Permanentfk owr/ 03 hEf7- 03-122085-106 Qualification mm dd w f m 1 
INCLUSION CRITERIA 

Check one 
YES NO 

I 

Subject: 
1. Is 18 through 65 years ? 

-~ 

/ 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 ? 

1 5. Has fmgemails 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 1 
8: Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwasbing 

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, 
r&less 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 cliical 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 I I , 

Based upon dermatologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
B/Qualified L3 Not Qualified for participation in this study. 

Reasons for disqualification:~ Interviewer’s Initials/Date: se#- / 74s-4 .- : 

investigators Signature: 
Date- 3 I- ldd; d? -- -- 

mm YY _. 



HTR Study No.: 03-122085-106 
. Data Collection Form 1 Page No:$z - lti 

DEMOGRAPHKWDERMATOLOGKXL/MEDHZ~ HISTORY FORM 

Visit Code Date Subject Initials Subject Screen #: Study # 

Subject 
lb0 

~/15/03 g--/t-/K, Permanent #: 
Qualifkation lLIlXLddyY F M L’ 

03-122085-106 

Gender: 0 Male Female. 

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

Age: 14 Years 
I 

I. DERMATOLOGIC DISORDER 

1. Psoriasis ? 
2. Eczema 7 
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 

IL OTHER MEDICAL INFORMATION ‘YeS Don’t 
Know 

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

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

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. IusuEn ? 
5. Other ? 

7 

No Yes Don’t 
Know 

I 

I 

I Comments: 
I 

Based-on the above medical history, the subject is: or n Not qualified for the study. 
i ..D&e: 81; 151 0-3 

mm L dd-yy - 



Data Collection Form 2 
mCLUSION I EXCLUSION FORM 

Visit Code Date Subject Initials Subje,f$$een #: Study # 

Subject Permanent #: 
Qualifcation Q-l #xi3 J-l Ll K 03-122085-106 

mm dd> f m1 
INCLUSION CRITEIUA 

Check one 
YES / NO 

VA 
i/ A 

Subject: 
1. Is18tbrctugh65years? 
2. Has signed informed consent 7 
3. Is healthy as evidenced by responses on DCF 17 
4. Has hands and wrists that are free of dermatoses, cuts, 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 fromusing body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 

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

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

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

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

Checkone .., 
) ) 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? 

t 

V/r 
I wounds, intravenous management or other bed-ridden related care roles. 

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

t 
1 v I I 

/ / 
Based upon derm 

if 
ologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 

. Qualified 0 Not Qualified for participation in this study. 

-1 
Reasons for disqmWi$ation: liderviewer’s Initials/Date: cIJ-ii’i3 / 07* I503 

Investigatork Signature: 
? 

A&& 
_ Date: &’ -; // dd,-&.3. 

mm YY 



HTR 
Data Collection Form 1 

StudyN;;;;o~2-I~W~ 

DEMOGR.APHICS/DERMATOLOGIC~DICAI,IRSTORY FORM 

Visit Code Date Subject Initials Subject Screen #: 
Ebt 

Study # 

Subject 
Qualification t17 / 6/ 03 03-122085-106 k I b / ,c 

mm dd yy F M L 
Permanent #)J k 

Gender: 0 Male d Female. 

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

1. DERMATOLOGXC DISORDER 

1. Psoriasis 7 

Age: q5 Years 

No YCS Don’t 
Know 

I 

2, Eczema 7 xl 1 I 
3. skill cancer ? J I 
4. Skin Allerties ? Please specify: // 1 I 

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

II. OTHER MEDICAL INFORMATION No Yes Don’t 
Know 

1. Allergies.? Please specifjr. m@v-wl il , 2. Hepatitis 7 I/ 
3. Heart and Vascular Disease? 4 
4. Liver Disease ? 

v 5 
I v 1 

/’ . Kidney Disease ? 21 
6. Tuberculosis 7 L/@ 
7. Diabetes 2 Controlled? Diet [ ] Oral [ ] Knsulin [ ] LI 
8. Cancer ? d 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 
10. Organ transplant ? 
11. Any other condition not listed ? Please specify: 

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

IIL MEDICATION 

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

No 

, 

I 

Yes Don’t 
Know 

I 
-. I - I I 
4. ILlsllliu ? A-2 ,I I I I 

Based on the above medical histo& the subject is: 
i‘ -- 

D&e: a”--? I- fr / a 

-. 



Data C!0ll&i0n Form 2 
INCLUSION I l%xCLUSION FORM 

Visit Code 

Subject 
Qualification 

INCLUSION CRITEm 

Study # 

03-122085-106 

Check one 
1 YES NO Subject: I 

1. Is 18through65years? 
2. Has signed informed consent 7 
3. Is healthy as evidenced by responses on DCF 1 ? 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? 
6. Is willing to refixin 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-dandrnff shampoo during the entire study ? 
8: Is willing to refkain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 

,&A 
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 intercnrrent illness ? 

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

I- /I 1 Il. Is willing to comply with all study protocol reqnirements 7 I 
EXCLUSION CIUTERIA 1 

Based upon dermatologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
B/Qualified 0 Not Qualifiel! for participation in this study. 

Interviewer’s Initials/Dam: 
,) 

-Reasons for disqualifi+ion: I 7ji$o3 
-_ 

lnvestigatofs Signature: 
Date: 8 I// ddl&3 - -- -- 

mm YY 
, _ 

- 
: -. 



Data Collection Form 3 
INTERCURRENT ILLNESS 1 CONCOMFTANT MEDICATION FORM 

Visit Code Date Subject Initials Sfxidy # 

! Test i Period 07 jzv/ 03 (C,D, S 
mmdh-yy FML 03-122085-106 

I. Is skin on subject’s hands and wrists still free of dermatoses, cuts, lesions, and other skin disorders? IJYes !& 
Ifno, please indicate condition: ’ OpcrC k&& c\hh 0 ’ \ . 

0 jLH/?&oJ 
II, Has subject used non-antibacterial soap and followed the instructions in Appendix B? &s ClNo 

Ifno, please explain: 

IlI. Has subject been ill since the last visit? OYes (Complete below) mo 

IV, Has subject used any new oral or topical medication? mes (Complete below) @I& 

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

Reasons for disqualification: O&+X h +tnb ; \ 

TO BE COMPLETED II? SUBJECT FIAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: Date Resolved: 

Describe condition: 

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

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

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

Additional Comments: 

CONCOMITANT MEDICATION 

Comments: 

- Interviewer’s Signature: Date: OTf avj 63’ 
mm dd YY 

- 



H’IR Study No.: 03-122085-106 
Data Collection Form 1 Page y0.s * /a I I 

DEMOGIU3?HICS/DERMATOLOCXXL/MEDXCAL HISTORY FORM 

‘i Visit Code Date Subject Initials Subjecteenk Study # 

Subject 
Qualification O?l Is/* ‘Permanent#: /q 7-I 3-i )$ 03-122085-106 

mmdd yy F M L 

Gender: 0 Male e/ Female. 

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

Age: vo Years 

L DERMATOLOGIC DISORDER 

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

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

No Yes Don’t 
Know 

r 
H 
d I 
J 

IL ,OTFiER MEDICAL SNFORMATION 

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

No .YeS Don’t 
Know 

/ 
J 
J 
J 
A 

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

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

J 
r/ 
c/ 
J 
w 
rl 

I.IL MEDICATION No 

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

Yes Don’t 
Know 

1 4. ILldill? I J I 
5. Other ? -‘I i c I I I 

I Comments: 

Based on the-above &e&al history, the subject is: 

Interviewer’s Signature: 

or q Not. qu!alitied for .the study. 

