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

Page No.a -325 
DEMOGRAPHICS/DERMATOLOGICAL HISTORY FORM 

i I Visit Code Date Subject Initials Subject Screen #: 
IN 

Study # 

Subject 03 145 to3 c , s l 0 Permanent #: 
Qualification mm dd yy FML 

03-122085-106 

I Gender: 0 Male d Female Age: 53 Years 

.I!) 

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

1. DERMATOLOGIC DISORDER 

1. Psoriasis 1 
2. Eczema ? 
3. Skiu 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 

u) 
4 
J 
/ 
d 

IL OTHER MEDICAL INFORMATION No 

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

‘Yes Don’t 
Know 

I 
3. - 

I t I 
Heart and Vascular Disease? l-k@ Jc d 

4. Liver Disease ? J c33*e f74 03 . 
I 5. Kiduev Disease 7 ./ 

6. Tuberculosis 7 rl 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin [ ] n#- 
8. Cancer ? - , 
9. Auto-immune disease (Lupus erythematosus, thyroidhis, AIDS, etc.) ? J 
10. organ transplant ? J 

1 11. Any other condition not listed ? Please specify: 342 h (ec J c/ 

Is the subject taking any medication? If yes, please specify below: (ismut /-) ’ IF03 

III. MEDICATION No Yes Don’t 
Know 

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

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

Interviewer’s Signature: Date: 0’) I I$ I 03 
mm dd YY 



Data Collection Form 2 
INCLUSION / EXCLUSION FOR&5 

H-l-R Study No.: 03-122085-106 
PageNo.:~‘?%& 

r I 
Visit Code Date Stibject Initials Stibjec;~~ #: 

Study # 

Subject Permanent% 
Qualification 67 f 15103 L , 3 ,4_ 

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

INCLUSION CRITERIA 

Check one 
YES NO Subject: 

1. Is 18through65years? 
2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCF 17 
4. Has hands and wrists that are fl-ee of dermatoses, cuts, lesions, and other skin disorders ? 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? 
6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing, 

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

liquids, talcs and other deodorantWtiperspirant products during the entire study, unless prescribed by a 
physician for an intercurrent ilh-ress ? 

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

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

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

Female Female Male Of child-bearing potential: 0 Yes limo 

/ 

7. Is culTentJY~~~rW~e~u~ Ho 
Ey Surgically Sterile, year (990 0 Post-menopausal, year 

Ifof child bearingp - S-HCG Test Results: •I negative Cl positive 

d.l 
8. Is currently lactating ? 

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

r/ 
hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erythernatosus, thyroiditis or rheumatoid arthritis ? 

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

preclude participation ? 

c/, 
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. 

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

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

I 
Reasons for disqualification: Interviewer’s Initials/Date: 5&y- J 7J.503. 

Investigatori Signature: 
Date: o%I io 10.3 

mm dd YY 



HTR Study No.: 03-122085-106 
Data Collection Form 3 Page No.:=- 42-7 

INTERCURRENT lLLN$SS / CONCO@ITANT MEDICATION FORM 

Visit Code Date Subject Initials ‘Subject/r #: Sttidy # 

Test 
Period 03-122085-106 

c$Exw 17. a q.03 

I. Is skin on subject’s hands and wrists still free of dkrmatoses, cuts, lesions, and other skin disorders? !26s CiNo 
Ifno, please indicate condition: ’ 

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

UNo 

EL Has subject been ill since the last visit? DYes (Complete below) @60 

IV. Has subject used any new oral or topical medication? I3Yes (Complete below) B6 

Based upkm the above responses, the subject is: sd uaiified 0 Not QuaIified to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: 

Describe condition: 

Date Reported: Date Resolve& 

E 

Comments: 

L 

. Interviewer’s Signature: Date: 07 / w 1 03 
mm dd YY 

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

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

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

Additional Comments: 

CONCOiWCTANT MEDICATION 



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

Page No.:= - ‘3% 

HEALTFI CARE PERSONNEL HANDWASII BACTERIAL COUNTS 
CFUhnL of Sampling Solution 

Test Date Subject Initials Subject Screen # 
rr4 Study # 

-w- 03-122085-106 
mm dd yy I?. M L 

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

- - I -fi j lo4 10” 1 10” I 1 10” 104 , 

LEFT HAND WASH 11 RIGHT HAND 

Calculations by: JNB /07*29*03 Raw datareviewedby 
Calculations Verified by: 71; I 7Ls.63 
*lo-’ dilution is the sum of 1 .O I& spread across 3 plates. 
Underlined values are used for calculation of CFU/mL 
TNTC - Too Numerous To Count 

’ Investigator’s Signature: Date: 6 I // 103 
mm dd w 

? 