Date: -- 0, J Is’ / 03 -- - 
mm dd YY 



Visit Code 

Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

Date Subject Initials Subject Screen #: 
// 3 

HTlt Study No.: 03-122085-106 
PageNo.: s- !m 

Study # I 
I 

Subject 
Qm4iticatinn 07f 1s to3 03-122085-106 - - - 

- I - _ - _ - - - - - -  

i- 1 mm dd yy I f m 1 t 
, INCLUSION CRlTERI.4 I 

Check one 
YES NO Stibject: 

2. Has signed informed consent 7 
3. Is healthy as evidenced by responses on DCF 1 ? 
4. Has hands and wrists that are tiee of dermatoses, cuts, lesions, and other skin disorders ? 
5. Has fingernails that *end 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 williig 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 deodoranffautiperspirant products during the entire study, unless prescribed by a 
physician for au intercurrent illness ‘7 

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

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

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

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

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

preclude particip.ation ? 

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

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

evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
for participation in this study. 

Reasons for dikpdiication: Interviewer’s .T&aWDate: 

- 
-. 



HTR Study No.: 03-122085-106 
Data Collection Form 1 Page No.=/ 213 

DEMOGRAPHIC$/DERMATOLOGICA.L/MEDICAL HISTORY FORM c 
Visit Code Date Subject Initials . Study+/ 

Subject 07/lSIQ3 1( isis Permanent #: 
Qualification Nk 

03-122085-106 
mmddyy FNL 

Gender: Cl Male d Female . I 
Age: 39 Years 

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

I, DERMATOLOGIC DISORDER 

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

/ Kidney Disease ? 
6. Tuberculosis 7 
7. Diabetes? Controlled? Diet [ ] Oral [ ] Insulin [ 1 

No ‘YeS Don’t 
Know 

J / 

8. Cancer 7 1/, 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? / 
10. organ tmnsplant 7 / 
11. Any other condition not listed ? Please specify: afm &,., 

, 
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. IJLdiTl? 
5. 0th~ ? srna 350ma I x day MuWe rekwf f&f ~VVMS / a 

Comments: 

No/ YeS Don’t 
Know 

V, 
/ 
/ 

k’ / 



. Data Collection Form 2 
INCLUSION I EXCLUSION FORM I 

Visit Code Date Subject Initials Study # 

Subject 
Qualification 07//5/Q3 jc JSIS Permanent #: / 03-122085-106 

mm dd yy f m 1 
INCLUSION CRITERIA 

Subject: 
1 1. IslSthrough65years? 

I  

r , ,  I  
- _ 

I /  Y 1 2. Has signed informed consent 7 

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

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

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

8.’ Is willing to refrain from using body lotions, mcdicatedlantibacterial lotions, creams, oiIs, dishwashing 
liquids* talcs and other deodorantiantiperspi 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 ? 

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

Check one , 
YES NO)/” N/A Subject: 

J/ 1, Is cnrrently 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 perfume allergies ? 

I/ 6. Has eczema or psoriasis on their h+ orwrists? / 

Female Female hale 7. Is currently pregnant Of child-bearing potential: 0 Yes m/No 
Surgically Sterile, year 2001 Cl Post-menopausal, year 

/ If of child bearing potential - S-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, 
hepatitis, an prgan transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 

I erythematosus, thyroiditis or rheumatoid arthritis ? 
I 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 
ir wounds, intravenous management or other bed-ridden related care roles. 

/ 
I/ 

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

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 disqualifi$ion: Interviewer’s Initials/Date: CmB, 07*/5*Q3 
) -. 

Investigators Signature: &.&? 
-Date:‘- 4 I//- ddl/l 3 = 

mm YY 
. 

,A _- -~ 
_- _- 



HTR Study No.: 03-122085-106 
Data Collection Form 3 Page No.:s’@ I5 

INTERCURRENT IU&ESS / CONCOMITANT MEDICATION FORM 

Visit Code Date Subject Initials Subject Screen #: 
63 

Permanent #: /f/ I s f 5 
F M L DA 

Stu’dy # 

03-122085-106 

I. Is skin on subject’s hands and wrists still free of dermatoses, cuts, 
If no, please indicate condition: ’ STROM xla)tr ti 

Y I 

II. Has subject used non-antibacterial soap and followed the 
Ifno, please explain: 

other skin disorders? OYes @No 

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

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

Based upon the above responses, the subject is: q QualifW @-NZt Qualified to continue on the study. 
. 

Reasons for disqualification: &PI Jb.wl 
4 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: Date Resolved: 

Describe condition: 

. Was reaction related to treatment? DNot related [3 Possibly related 0 Defkitely related 111 Other (explain) 

Action Taken: C&7one 0 Continued on study 0 Withdrawn from the study 0 Consulted physician 

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

Additio& Comments: ’ 

CONCOMITANT MEDICATION 

Comments: 

Interviewer’s Signature: &-&g( r//. & 1 Datfx +q+ 

-j -_ 

,- I 



Data Collection Form 1 
l3l-R Study No.: 03-122085-106 

Page No:- - /z/h 
DEMOGRAPHICS/_ 

Visit Code 

Subject 
Qualification 

DERMATOLOGIC AL/MEDICAL HISTORY FORM 

J--x&q Date Subject Initials Subject Screen #: 
h 

03-122085-106 

Gender: Cl Male @ Female. 

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

Age: w Years 

L DERMATOLOGIC DISORDER 

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

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

No Yes Don’t 
Know 

I/ 

I Y 

I J 

IL OTHER MEDICAL INXORMATION 

1. Allergies.? Please specify. ~\.!$a 
2. Hepatitis 3 
3. Heart and Vascular Disease? 

No .YeS Don’t 
Know 

t/ 
I/ 
11 

4. Liver Disease 3 I-/ 1 I 
5. Kidnev Disease 7 I I r I  I  I  

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

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

IKL MEDICATION 

1. Antibiotics, oral or systemic ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 
3, Heart Medication ? 
4. lUSti? 
5. Ot.her? D&-v3 --l-~:c b (-4bL U$\r%h m+foc > 

No Yes Don’t 
Know 

Comments: 

Based on the above medical history, the subject is: .$a , uaiifled -or q Not qualified for the study. 
.-. 

Interviewer’s Signature: D,: 0;1. /- Is- /&J : 
mm dd -YY 



Data Collection Form 2 
INCLUSION / EXCLUSION FORM 

Visit Code 

Subject 
Qualification 

Date Subject Initials 

Permanent #: 
mm dd yy 

INCLUSION CRITERIA 

Study # 

’ 03-122085-106 

Check one 
YES NO Subject: 

1. Is 18 through 65 years? 
2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCF 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 refrain corn 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/antiperspi products dming 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 re&ain 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 

Checkone .., 
YES NO N/A Subject: 

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

4. Has artiflcial 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 

Female Female Male 7. Is currently pregnant 7 0 Yes JJ+o Of child-bearing potentialmes q No 

/ 
0 Surgically Sterile, year 0 Post-menopausal, year - 

If of child bearing potential - j3-HCG Test Results: II negative 0 positive 
8. Is currently lactating ? 

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

J 
hepatitis, an organ 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 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 ? 

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

.ypns for diiualifi Interviewer’s InitifiWDateI ) 

Investigatds Signature: 



HTR Study No.: 03-122085-106 
Data Collection Form 1 Page No:s -131% 

DEMOGRAPEIICS/DE~TOLOGICAfjMEDICAL HISTORY FORM 

Visit Code 

Subject 
Qualification 

Date Subject Initials SubjeTlreen #: Study # 

03-122085-106 

I Gender: 0 Female. Age: 6 Y years 

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

I. DERMATO&OGIC DISORDER 

1. Psoriasis 7 

No YeS Don’t 
Know 

u 
2. Eczema ? / 
3. Skin Cancer 7 / 
4. Skin Allergies ? Please specify: - 

t 

_ _ 8 I I 
5. Hives ? - I / I 1 

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

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

1. Allergies.? Please specify. LI 
2. Hepatitis ? c, 
3. Heart and Vascular Disease? 84 
4. Liver Disease 7 

Jt 5. 
/ 

Kidney Disease 3 14 
6. Tuberculosis ? J 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin [ ] / 
8. caucer ? - 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? # 
10. organ transplant 7 / 

I 11. Any other condition not listed 7 Please speci@: SQC & ( ylw 

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

IIL MEDICATION 

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

No 

r/ 

Yes Don’t 
Know 

I 
I I 

5. Other ? I cl I I 

-1 

.- 

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

=te~e~er~~Si~~e:~~R~ h -Date: -02 I !$;I 03 i-e -- -- 

- _ _ 
-. 



Data Collection Form 2 
INCLUSION / =CLUSION FORM 

lXiR Study No.: 03-12208 
Page No.: 

Visit Code Date Subject Initials Subjec)Scre+m #: 
6 Study # 

Subject q15 f 03 c, M/L Permanent #: 03-122085-106 Qualification --- - -- 
mm dd yy f m 1 

Check one 
YES NO Subject: 

INCLUSION CIUTERIA 

r 11 1 1. Is18throuah65vears? ~~~ ---I 
2. Has signed informed consent 7 
3. Is healthy as evidenced by responses on DCF 17 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 
5. Has 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, 

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 deodorantiantiperspi 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 entire study, 
unless prescribed by a physician for an intercurrent illness ? 

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

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

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

Female Female Male _ 7. Is currently pregnant ? CJ Yes Cl No Of child-bearing potential: El Yes 0 No 
Cl Surgically Sterile, year 0 

If of child bearing potential - B-HCG Test ResultiTegative 
Post-menopausal, year _I_ 

0 positive 
~8. Is currently lactating 7 

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

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

II. 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 dermatolsgic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
- E@&ified 0 Not Qualified for participation in this study. 

Reasons for diiqualifI#ion: Interviewer’s InitialaKMe: &Q-, .7*r903 
-_ 

/ I 
InvestigatoA Signature: 

Date: 6 I/=/& -. -- 
mm dd HJG# YY 

- _ / _ /J 



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

DEMOGRAPHICS/DERMATOLOGICAUMEDXCAL HISTORY FORM 
9 

Visit Code Date Subject Initials Subject Screen #: 
I72 study # 

Subject 
Qualification 0 7 / 21143 z/h / p 03-122085-106 

mm dd yy P M L 
pemanent$k 

+ 

Gender: 0 Male Female I 
Age: 59 Years 

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

I. DERMA~OLOGIC DISORDER 

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

Yes Don’t 
Know 

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

Il. OTHER MEDICAZ, INFORMATION 

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

YC!S Don’t 
Know 

I 

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

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 ? 
4. Insulin? 
5. other ? 

.c 

NC) YeS Don’t 
Know 

/ 
v, 
v, 

I 
v, 

I 

I Comments: 

Based oxi the above medical history, the subject is: .ti ualified or 0 Not qualified fdr @e study; 

Interviewer’s Sign 
07 /. 21 .;.a3 -- - Date: 

mm dd YY 

-. ~. 



Data Collection Form 2 
INCLUSION /EXCLUSION FORM 

Visit Code Date Subject Initials Sub ect Screen #: 
f 72 Study # 

Subject Permanent #: 
Qualification 07/Z/ 103 J-IA P 03-122085-106 

mm dd yy f ml 
INCLUSION CRITERIA 

Check one 
YES NO 

/ 

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

\r/- ~1 3. Is healthy as evidenced by responses on DCF 17 

I ‘ 1 4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders 7 

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

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

liquids, .talcs and other deodorant/autiperspirant 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 intcrcurrcnt illness ? 

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

Check one . , 
‘\ 
!) YES .j G NO, N/A Subject: 

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

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

Female Femal 
4,r 

Male 7. Is currently pregnant 7 II 
c/ 

es nd No Ofchild- * potential: 0 Yes el 
Surgically Sterile, year B 7 0 Post-menopausal~Jear 

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

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

. erythematosus, thyroiditis or rheumatoid arthritis ? 
10. Has another medical condition which in the opinion of the Investigator would 

preclude participation ? 

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

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

Based upon d 
FP 

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 
Reasons for disqualii&tion: Interviewer’s InitiaWDate: JR!3 107~2Ml3 - 



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

INTERCURRENT ILLNESS /.CONCOMITANT MEDICATION FORM 

Visit Code Date Subject Initials Subject Screen #: 
/7&A 

Study # 

Test ~Q&J 0.3 
Period mm q-- 

J / fi IP Permanent 
FM L 03-122085-106 

- 

I. ls skin on subject’s hands and wrists still free of dermatoses, cuts, lesions, ‘and other skin disorders? Dyes at6 
If no, please indicate condition: ’ cz!ufon Ic& 6 

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

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

IV. Has subject used any new oral or topical medication? iJYes (Complete below) l&k 

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

Reasons for disqualification f! o f bn 7% ypc 6 

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 •i Definitely related 0 other (explain) ’ 

Action Taken: mane 113 Continued on study Cl Withdrawn from the study 0 Consulted physician 

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

Additionsi Comments: 

CONCOMITMVI MEDICATION 

Comments: 

Interviewer’s Signature: Date: 621 a8 I@ 
mm dd YY 

__. - 
- 

_- .- -. 



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

Page No:s -/fi3 
DEMOGWHICS/DE~TOLOGICAl&IEDICAL HISTORY FORM 

Visit Code Date Subject Initials Subject Screen #: 
(76 Study # 

Subject PgJa to3 31&C Permanent #: 
Qualification -- 

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

Gender: 0 Male -emale. 

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

Age: 47 Years 

I L DERMATOLOGIC DISORDER I No I Yes I 
Don’t 
Knnw I 

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

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

9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? J 
10. Organ transplant ? / 
11. Any other condition not listed ? LA 

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

DL MEDICATION 

1. An&iotics, oral or systemic ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 

No 

/ 
/ 

Yes Don’t 
Know 

3. Heart Medication ? 
4. IIlSti? 

Baked on the above medical history, the wbjict is: 

Interviewer’S Signature: h 
-_ 

86 ualified or Cl Not qualified for the study. 

D-t&-~ A@ i. ii/ I fld 
mm dd ti 



Data Collection Form 2 
INCLUSfON I EXCLUSION FORM 

HTR Study No,: M-17onQ’;-1 or - 
PaPeNo.: ?! 

Visit Code Date Subject Initials Subject Screw m #: 
Study # 

I I I J -7/ / 
Subject Permaknt g 

Qualificatian e&c --- _ . --- _____ A 1 h/ 03-122085-106 
1 mm dd yy 1 f m 1 I 

INCLUSION CRITERIA 

Check one 
YES NO Stibject: 

I 1 1. Is18through65years? - - 
2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCF 1 ? 
4. Has hands and wrists thsr are free of dermatoses, cuts, lesions, and other skin disorders 7 

4 

J 

J 

J 

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 retin from using anti-dandruff shampoo during the entire study ? 

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

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

10. Is ,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 corn& with all study nrotocol reouirements ? 

EXCLUSION CRITERIA 

Check one . . . I 
YES NO ‘n/A Subject: 

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

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

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

J 4. Has artificial nails or nail tips? 