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

FOLLOW-UP VISIT Page No.:% -z 3fi 

t 

Visit Code Date 
I 

Subject Initials Subject Screen #: 
l/4 

Study # 

Follow-up ~7129 I 03 
Visit 

L I 5 / I3 P-.nent‘#:j~~ 
mm dd YY --F-G--r 

03-122085-106 

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

0 YES 
? 

NO If yes, complete below: 

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

Comments: 

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

ams NO If yes, complete below 

Comments: 

Date 

dL3 
YY 



i 

HTR StudyNo.: 03-122085-106 
Data Collection Form 1 Page yo:$E -39 

DEMOGRAl?HICS/DERMATOLOGICAL/MEDICAL HISTORY FORM 
I 

Visit Code Date Subject Initials study # 
Subject 

Qualification 03-122085-106 
mm dd yy 

Gender: 0 Male Female . Age: 6.3 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 7 

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

No/ 

I/‘,’ 

Yes Don’t 
Know 

II. OTHER MEDICAL INFORMATION 

1. Allergies.3 Please specify. 
2. Hepatitis ? 
3. Heart and Vascular Disease? 2 leaky he&. falqc% 

,)) p ;: 
Liver Disease 7 J 

Kidney Disease ? 
6. Tuberculosis ? 
7. Diabetes ? Controlled7 Diet [ ] Oral [ ] Insulin [ ] 
8. Cancer ? 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? 
10. Organ transplant ? 
11. Any other condition not listed ? Please specify: 

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

No ‘Yes Don’t 
Know 

r// 

1 
// Y 

v 

IIL MEDICATION 

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

Comments:’ 

N”/ Yes Don’t 
Know 

\/, 

Based on the above medical history, the subject is: .y5 ualitied or Cl Not qualified for the study. 
I- 

Date: 0 7 / 21. / 03 
mm dd YY 



Data Collection Fom 2 
INCLUSION I EXCLUSION FORM 

HTR Study No.: 03-122085-106 
PageNo.: z- 33 ( 

Visit Code Date Subject Initials “““‘2 Shgn #: 

Subject 03 ,21 103 pj ,E ,L Permanent#: 
Qualification --- --- 

21 mm dd yy f m 1 
INCLUSION CRITERIA 

Study # 

03-122085-106 

check one 
YES, NO 

!/, * 

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

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

8: Is willing to reMn .f?om using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 
liquids, talcs and other deodorant%ntiperspirant 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 

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

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

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

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

in - -~ 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 perfcme allergies ? 
6. Has eczema or psoriasis on their hpds or wrists ? 

Female Female/‘&Me 7, Is currently pregnant ? Cl Yes ~No Of child-bearing pot tial: 0 Yes 

\//r 
Cl Surgically Sterile, year - lJ!Post-menopauT!ear 

If of child bearing potential - 8-HCG Test Results: 0 negative 
144-5 

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 ? 

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

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

Based upon de 
9 

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

Reasons for disqualification: Interviewer’s InitiaIsiDate: *I3 C ,03+21*03 

Investigato& Signature: Qt#kT &.& 
Date: 0% f/o 103. 

mm dd YY 
a 



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

INTERCURRENT ILWSS / ;CONCOMITANT MEDICATION FORM 

! 