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

Female Female Male 7. Is currently pregnant ? Cl Yes WN Of child-bearing potential: 0 Yes 
fl 8/ Surgically Osteriie, year /44r 

W& 
Cl Post-menopausal, ;ear - 

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

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

c/ 
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 
J preclude participation ? 

J .’ 
Il. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of 

wounds, intravenous management or other bed-ridden related care roles. 
/ 12. Hss 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: 
D Not Qualified for participation in this study. .- . 



I 

Data Collection Form 3 
IN’l’ERCURRENT ILLNESS I CONCO&UTANT MEDICATION FORM 

Visit Code Date Subject Initials Subject Ty& #: Sttidy # 

Test 
Period b7fzm3 perman s /R/ c 

mm dd yy F M L 03-122085-106 

I. Is skin on subject’s hands andGrists sGll free of dkmatoses, 
If no, please indicate condition: ’ 

I 

other skin disorders? q Yes F&o 

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

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

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

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

Reasons for disqualification: o&a 

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 •i Possibly related 0 Definitely related Cl Other (explain) 

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

II Medication taken (Complete below) 0?3ospitaliz.ed Cl Other (explain) 

Additional Comments: 

CONCOlbXITANT MEDICATION 

Comments: 

- Interviewer’s SignaFe: 

I 

. -I 
-- 

- 
-. 

. 



HTR Study No.: 03-122085-106 
Data Coiiection Form 1 Page No:p -1 s 

DEMOGR&‘HICS/DERMATOLOGICAL/MEDICAL HISTORY FORM 

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

Subject 
Qualification 07/Z//03 7 I L /M Pemanentk #f 03-122085-106 

mm dd yy F ML 

Gender: El Male Female 

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

Age: 

L DERMATOLOGIC DISORDER 

1. Psoriasis ? 
2. Eczema 7 
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 

r/ 

/ 
I 

IL OTHER MEDICAL INFORMATION 

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

,;I t :: 
Liver Disease 7 
Kidney Disease 7 

6. Tuberculosis 7 
7. Diabetes 3 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 1 Please specify: 

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

No ‘YeS Don’t 
/ Know 

J, 
Lo 

/ 
/ 

I// 

/ 
v/ 

/ 
I 

III. MEDICATION 

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

CommentsI 

No Yes Don’t 
Know 

V, 

I 
I J 

-Based on Jhe above medical history, the subject is: or c] Not qualified for the study. 

Interviewer’s Sign 
- 

Datti 87 / 2./ Q.3’ - 
mm dd YY 

-_ 



Data Collection Form 2 
INCLUSION I ~CLUSXON FORM 

Visit Code Date Subject Initials hay # 

Subject 
Qualification 0 7/ 211 03 r t i- f r\/2 Permanentk )(A/ 03-122085-106 

t mm ad yy f m 1 
I INCLUSION CRITERIA I 

Check one 
YES, NO Subject: 

1. Is18through65years? 
2. Has signed informed consent 7 
3. Is healthy as evidenced by responses on DCF 17 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders 7 
5. Has fingemaiIs that extend no longer then 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 williig to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 
liquids, talcs and other deodoraut/antiperspi products during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

9. Is willing to refrsin from using topical steroids during the entire study, unless prescribed by a 
physician for au 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 1 
EXCLUSION CRITERIA 

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

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

5. Has soap, detergent, antibiotic, Polysporiu@ and/or perfume allergies 7 
6. Has eczema or psoriasis on their h@is or wrists ? f 
7. Is currently pregnant 7 

l!? SZgi~iteri~~~%@ “?EZ-~~~auZ$xr 
If of child bearing potential - i3-HCG Test kesults: II 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, au immunologic disease such as AIDS (or I-IN 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. 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. 

Reasons for disqualification: Interviewer’s Initials/Date: c nil!3 m21-0~ 
.-I- 

Investigatori Signature: 
Date, 9 I // I03 .- - -- 

mm dd YY 
r- - 

-. - 



. 
Data ColIection Form 3 

HTR Study No.: 03-122085-106 
Page No.:$t’f z$!$ 

INTERCURRENT ILLWSS / CONCOMI’I’ANT MEDICATION FORM 

Visit Code Date Subject Initials Subject Sc+en #: 
/ 

Sttidy # 

Test 4fJJUlti CL IM Permanent #: 
Period mm x----- F M L 03-122085-106 

I. Is skin on subject’s hands and h&s still free of dhmatoses, cuts, lesions,‘and other skin disorders? lid es ON0 
Ifno, please indicate condition: ’ 

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

DNo 

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

IV. Has subject used any new oral or topical medication? Dyes (Complete below) l!&o 

Based upon the above responses, the subject is: f?&Wied n Not Qualified to continue on the study. 

Reasons for disqualification: 

Date of Onset: 

TO BE COMPLETED IF SUBJECTHAS AN KNTERCURREN TILLNESS 

Date Reported: ‘Date Resolved: 

Describe condition: 

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

Action Takem mane 0 Continued on study 0 Withdrawn from the study U Consulted physician 

II Medication taken (Complete below) ClHospitalized El Other (explain) 

Additional Comments: 

CONCOMITANT MEDICATION 

Comments: 

. Interviewer’s Signature: 

- 



HTR Study No.: 03-122085-106 
Data Collection Form 1 Page No:= O/22? 

DEMOGRAPHICS/DERMATOLOGICAL!MEDICAL HISTORY FORM 

i Visit Code Date Subject Initials Subject Screen #: 
(79 Study # 

Subs ect 
Qualification 03-122085-106 

mmddyy FML 

I Gender: 0 Female Age: $ffl Years 

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

I, DERMATOLOGIC DISORDER No YW Don’t 
Know 

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

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

II. OTHER MEDICAL IlWORMATION No ‘YeS Don’t 
Know 

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

Liver Disease ? 
\ 5 
,.i’ ) z: Kidney Disease ? J 

6. Tuberculosis ? J 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Iusuliu [ J J 
8. cancer 7 J 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? 
10. organ transplaut ? 5 
11. Auy other condition not listed 7 Please specify: L/ L 

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

III. MEDICATION No Yes Don’t 
Know 

1. An&biotics, oral or systemic 1 J 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? J 
3. Heart Medication ? 
4. lUSl.llitl? J 
5. Other ? J 

Comments: 

Based on the above medi&l history, the subject is: dalifled or 0 Not qualified for the study. 
,I s Interviewer’s Siejlature: h- -&,y.aw .~ ~-Da& &7-l &:d/ bi% 

mm YY 

-. ~. 



Data Collection Form 2 
INCLUSION / EXCLUSION FORM 

Visit Code Date Subject Initials Subject Screen #: I 

174 Study # 

Subject 
Qualification 

oq /A I o> permanent* A /..t /s v- 03-122085-106 
mm dd? f m 1 

INCLUSfON CRITERIA 1 
Check one 

YES NO 

/ 

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

A-1 1 3. Is healthy as evidenced by responses on DCF 17 
I 

/ 

J 

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 retiain from using antimicrobial soaps (liquids and/or bars) for bathing, 

showering, and haudwashing 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 deodoranVantiperspi products during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

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

physician for an intercurrent illness ? 

J’ 
10. Is willing to retin tiom 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 ? 

I 
I I - 

EXCLUSION CRITERIA I 

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

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

J” 

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

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? 0 Yes Cl No Of child-bearing potential: 0 Yes 0 No 

i/ 
0 Surgically Sterile, year - ll Post-menopausal, year 

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

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

J 
hepatitis, an ,organ transplant an immnnologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis ? 

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

I 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. 
2 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: 
.&Qualified 0 Not Quallfled for participation in this study. 

Reasons for disqualification: Interviewer’s Initials/Date: Jwilej / q-a-& 

Investigator’s Signature: 



HTR Study No.: 03-122085-106 
Data Collection Form 1 Page ~0:~ -1 Z-3 I 

DEMOGFUPHICS/DERMATOLOGICAL/MEDXCAL HISTORY FORM 
Subject Screen #: 1 

Visit Code Date Subject I~.Wals 
81 

Study # 

Subject 
Qualification 

(37 j&y p3 b/c- ,A 
mmddyy FML 

03-122085-106 
J 

Gender: 0 Male d Female. Age: q& Years 

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

I. DERMXTOLOGIC DISORDER 

1. Psoriasis ? 

. No 

,/ 

Yes Don’t 
Know 

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

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

II. OTHER MEDICAL IN-FORMATION No ‘Yes Don’t 
Know 

1. Allergies.? Please specify. J . 
2. Hepatitis ? L/ 
3. Heart and Vascular Disease? &b l/ 

\ 4. Liver Disease ? 
v 

/ 
I  

r ,-“I 5 . Kidney Disease ? p- ! 1 
I-~ 6. Tuberculosis 7 I-I 

7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin [ ] / 
8. cancer ?. 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 / 
10. organ transplant 3 
11. Any other condi~on not listed ? Please specify: \--;, -de J 

Is the subject taking any medication? If yes, please specify b&w: 
b I I - _ I 
I IIL MEDICATION I No I Yes I 

Don’t 
Know I 



Dafa Collection Form 2 
INCLUSION 1 EXCLUSION FORM 

HTR Study No.: 03-122085-106 
Page No.: s - /? @- 

Visit Code 

Subject 
Qualification 

Date 

mm dd yy 

Subject Initials Study # 

- 03-122085-106 

lNCLUSION CRITERIA 1 
Check one 

NO Stibject: I 
. /I 1 1. Is18through65years? 1 
‘71 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 wiilinn to ret?ain from using antimicrobial soaps (lisuids and/or bars) for bathing. 

! showering, and handwashing &ring the entire study ?- 
* /I 1 7. Is willm~ to refrain from usine anti-dandruff shamuoo durinn the entire studv 7 

8: Is willimg to ret?ain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 
liquids, talcs and other deodorantiautiperspiraut products during the entire study, unless prescribed by a 
physician for an iutercurrent 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 ? 

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

Check one . . 
YES NO NIA Subject: 

IJ’I 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, Polysporiu@ and/or perfume allergies ? 
6. Has eczema or psoriasis on their hands or wrists ? 
7. Is currently pregnant ? D Yes ,&No Of child-b * Female Female Male g potential: 0 Yes @IO 

/ 
a/ Surgically Sterile, year m 0 Post-menopausal, year 

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

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

/ 
hepatitis, au prgan transplant, an immuuol~gic 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 
v/ 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 ? 

- 



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

DEMOGRAP~CS/DERMATOLOGR!AL/M.EDICALHISTORY FORM P 
Visit Code Date Subject Initials Subject Study # 

Subject b-&J 63 R/ -IA Permanent #: 
Qualification tik 

03-122085-106 
&-dd7 -?--ML A 

Gender: d Male Cl Female. Age: 

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

L DERMATOLOGIC DISORDER 

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

No Yi?-S Don’t 
Know 

J’ 

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

II. OTHER MEDXCAL INFORMATION 

1. Allergies.? Please specify. Qyw \I>&~ . b CcAi IL. 
2. Hepatitis ? u / 1 

3. Heart and Vascular Disease? ‘b 
‘) ) $ uv~e~ise7~ I 

,./ 
6. Tuberculosis ? 
7. Diabetes 3 Controlled7 Diet [ ] Oral [ J Insulin [ J 
8. cancer ? 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? 
10. Organ transplant ? 
11. Any other condition not listed ? Please specify: 

No ‘Yes Don’t 
Kllow 

/ 

J 

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

IH. MEDICATION No Yes Don’t 
mow 

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

Based on the above medical history, the subject is: DQuaiified .or !d Not qualified for the study. 
\ 

Interviewer’s Signature: es &t$ QT./..& 1-m -- - 
mm dd w- 

I I 



Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

I Visit Code I Date I Subject Initials I 
Subjeg pr #: 

I Study # I I 
Subject 

Qualification 03-122085-106 
1 

I INCLUSION CRITERIA 1 
Check one 

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

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

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

showering, and handwashing during the entire study ? 
7. 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, 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 re&ain from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness 7 

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

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

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

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

4. Has artificial nails dr nail tips? 

. ./ 5. Has soap, deterg olysporin@ and/or perfume allergies 7 !#Kclc\;ti 
I 

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

Female Female Male 7. Is currently pregnant 7 Cl Yes 17 No Of child-bearing potential: Cl Yes 0 No 
0 Surgically Sterile, year __ 17 Post-menopausal, year 

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

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

/ 
hepatitis, an :organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis 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 ? 

. I Based upon dermatologic evaluation 
HI? 

d the information contained in Data Collection Forms 1 and 2, the subject is: 
0 Qualified ot Q~glified 

Reasons for $squalifiwtion: .m c‘ilfh ( 
I- 1 -4 u 

Investigators Signature: 
Datei /- I- 

mm dd YY 



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

Page No:- c 12 
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM 

Visit Code Date Subject Initials Subject Screen #: 
I&+ 

Study # 

Subject 
Qualification 0 7 izt 103 a M /-i-J 03-122085-106 

mmddy FM L 

Gender: 0 Male Age: 3q Years 

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

I. DERMATOLOGIC DISORDER Ns’ Yes Don’t 
Know I .I, I 

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)? 

1: , [I. OTHER MEDICAL INFORMATI .ON I No / .YtS Don’t 

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

I 
. ^ - I IX 

. 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. Iusulin? 
5. Other ? 

Comments:’ 

YE3 Don’t 
Know 

// 
\/ / 

. 



Data Collection Form 2 
INCLUSION 1 EXCLUSION FORM 

Visit Code Date Subject Initials Subject Screen #: Study # 

Subject 
Qualification u&i I&$ 

mmddyy 
03-122085-106 

f m 1 
INCLUSION CRITERIA I 

Check one 
NO Subject: 

1. Is18through65years? 
2. Has signed informed consent 7 
3. Is healthy as evidenced by responses on DCP 1 ? 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 

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

4 
6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing, 

showering, and handwa$ring during the entire study ? 
7. Is willing to refrain from using anti-dandruEshampoo during the entire study 7 

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

/ physician for an intercurrent ilhress 1 

I~ /I 1 9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a -1 
physician for an intercurrent illness 7 

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

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

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

r 
J 1 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 ? 
6. Has eczema or psoriasis on their ha@ or wrists ? / 

’ Male 7. Is currently pregnant 7 
ii? 

es E&o Of child-bearing potential: Cl Yes ~/NO 
Surgically Sterile, year a0 1 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 arthritis 7 

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

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

Reasons for disqualification: Interviewer’s Initials/Date: Jk)6 ,0-w-cl3 .- 

Investigatori Signature: 
Date: @ l-i^f I-.&? 

mm dd YY 
- _ 

: - 
-. 



t 

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

DEMOGRAPHW~XDERMATOLOGK~~DICAL HISTORY FORM 
Page NOAS - Ia3 7 

Visit Code Date Subject Initials Subject Screen #: 

Subject 
LP9 

Study # 

Qualification 03-122085-106 

Gender: 0 Male memale . 