Visit Code Date Subject Initials Subject FT.% Sttidy # 

Test 
Period I+ EI C Pemanent* St tj74%03 

mm dd- -FE-T 03-122085-106 

I. Is skin on subject’s hands and krists still free of dkmatoses, cuts, lesions, ‘and other skin disorders? G& es UN0 
Ifno, please indicate condition: ’ 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? Bc es KIN0 
Jfno, please explain: 

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

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

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

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT KLLNESS 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

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

Action Taken: ONone 0 Continued on study Cl Withdrawn fi-om the study U Consulted physician 

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

Additional Comments: 

CONCOMJTANT MEDICATION 

Comments: 

. Interviewer’s Signa*e: 



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

Page No.:flt - 9m 

HEALTH CARE PERSONNEL EIANDWASH BACTERfAL COUNTS 
CFU/mL of Sampling Solution 

Test Date Subject InitiaIs Subject Screen # 

M/E/C 

21.3 Study # 

tl.2!24/03 
Permanent #: 

03-122085-106 
mm dd yy 21 ~ F. ML. 

BASELINE 
LEPT HAND DLLU aAwA.v Vl’TllNC I mT/*- 1 NU.UL JSAND DILUTIONS 

lOA W5 -6 lOA lo” 1O-6 
4% /7/ /a 

/ /a 
___ ----Fby : 7& / 7-3163 
put. To 7-31-03 

LEFT HAND WASH 1 RIGHT HAND 
1 n-1 10-2 I 1 n-3 I 1n-4 I 1 n-l I 1l-v2 1 n-3 I rn-4 

Counted by : Ti?- Countedby: -cftt- /7-31*&Z 

r 

LEFT HAND WASH 11 RIGHT HAND 
10-l 1 10” 10” IO4 ! lo“ 1o-2 ! lo” 1 IO4 

Counted by 

Calculations by: ;7”1J8 
Calculations Verified by: \ ! 0-l-03 
*IO-’ dilution is the SULU of 1 .O LUL spread across 3 plates. 
Underlined values xe used for calculation of CFUhL 
TNTC - Too Numerous To Count 

Investigator’s Signature: 



Data Collection Form 6 HTR Study No.: 03-122085-106 
FOLLOW-UP VISIT Page No.:- d 334 

1 

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

Follow-up odrn4 I03 permanent +#:; M / ,E , c 
Visit mm dd 

03-122085-106 
YY F M L 

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

0 YES 
pr 

NO If yes, complete below: 

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

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

YES c1 NO Xf yes, complete below 

Comments: D&&g& p 



HTR StudyNo.: 03-122085-106 
Data Collection Form 1 Page No.- -995 

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM 

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

Subject 
131 

07/15’/~3 A /-!I 18 Permanent #: 
Qualification 03-122085-106 

mmddyy F ML 

Gender: El Male d 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 specify: 
5. Hives ? 

No Yes Don’t 
Know 

- 
L, 
J 
4 

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

II. OTHER MEDICAL INFORMATION 

1. Allergies.? Please specify. Oai-30~ iVV 
2. Hepatitis 3 I 

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

No Yes Don’t 
Know 

.I/ 
rl 
/ 
cl 
J 

I 
6. Tuberculosis ? r/ 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin [ ] d 
8. Cancer 7 4 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 1 
10. organ transplant 7 cl 
11. Any other condition not listed ? Please specify: - 

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

III. MEDICATION 

1. Antibiotics, oral or systemic ? 

No Yes Don’t 
Know 

2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? L, 
3. Heart Medication ? c, 
4. IllSU.lill? / 
5. * Other ? c-/ 

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

Interviewer’s Signature: Date: -0 3 / (j / 03 



Data Collection Form 2 
INCLUSION / EXCLUSION FORM 

HTR Study No.: 03-122085-106 
Page No.: z - m 

Visit Code Date Subject Initials Subject Screen #: 
!3/ stiay# 

Subject 

i Qualification 
Permane”t+k /Jt& 07/{5 103 yJ-1 -p/g -- 03-122085-106 

mm dd yy f m 1 
INCLUSION CRITERIA 

Check one 
YES NO Subject: 

1. Is I8 through 65 years 7 
2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCF I? 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 
5. Has 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 7 
8.. Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 

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

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

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

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

Check one .., 
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 7 

4. Has artificial nails or nail tips? 

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

Female Female Male 7. Is currently pregnant ? Cl Yes tie Of child-bearing potential: B/Yes 0 No 
0 Surgically Sterile, year 

-d 
0 Post-menopausal, year 

If of child bearing potential - g-HCG Test Results: negative Cl positive 
8. Is currently lactating 9 

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 ? 