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

Age: 4? Years 

I. DERMATOLOGIC DISORDER 

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

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

No YC!S Don’t 
Know 

J 
J 
J 
J 
J 

II. OTRER MEDICAL INFORMATION 

1. Allergies.? Please specify. ~@eso44zf 

No ‘YeS Don’t 
Know 

.I/ 

1 2. Hepatitis 7 J 
3. Heart and Vascular Disease? ,/ 
4. Liver Disease 7 1 J 
5. Kidney Disease 7 I J 
6. Tuberculosis ? J 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin [ ] J 
8. cancer ? 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? s- 
10. organ transplant ? r/ 
11. Any other condition not listed ? Please specify: J 

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

III. MEDICATION No 

1. Antibiotics, oral or systemic ? / 

Yes Don’t 
Know 

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

Comments: 

Based on the above~mq3ical history, the subject is: 

Interviewer’s Signature: sr;l 
L 

.- 

or 0 Not quaiitied for the tidy. 

Date: id I &.(;a I g 3-A. 

-. . . 

- 



Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

HTR Study No.: 03-122085-I 
Page No.: +-l&B 

Visit Code Date Subject Initials Subject Screen #: 
/m 

Study # 

Subject 
Qualification 

g7!ffr/ 03 A /K /& Permanent v- --- 03-122085-106 
i mm dd yy f m 1 

INCLUSION CMTERIA 
Check one 

YES NO Subject: 
I. Is 18through65years? 

/ 

u’ 

/ 

J” 

J 

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 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-dandr& 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 

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

physician for an intercurrent illness ? 

J’ 

J 

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

Il. Is willing to comply with all study protocol requirements 7 

EXCLUSION CRITERIA 

I Check one ... . 
iYES NO 

I 
N/A Subiect: I 

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 &nail tips? 

5. Has soap, detergent, antibiotic, Polysporin@ and/or pe&me allergies ? 
6. Has eczema or psoriasis on their hands or wrists 1 
7. Is currently pregnant ? 0 Yes Bzi;ro Of child-bearing potential: @‘Yes 0 No 

Cl Surgically Sterile, year 13 
If of child bearing potential - &HCG Test Resultixegative 

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 immtmologic 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 ? 

11. Has any responsibility for care of children under age 3. or has remonsibilities for diaDerina. care of 
J, 

- 
wounds, i&avenous&anagement or other bed-ridden related care roles. 

J 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: 
6Qualified 51 Not Qualified for participation in this study. 

) j- 
R~asonsfqldisqualifi~tion: - Interviewer’s Initials/Date: JV&J / T-+Z/co3 - 

Investigator’s Signature: 
.4sq&lb 

Date:- -9 1-g. jfl-3, -- .-- -, 
c mm dd Y-Y 

. . 
_- . . -_ 



HTR Study No.: 03-122085-106 
Data Collection Form 3 Page No.:=* B3q 

INTERCURRENT II&NESS I CONCOMITANT MEDICATION FORM 

’ I 

Visit Code Date Subject Initials Subject Screen #: Study # 

Test D3rnf& Add0 
!i?7 

Period mm da yy F ML 03-122085-106 
Y 

I. IS skin on subject’s hands and wrists still free of dormatoses, cuts, lesions, ‘and skin &+orders? aYes Edi 0 

Ifno, please indicate condition: ’ 
I 

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

III. Has subject been ill since the last visit? OYes (Complete below) dJ 0 

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

Based upon the above responses, the subject is: q lQualified wi to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: bate Resolved: 

Describe condition: 

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

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

13 Medication taken (Complete below) q JHospitalized 0 Other (explain) 

Addition& Comments: 

CONCOMITANT MEDICATION 

- Interviewer’s Signature: 
c 

b?,iW/67 
mm dd YY 

J 



HTR Study No.: 03-122085-106 
Data Coliection Fdrm 1 

DEMOGRAPRICS/DEOLOGICAUMEDICAL HISTORY FORM 
Page No:s c Iwo 

I Visit Code Date Subject Initials Sub ect Screen #: Study # 

Subject 
I fit3 

Qualification lrJ-I21 /g M /J /F Permanent#: 
lmlldd yy -F--E-T d 

j( 03-122085-106 

Gender: q Male Female . Age: 57 Years 

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

I. DERMATOLOGIC DISORDER No/ YW Don’t 
Know 

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

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

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

III. MEDICATION No 

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

3. He~Me~ca~On?~kf~pmi 124omq 1% & ?&a&d 4Om\ddw ,, 
4. insulin? 4 J J 1 v” 
5. Ofher?lis1nm;) 201% Way CholWa\ I I 

J 

Commentst ofhw m%&: Iypx;urv7 3’0 

~Qbj-@J 

Yes Don’t 
Know 

Based on the above medical history, the subject is: dQualified or Cl 
1. --. 

Not qualified for the study. , - 
Interviewer’s S Date: 8-7 I & l&.3. 1 

mm dd YY 



I 

Data Collection Form 2 
INCLUSION / EXCLUSION FORM 

Visit Code Date Subject Initials een #: 
Study # 

Subject 
Qualification 07 I2143 Permanent#: 

Gdd yy 
M/J-, j=- 
-7-m 1 

03-122085-106 

b INCLUSION CRITERIA 1 
1 Che& one I 

NO Stibject: 
1 1. Is 18throwh65vears? I - - 

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

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

7. Is willing to retrain 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 ,v&ing 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 

I Check one . 

1 YES NO NIA Subject: 
1. Is currently participating in another clinical study at this or any other facihty ? 
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? 

J/ 5. Has soap, detergent, antibiotic, Polysporin@ and/or perfume allergies ? 
6. Has eczema or psoriasis on their h@ls or wrists 7 / 
7. Is currently pregnant Of child- 

Surgically Sterile, year & % 
aring potential: Cl Yes ~No 

Post-menopausal, year - 0 
If of child bearing potential - Q-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 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. , 

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

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

., Reasons for disqualification: Interviewer’s InitiaWDate: (, .lQ7?21*0 3 
-I 

1 
-t 

Investigator% Signature: 
Date: -,F/I f/ 1-03 

mm dd YY 
-_ 

. -. 



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

nrlrlERCURRENT ILLNESS / CONCOiMITm MEDICATION FORM 
Page No.:=- ,f@$L 

Visit Code Date Subject Initials Subject Screen #: 
ldv 

Stddy # 

Test 
Period &I 074 OQ 

IllOlddyY 

fl, J, F 

FML 03-122085-106 

I. Is skin on subject’s hands and Wrists still fkee of d&matoses, cuts, lesions, ‘and o$es skin disorders? C]Yes do 
Ifno, please indicate condition: ’ e!ut- 

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

III. Has subject been ill since the last visit? OYes (Complete b$ow) mo 

IV. Has subject used any new oral or topical medication? c]yes (Complete below) EAQo 

Based upon the above responses, the subject is: OQualified El-56 Qualified to continue on the study. 

Reasons for disqualification: C&f 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: IDate Resolved: 

Describe condition: 

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

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

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

Additional Comments: 

CONCOMITANT MJXDICATION 

Comments: 

. Interviewer’s Signature: 
L 

Date: 07 I 28 I 03 
mm dd YY 



HTR Study No.: 03-122085-106 
Data Collection Form 1 Page No:- *f aq 3 

DEMOGRAPHICS/DERMATOLOGIC~DICAL HCSTORY FORM 

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

Subject 
Qualification tj7/3l lb3 C I (.-I. b Permanent#:~~ 03-122085-106 

mm dd yy F M L 

Gender: 0 Male 8’ Female Age: #4 Fears 
‘ 

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

I. DERMATOLOGIC DISORDER 

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

No 

J 

/ 

i/ 
/ 

Yes Don’t 
Know 

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

I 

6. Tuberculosis ? 
J 

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 not listed ? L Please specify: 

Is the subject taking any medication7 Ikyes, please specify below: 
J 

KU MEDICATION 

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

Commentsl 

No Yes 
7 

Don’t 
Know 

B&d on the above medical history, the subject is: orO- Not qualified for the study. - 

Interviewer’s Signature: Date: 07 / dl ‘/ @y - -. 
mm .dd YY 

-_ 
- -. 

7 



Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

Subject c en #: 
“1ch 

1 
Visit Code Date Subject Initials Study # 

Permanent #: ‘. Subject 
\ , 

1 
Qualification 6&l / 03 

zdd yy 
LLA 

f ml 
03-122085-106 

I INCLUSION CRJTERIA 1 
Check one 

YES NO 

I 

Subject: 
1. Is 18 through 65 years ? 
2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCF 1 ? 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders 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 
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 ? 

/‘ 
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 

t 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 perfume allergies 1 
6. Has eczema or psoriasis on their hands or wrists ? 

Y I 

Female Female Male 7. Is currently pregnant 7 0 Yes Al’?Jo Of child-b ’ 
tiSurgically Sterile, year m 

potential: Cl Yes -9-F;fo 
0 Post-menopausal, year __ 

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

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

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

J. 
Il. Has sny responsibility for care of children under age 3, or has responsibilities for diapering, care of 

wounds, intravenous management or other bed-ridden related care roles. 
7 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: 
iQualified 0 Not Qualified for participation in this study. 

I 
Reasons for diiqua&ation: 

.a ^. - 7 
r I 

Investigators Signature: 
Date: 8 / // ddld”: 

mm YY 

. . --. . 



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

DEMOGRAPHICS/DERMATOLOGICAL/MRDICAL HISTORY FORM 
Page ~0:~ * l$r15 

Visit Code Date Subject Initials Subject Screen #: 
19s Study # 

Subject Perman Qualification 
flJot[J&3 JJ- JJ 03-122085-106 
mmddyy --F-z-T 

Gender: Cl Male EC- Female. Age: d;i) 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 J I 
3. Skin Cancer ? J 
4. Skin Allergies ? Please specify: J 

1 J , 5. Hives ? 

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

II. OTHER MEDICAL INFORMATION 

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

No .YeS Don’t 
Know 

> 
J 

5 
J __ -.~~~.~ - 

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

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

EL MEDICATION 

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

No 

J 

d 
J 
J 

Yes Don’t 
Know 

I Comments: 
I 

Based on the above medical history, the subject is: : 86 uaiifled or CJ Not qualsed for the study. 8 



Data Collection Form 2 EJTR Study No.: 03-122085-l 06 
INCLUSION I EXCLUSION FORM Page No.: z - 1 aq (4 

Visit Code Date Subject Initials Subject Screen #: 
fW 

Study # 

Subject 

1 
Qualincation /iv/o3 07 Permanent J , _ , J 

03-122085-106 
mm dd yy f m1 

I 3NCLUSION CR3TERI.A I 
Check one 

YES NO Stibiect: I 
1. Is l&through65years? 
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, aud other skin disorders ? 

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

showering, and handwashing during the entire study 7 

J 7. Is willing to Main from using anti-dandruE 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 
1 J physician for an intercurrent illness 7 

J 

J’ 

J 

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

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

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

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

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

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

r/ 4. Has artifkial nails ck nail tips? 

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

J preclude participation ? 

JT, 
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 alcnown sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? 

I 
I 1 I 

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

mualified D Not Qualified for participation in this study. 
Reasons for disqualiication: Interviewer’sInitiaWDate: /ul&zW I r-0U+ * .a - 

j 

Investigatori Signature 
Date: i@ ‘- I’ i/- 103 mm 

nlrn dd YY 
/ u - 



Data Colfection Form 1 
DEMOGRA--. ‘HICS/DER&L4TOLOGICAL/MRDICAL HISTORY FORM --- - --- .- 

Visit Code Date Subject Initials Study # 

Subject 
Qualification 

J-J a, 03 c / c Is_ 
mm-z-yy FML 

03-122085-106 

Gender: D Male d Female . Age: q/ Years 

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

I. DERMATOLOGIC DISORDER No Yes Don’t 
Know 

1. Psoriasis ? 
IL5 

I 
2. Eczema 7 I 

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

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

II. OTHER MEDICAL INFORMATION No YeS Don’t 
Know 

1. Allergies.? Please specifl. / 
2. Hepatitis ? 
3. Heart and VascuIar Disease? I ./ 

Liver Disease ? 
Kidney Disease ? 

I/ I 
I./ 

I 
I 

6. Tuberculosis 7 I / I I 1 
I 

I 1 I 
7. Diabetes 7 Controlled? Diet [ 1 Oral [ ] Insulin [ I 1; I I t 

I 8. Cancer ? I/ I I 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? I/ - ~~ 
10. Organ transplant ? f 
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 

-4 

Yes Don’t 
Know 

.J 

2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 1s 
3. Heart Medication ? I/ - 1 

4. insulin 1 
5. other ? 

+ I 

Comments: r: ~~~ 
Based on the above medical history, the subject is: 

} .- --- .- 
Interviewer’s Signature: 

Jp!Ji dd- yy 
- _ 

-_ -\ I . . -_ . 
-. - 



Data Collection Form 2 
INCLUSION f EXCLUSION FORM 

r 
Visit Code Date Subject Initials Subject Screen #: 

AZ/ 
Study # 

Subject (p, a /,(I3 c / c f s I+nlanent #: 
1 Qualification --- --- 03-122085-106 

mm dd yy f m 1 
I ‘LNCLUSION CF2ITERIA I 

Check one 
YES NO Subject: 

1. Is 18through65years? 
2. Has signed informed consent 7 
3. Is healthy as evidenced by responses on DCF 1 ? 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 
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 ? 

IAl 7. Is willing to refrain f?om 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 deoclorant/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 
ohvsician 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 ? 
EXCLUSION CRITERIA 

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

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

I IfI 1 3. Has cuts. lesions. or other skin disorders on their hands or wrists ? I 

L I/! 4. Has artificial nails dr 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 s JX%o 

/ 
Surgically Sterile year 940 

O’childrg potential: *Q Yes ,E+‘& 
D Post menopausal, year 

- 8-HCG Test Results: tl negative q positive 
8. Is cmrently 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 1 

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

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

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

. . .* / \r 

Rekoi for ~~J~~J~ 
-- .Interviewer]s InitialsJDate: - I 

I 
, 

Investigator% Signature: ALA/- l Date: 9. / // -IO’3 
mm dd YY 



! 

Data Collection Form 3 
H’I’R Study No;eox3~~~?-.-~$q7 

INTERCURRENT It&NESS / CONCOMITANT MEDICATION FORM 

Visit Code Date Subject Initials Stsidy # 

Test 
Period n7/ag/ 63 c t L-/S perma 

IUddyY FML 03-122085-106 

I. Is skin on subject’s hands and wrists still free of dermatoses, and other skin disorders? q Yes Enf o 
If no, please indicate condition: ’ 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? IYC es 1340 
If no, please explain: 

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

IV, Has subject used any new oral or topical medication? Cites (Complete below) J&i o 

Based upon the above responses, the subject is: aQualified 

Reasons for disqualilication: 

to continue on the study. 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: 

Describe condition: 

Date Reported: ‘Date Resolved: 

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

Action Taken: !%one 0 Continued on study 0 Withdrawn from the study 0 Consulted physician 

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

Additional Comments: 

CONCOMITANT MEDICATION 

Comments: 

- Interviewer’s Signature: 



HI’R Study No.: 03-122085-106 
Data Collection Form 1 Page No:- @ /$sO 

DEMOGRAPHXS/OLOGKXTJMEDICAL HXSTORY FORM 

Visit Code 

Subject 
Qualification 

Study # 

03-122085-106 

Gender: Cl Male Female. Age: 4-3 Years 1 
Does the subject have any of the following at the treatment sites? 