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 ? 

Based upon dermat 
Ti? 

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

Reasons for disqualification: , - Interviewer’s Initials/Date: s&i I ?4*o3 
i 

Investigatois Signature: 
Date: OSl /iZ I 03 

mm dd YY 



Data Collection Form 3 
INTERCURFUNT ILLNESS / CONCOMTI’ANT l$lEDICATION FORM 

Visit Code Date Subject Initials Subje/ct3Sr #: Study # 

Test 
Period 

n&Q 63 Al D / b permanent* 
ii&i- dd 7 F-G---X-- cw 03-122085-106 

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

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

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

IV. Has subject used any new oral or topical medication? DYes (Complete below) la.4 o 

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

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT MS AN INTEWIURREN TILLNESS 

Date of Onset: 

Describe condition: 

Date Reported: bate Resolved: 

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

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

Cl Medication taken (Complete below) OHospitalized q other (explain) 

Additional Comments: 

CONCOMITANT MEDICATION 

Comments: 

I 

I + Interviewer’s Signature: 
c&m.- L /+iJbmL I Date: o-7 I d’l I 03 

mm dd YY 



Data Collection Form 4 
H’l?R Study No.: 03-122085-106 

Page No.:= -9% 

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS 
ClWmL of Sampling Solution 

Test Date Subject Initials Subject Screen # 
I31 Study # 

03-122085-106 
mm dd yy F. M L 

BASELINE 
LEFT HAND DILUTIONS 

:, ’ 
RIGHT HAND DILUTIONS 

W5 N6 

172 20 
pf=l 15 

WC -m-L ---mT 14 
CFUhLf~6X/O’ Countedby:m8 ,QI*28*oq CFU/rnJk~~~O’ Countedby : Ji\B/ 07*28’@ 

. 

LEFT HAND WASH 11 WASH 11 RIGHT HAND RIGHT HAND 
1 n-1 

7N% 

1 n-2 lo” , n-3 I 10” rn-4 7 n-l 

-I& 
I l n-2 I , ,.-3 I 

47 14 
WC WG . ktz . 17 
Tr;rL ---m-L 

cm/a 1.3XlO * Counted by :m8 /07428u CFU/ti I, 1 )c 10 5 Counted by : 

Calculations by: ~~ /07*2q G-3 Raw data reviewed by 
Calculations Veritied by: -6. / ?+?-A% 
* IO-’ dilution is the sum of 1 .O mL spread across 3 plates. 
Underlined values are used for calculation of CFUhL 
TNTC - Too Numerous To Count 

Investigator’s Signature: 



Data Collection Form 6 

FOLLOW-WI? VISIT 
1 

Visit Code Date Subject Initials Subject Screen #: 
IL3 1 Study # 

Follow-up D7/29/a3 A/Dl& * 
Permanent #: 

Visit 
22 03-122085-106 

mm dd YY F M L 

Date Subject Entered the &udy: 

QzjIsID11 

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

0 YE3 
r 

NO If yes, complete below: 

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

Comments: 

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

NO If yes, complete below 

Date 



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

Page No:z, @ 3qD 
DEMOGRAPHICS/DERMATOLOGXCAL/MEDICXL HISTORY FORM 

Visit Code Date Subject Initials Subject Screen #: 
II0 

Study # 

Subject Permanent #: 
Qualification &97/lyjld3 I3 x- IF 

1 mm dd yy -j?-yr 23 
03-122085-106 

I 
I 

Gender: Male 0 Female. 

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

Age: Years 

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)? 

No/ Yes Don’t 
Know 

J/ 
J 

II. OTHER MEDICAL INFORMATION 

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

,.5) . ;: 
Liver Disease 7 
Kidney Disease 7 

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

No Don’t 
Know 

/ 

J/ 
Y, 

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 7 
4. Insulin ? 
5. Other ? 

Yes Don’t 
Know 

Comments:’ 

r--- 

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

Interviewer’s Si 

or 0 Not qualified for the study. 

-Date: hy/ /s/Q’)- ’ 
mm dd YY 



Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

Visit Code Date Subject Initials Study # 

Subject 
Qualification ~7/15&.3 03-122085-106 

1 mm dd yy 
B/E f;F Permanente 23 

f m 1 
I INCLUSION CRITERIA I 

Check one 
YES / NO Subiect: 

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

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

11. Is willing to comply with all study protocol requirements ? 
EXCLUSION CRITERL4 

Check one ... . 
“,) YES NO )/‘NIA Subjectz 

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

b’ / 2. Has participated in any type of hand or arm wash study witbin 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 7 
6. Has eczema or psoriasis on their hands or wrists ? 

Female Female Ma /r 7. Is currently pregnant 7 5 Yes 

2, 

0 No Of child-bearing potential: 0 Yes 0 No 
Cl Surgically Sterile, year - 0 Post-menopausal, year - 

If of child bearing potential - D-HCG Test Results: 0 negative 5 positive 
8. Is currently lactating ? 

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

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

preclude participation 1 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 upon derm 
Et 

ologic 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 disqualification: Interviewer’s In.itiala/I+e: J-N-B ,07-15aQ3 
\ , 
I 

Investigator’s Sigkture: 
Date: Q$ I /o 103 

mm dd YY 



HTR Study No.: 03-122085-10 
Data Collection Form 3 

INTERCURRENT ILLNESS ! CONCOMITANT MEDICATION FORM 
Page No.:~’ & 

Visit Code Date Subject Initials Subject Screen #: 
!I 0 

Study # 

Test 
Period 07/33/~3 O/E/F Permanent #: 

mmadw -F--z--E- 23 03-122085-106 

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

Il. Has subject used non-antibacterial soap and followed the instructions in Appendix B? 56s 
If no, please explain: 

ClNo 

Ill. Has subject been ill since the last visit? q Yes (Complete below) d No 

IV. Has subject used any new oral or topical medication? OYes (Complete below) E3d 

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

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HA!!4 AN INTERCURRENT ILLNESS 

Date of Onset: 

Describe condition: 

Date Reported: ‘Date Resolved: 

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

Action Taken: CNone [3 Continued on study 0 Withdrawn fkom the study 0 Consulted physician 

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

Additional Comments: 

CONCOMITANT MEDICATION . 
Medication 

(Oral or Systemic) 
Start Date Stop Date Indication ‘Total Daily Dose mm/dd/yy mm/dd/yy (Reason for Taking) 

Comments: 

- Interviewer’s Signature: Date: a7 I d3J 03 
mm dd YY 



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

Page No.: s -343 
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS 

CFUhL of Sampling Solution 

Test Date Subject Initials Subject Screen # Study # 

mm dd yy 
03-122085-106 

F. M L 

Calculations by: % 17 * d(o;y RaT$sreviewed by %6 / B-f-03 
Calculations Verified by: Lm 7.a 
* 10-l dilution is the sum of 1 .O mL spread across 3 plates. 
Underlined values are used for cahlation of CFU/mL, 
TNTC - Too Numerous To Count 

Investigator’s Signature: Date: s f/f 03 
mm dd Yy 



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

FOLLOW-UP VISIT 

Visit Code Date Subject Inkals Subject Screer,#II Study # 

Follow-up 07/ 28iO3 -- 
@ l E ,_I” 

Visit mm dd YY --T-Z---L 
Permapent #: 23 

03-122085-106 

Date Subject Entered the &udy: 

rnlBfo3 

Follow-Up Visit Date: 

2%n cm 

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

OYES NO 
F 

If yes, complete below: 

Clinical Observations: (Include date of onset and descriptionslseirerityfocations, etc.) 

Comments: 

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

0 YE3 ’ NO 
P 

If yes, complete below 

Comments: 

Date 



HTR StudyNo.: 03-122085-106 
Data Collection Form 1 Page No.;PIS -34 f; 

DEMOGFUPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM 

Visit Code 

Subject 

Date Subject Initials Study # 

07~21 103 6 IA /i-l Pemanen*#: Qualification 24 
03-122085-106 

mmddyy -F-ML 

Gender: Male 0 Female. Age: (D 1 Years I 

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

I, DERMATOLOGIC DISORDER 

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

No/ Ye.9 Don’t 
Know 

V/ 
I/ 
V/ 
J/ 
1/ 1 

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 ? 

6. Tuberculosis ? 
7. Diabetes 2 Controlled? Diet [ ] Oral [ ] Iusuliu [ ] 
8. Cancer ? 
9. Auto-immune disease (Lupus erythematosus, tbyroiditis, ALDS, etc.) ? 
10. Organ transplant 7 
11. Any other condition not listed ? Please specify: 

No ‘YeS Don’t ’ 
Know 

r// 

/ 
l/Q 

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 ? 

YeS Don’t 
Know 

I//, 

I 
- 

4. Insulin ? 
5. Other 3 J 

I Comments: 

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

Interviewer’s Sign Date: 01 / 21 / a . 
mm dd YY 



Visit Code 

Subject 
Qualiilcation 

Data Collection Form 2 
INCLUSION / EXCLUSION FORM 

T 
Date Subject Initials Subject Screen #: 

215 
07121dl.3 

HTR Study No.: 03-122085-106 
Page No.: 4: - ?qb 

Study # 

Permanentk u) 6 I & H 03-122085-106 
mm dd yy f m 1 - 

DNCLUSION CRITERIA 

Check one 
YES/ NO 

I 

Subject: 
1. Is18through65years7 
2. ‘Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCF 1 ? 
4. Has hands and wrists that are hee of dermatoses, cuts, lesions, and other skin disorders ? 
5. Has fhrgemails that extend no longer than approximately one (1) mm past the nail bed ? 

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

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 &rain from using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

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

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

Check one :. , 
I YES ,NO , N/A 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? 

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

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

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

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

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

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

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

Based upon derm 
ri+ 

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: Tm 

) I 

I o-7*21*03 

Investigaiork Signature: 
Date: 0s l-/o log 

mm dd YY 



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

Page No.:=- 9 47 
INTERCIJRRENT ILLNESS / CONCOMITANT MEDICATION FORM 7 

Visit Code Date Subject Initials Study # 

Test Permanent #: 
Period ~lsivJ3 

IXllCZ-Yy 
G/ fi /_‘d_ 

F??-L 03-122085-106 

I, Is shin on subject’s hands and krists still free of dermatoses, cuts, lesions, and other skin disorders’? Ides UN0 
If no, please indicate condition: ’ 

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

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

IV. Has subject used any new oral or topical medicat’on? q Yes (Compiete below) ti o 

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

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

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

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

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

Additional Comments: 

CONCOMITANT MEDICATION 

Comments: 

+ Interviewer~s Signai+re: Date: 07 I 31 e 
mm dd YY 



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

Page No.:= - 34% 

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

Test Date Subject Initials Subject Screen # 
Study # 

03-122085-106 

LEFT HAND WASH 11 RIGHT HAND 
10" 1O-2 104 10-l 

2 
1 o-3 1O4 

/sg z 2 
/30_. /2 3 /I7 ,; 2 

7hm mc 
cFu/mL\*4 x ID4 Counted by : h5 / 7-St-03 CFU/mI, I.1 x lb4 Counted by : WJ / ~ev-03~ 

Calculations by: rh@ lo$‘~~ -0 3 Raw data reviewed by Z&w f ?’ 6 *63 
Calculations Verified by: 5 I 04-Q-+ 
*lo-’ dilution is the sum of 1 .O mL spread across 3 plates. 
Underlined values are used for calculation of CFUhL 
TNTC - Too Numerous To Count 

Investigator’s Signature: Date: a?- l/O IO3 
mm dd YY 



Data Collection Form SA 

Subject initials GA* Subject# Zy. 

ADVEMEEVENTS 

Study No. 03-I 22085-I 06 
Page No.’ ==-=4-- 

? 

Onset Date End Date ‘$i 
‘I 

Severity Acff on 
Symptom I Event Taken Outcome Rezon- 

:a2 Comment/Note: Initials 

... 

Not&: Severity, RGiationship and Outcome MUST be determined by principal investigator. 
Severity: 1 =Mild 2=Moderate 3=Severe 

Relatiohship: 1 =Definite 2=Probable 3=Possible 4=Unrelated 

Action Taken: l=None. 2=Rx Therapy 3=Discor#nued Study 4=Other (specify) 

1 Outcome: 1 =Resolved-w/o 
sequelae 

2=Resol,ved W/ sequelae 3=Ongoing 4=Death 
(describe) 

'Se&us'Adverse.Event/Experience 



Data Collection Form 6 

FOLLOW-UP VISLT 

HTRStudyNo.: 03-122085-106 

Page No.:% d 350 

Visit Code Date Subject Initials Study # 

Follow-up && 04/@ 3 (3 (&+ f/d Pem?nent * d 
Visit mm dd 

“3-122085-106 
YY F 1 

Date Subject Entered the S’tudy: 

07/2//03 
mm dd yy 

Follow-JpJt;$: 

mm dd yy 

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

6 ‘YES Cl NO If yes, complete below: 

Comments: 

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

If yes, complete below 

Comments: 



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

DEMOGRAPHICS/DERMATOLOGKXL/MEDK4L HISTORY FORM 

Visit Code 

Subject 
Qualification 

Date Subject Initials Subject Screen #: 
CcYf 

Study # 

Permanent #: 
25 03-122085-106 

F M L 

Gender: d Male 0 Female _ Age: /g Years 

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

1. DERMATOLOGXC DISORDER 

1. Psoriasis ? 
2. Eczema 1 

No Yes Don’t 
Know 

1 3. Skin Cancer 1 I/ I I 
4. Skin Allergies 3 Please specify: / I 
5. Hives ? 

Does the Subject have any of the following (present and past)? 
I/l I 1 

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

I 
1 I , ---.. 

1. Allergies.? Please specify. 1.l ! 
I 2. Hepatitis ? I/-- I 
t 3. Heart and Vascular Disease? .-/ I 1 - 

,., f “,: 
Liver Disease ? / 
Kidney Disease 7 / 

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

3s the subject taking any medication? If yes, please specify below: 

III. MEDICATION 

1. hhibiotics. oral or systemic ? 

No 

, I 

Yes Don’t 
Know 

I 

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

t 3. Heart Medication ? I/ I I I 
I 

t I I 
4. IUSUliU? I 2 I I I 
5. Other ? I /- I I 

1 Comments: 

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

Interviewer’s Signature: Date: O,& 103 - 
mm dd YY 



Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

Visit Code 

Subject 
Qualification 

Date Subject Initials Subject Screen #: 
d, 34 Study # 

Permanent #: 

25 
03-122085-106 

f m 1 
INCLUSION CRITEXUA I 

Check one 
YES NO Subject: 

1. Is18through65years? 
2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCF 1 7 
4. Has hands and wrists that are gee 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-dandruE shampoo during the entire study 7 
8: Is willing to refrain from using body lotions, medicated/antibacterial lotions, oreams, 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 ? 
EXCLUSXON CRITERIA 

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

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

/ 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 1 

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

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

If of child bearing potential - 8-HCG Test Results: 0 negative 5 positive 
r 8. Is currently lactating ? 

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

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

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

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

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

I Based upon derma gic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
P Qualified D Not Qualified for participation in this study. 

R&ons for~disqualifi&on: Interviewer’sInitialsfDate: c% I ?h!.+/b3 

Investigator’s Signature: 
Date: 0 Ff / 0 I 0,3 

mm dd YY 



Data Collection Form 3 
INTERCURRENT ILLNESS ! CONCOMITANT MEDICATION FORM 

Visit Code Date Subject Initials Study # 

Test Permanent #: 0 
Period txFl/ 03 J&l Cl& 

mmddyy FML 25 03-122085-106 

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

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? @Yes El240 
Ifno, please explain: 

lIl. Has subject been ill since the last visit? OYes (Complete below) E&lo 

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

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

Reasons for disqualification: 

Date of Onset: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date Reported: ‘Date Resolved: 

Describe condition: 

Was reaction related to treatment7 ClbJot related 0 Possibly related 0 Definitely related 0 Other (explain) ’ 

Action Taken: CR\Jone 0 Continued on study 0 Withdrawn from the study 0 Consulted physician 

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

Additional Comments: 

CONCOMITANT MEDICATION 

Comments: 

+ Interviewer’s Signature: Date: 6 7 I 20 I & 
mm dd YY 

/ 



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

Page No. :x 5 %q 

i 
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS 

CFU/mL of Sampling: Solution - - 

Test Date Subject Initials 

07~9 / 03 peryy K /C I R 
mm dd vv F. M L 

Study # 

03-122085-106 

BASELINE 
LEFT HAND DILUTIONS I BIGHT HAND DILUTIONS 

LEFT HAND 
10-l 

7AITc 
C~/mz.%4%10~ 

WASH 1 
1O-z 109 lOA lo-’ 

WL $1 13 ‘TMtt 
75 lo - 

-nab 
Countedby : % I ?*3/*&3 CFU/mL7.~X 104 

RIGHT HAND 
10” -3 lo4 

& 

TMTC so_ J 

Counted by : 54-S / 7-3/-Q> 

LEFTHAND 
IO" 

7RG 

mrc/ 

WASH 11 
105 10” lOA 10-l 

m- 17 I i@mL 
/33 . 27 6 

Counted by : %‘?5 / 7-3/-43 CFU/mL~.~~~DB 

RIGHT HAND 
W2 lo” 1O4 

/oY 12 / 
77‘ /3 0 

I 
Counted by : WI I 7 -.?I- 03. 

Calculations by: .Tk/B Do8’0/ ‘0.3 Raw data reviewed by s&k I $* 6 * a3 
Calculations Verified by: tss / 8-I-03 
*lo-’ dilution is the sum of 1 .O mL spread across 3 plates. 
Underlined values are used for calculation of CFUkaL 
TNTC - Too Numerous To Count 

. . 

Investigator’s Signature: Date: cx l/O to3 
mm dd YY 



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

FOLLOW-UP VISIT Page No.:s A 356 

Visit Code Date Subject Initials Study # 

Follow-up &%b.&~ ekb&& * 
Permanent #: 

Visit mm dd F M L 
25 03-122085-106 

Date Subject Entered the study: 

-- 

Foh&pJDa.Da. 

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

0 YES 
r 

NO If yes, complete below: 

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

Comments: 

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

0 YES NO Ifyes, complete below 

Comments: 



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

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM 

Visit Code Date Subject Initials Subject Screen #: Study # 

Subject 
232 

Qualification 03-122085-106 07 la! IO=3 
mm dd yy 

71 61 3 Pemanent%& 
F M L 

I Gender: 0 Male hemale . Age: .F$ Years 
I , 1 

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

I. DERMATOLOGIC DISORDER No Yes Don’t 
Know 

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

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

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

IIL MEDICATION 

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

5. Other ? 

Commentsl’ 

No Yes Don’t 
Know 

, 

Based on the above medical history, the subject is: 

IntervieWer’s Signature: 

or 0 Not qualified for the study. 
I. 

Date: ‘a7 / df i 63 
mm dd YY 



Data Collection Form 2 
INCLUSION / EXCLUSION FORM 

Visit Code Date Subject Initials Subject Screen #: 
-3s-r 

Subject 
Qualification 2&a.p3 

3 , E ,fi 
-- 

Permauent #Z-2 
03-122085-106 

i YY f m 1 
I INCLUSION CRJTERIA I 

I Check one 
YES NO Subject: 

I 1 1. IslSthrough65years? - _ 
2. Has signed informed consent ? 

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

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

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

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

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

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

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

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

.’ 
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 7 
4. Has artificial nails or nail tips? 

Female Female ,Male 

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

Cl Surgically Sterile, year - 
If of child bearing potential - P-HCG Test Results: Cl 

0 Post-menopausal, year &&@ 
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 ? 

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

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

Based upon dermat 
2 

gic 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- diiqualiieation: Interviewer’s Initials/Date: 
1 

c+ / 07*&r/*03 

lnvestigato& Signature: 
-Date: OS / /O / U-3 - -. 

mm dd YY 
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( 

HI-It Study No.: 03-122085-106 
Data Collection Form 3 PageN*.:3!G 33 

INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FOFUW 

Visit