L DERMATOLOGIC DISORDER 

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

No/ Yes Don’t 
Know _ 

/ 
d/ 

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

II. OTHER MEDICAL INFORMATION 

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

No ‘YeS Don’t 
Know 

I r/, 
J, 
v I -_ - -e I 

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

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

KlL MEDICATION 

1. Anhiiotics, oral or systemic ? 
2. Cortisone, Steroids, AC’IH, Anti-reaction Drugs 7 
3. Heart Medication ? 
4. IIlsuliIl 7 
5. Other 2 

No Yf!S Don’t 
Know 

VP 

I / 
v/ 

I Comments: 

I 

Based on the above me&z& history, the subject is: - l&Qualified or Cl Not qualified for the study. 

-Da&: R7-1-21 /03- 
mm dd YY 

--. -- 



Data Collection Form 2 
INCLUSION / ExCLUSiON FORM 

H.TR Study No.: 03-12208 -1 6 
PageNo.: a- 2 [ 14 

Visit Code Date Subject Initials Sub]ect Screen #: 
1qz- 

Study # 

Subject 0 -? 121 tm Q3-122085-106 
1 

Qualification mm dd yy 
j3 f tl t\f Permanent #: tJ/+ 

f m 1 
I INCLUSION CRITERIA I 

! 
Check one 

YES NO 

P 
I// 

* 

Subject: 
1. Is 18tluough65years? 
2. Has signed informed consent 7 
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 7 1 
1 5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed 7 I 

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

7. Is willing to refhin 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. Ts 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, 
miless prescribed by a physician for an intercurrent illness ? 

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

C 
Check one :.. 

NO 1 NJA 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 Mists ? 



H-l’R Study No.: 03-122085-106 
Data Collection Form 3 Page No.:Jlwit 5% 

T ILLNESS / CONCOMITm MEDICATION FORM INTERCURREN 

Visit Code Date 
. . ---I_----_- - ~.~-- 

Subject $uitiaIs Subject Screen #: 
19224 Study # 

/I$ Permanent #: 
-- 

L AA 03-122085-106 

I. Is skin on subject’s hands and wrists still free of 
Ifno, please indicate condition: . 

II, Has subject used non-antibacterial soap and follo 
If no, please explain: 

disorders? CiYes OEJo 

III. Has subject been ill since the last visit? mes (Complete below) &Jo 

IV, Has subject used any new oral or topical medication7 OYes (Complete below) & 

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

Reasons for disqualification 
I 

TO BE COMPLETED IF SUBJECT HAS AN INTERCTJRRENT ILLNESS 

Date of Onset: 

Describe condition: 

Date Reported: Date Resolved: 

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

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

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

Additional Comments: 

. Interviewer’s Signa$re: 
\ w Date* . 07 I dg 103 

mm dd YY 
\ 

J 

- . _ -. ._ - 



Data Collection Form 1 
HTR Study N;;;;IX-J;J 43 

DEMOGRAPHICS/DERMATOLOGICAL/MED ICAL HISTORY FORM 
I 

Visit Code Date Sub&t Initials Subject Screen #: 
/44 

Study # 

Subject 
Qualification 03-122085-106 

Gender: 0 Male Efbemale . 

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

Age: a3 Years 

1. DERMATOLOGIC DISORDER 

1. Psoriasis ? 
2. Eczema 7 

No 

/ 
I/ 

Yes Don’t 
Know , 

t 

I I 

3. Skin Cancer ? I r/ 1 I i 
I I 

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

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

II. OTHER MEDICAL INFORMATION 

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

No ‘YES Don’t 
Know 

r/ 
4. /” 

/ 1. 
Liver Disease ? J 

5. Kidney Disease ? J 
6. Tuberculosis ? J 
7. Diabetes? Controlled? Diet [ ] Oral [ ] Imxlin [ ] i/ 
8. Cancer ? I IA I I 
9. Auto-immune disease ~ILupus erythematosus, thyroiditis, AIDS, etc.) 7 I J _- - I 

10. organ transplant 7 J 
11. Any other condition not listed ? Please specify: r/ 

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

IIL MEDICATION 

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

I 

No 

J 
/ 

Yes Don’t 
Know 

I Comments: I 

Based on the above medical history, the subject is: &kifi~d or U Not qualified for the study. 
t 

Interviewer’s Sightore: y&Iv && Da& . 29.1 &‘ -;td -- 
mm dd w 

-- - 



Data Collection Form 2 
INCLUSION I EXCLUSION FOR&I 

Visit Code 

Subject 
Qualification 

Date Subject Initials Subject Screen #: 
/s4 

Q7fAffSJ @IN I&J Permanent #: 
- - - - - - mm dd yy f m 1 

INCLUSION CRITERIA 

Study # 

03-122085-106 

check one 
YES NO Stibject: 

r _ I 1 1. Is18tbroueh65vears? 1 
‘/ 

/ 
rl 

/ 

J 

J 

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

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

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

J 

J’ 

J 

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, 
miless prescribed by a physician for an intercurrent illness 7 

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

Checkone ..+ \. . 
.I! ) yES NO N/A Subject: 

J 
J 
J 
J 

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

J 
J 

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

Female Female Male 7. Is currently pregnant 7 D Yes V%o Of child-bearing potential: @Yes 0 No 
0 Surgically Sterile, year - Cl Post-menopausal, year ___ 

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

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

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

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

i 
I - I I 

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

E3$ualifled 0 Not Qualified for participation in this study. 
Reasons for.disqualification: _.. 

Investigatork Signature: 

Interviewer’s Initials/Date: -h?naJ !9-a-03 
Date: 29 I /ii IO3 - - 

-1 mm dd -YY 



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

DEMOGRAPH.ICS/DERMATOLOGICAL/MED ICAL HISTORY FORM * 
Visit Code Date Subject Initials Subject creen #: 

145 Study # 

Subject 
Qualification 03-122085-106 

L mm dd yy F M L 

Gender: 0 Male Female. 

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

Age: 23 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)? 

YeS Don’t 
Know 

d/, 
V/ 
r/ 

II. OTHER MEDICAL INFORMATION 

1. Allergies.? Please specify. seasonal, czkra3ches 
2. Hepatitis ? 
3. Heart and Vascular Disease? 
4. Liver Disease ? 

+ 5. Gluey Disease ? 
6. Tuberculosis ? 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Iusulin [ ] 
8. Cancer ? 
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: 

No ‘Yes Don’t 
Know 

b< 
I/f- 
v , 

v/e 
l/ 

/ 

III. MEDICATION 

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

No YeS Don’t 
Know 

Based onthe above me&al history, the subject is: dQualified or 0 Not qualified for the study. 

]D& 07 ‘/ 2/ /OS- 
mm dd YY 

-. .- 



Data Collection Form 2 
INCLUSION /EXCLUSION FORM 

1 

Visit Code Date Subject Initials Subject Screen #: 
/45 

Study # 

Subject 
Qualification d 7 /& @ 03-122085-106 

I mm dd yy 
c I A / y 

f m 1 
Permanent #: fl& 

I LNCLUSION CRITERIA I 

Check one 
YES/ NO Subject: 

/ 1. IslSthrough65years? 
J/ 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 7 
/ 5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed 7 . 

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

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

8: Is 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 ihness 7 

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

/ 

Check one *. 

10. Is willing to refixin 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 

‘) ) YES NO)/ N/A Subject: 

v-j’, 1, Is currently participating in another clinical study at this or any other facihty 7 
v / 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? 


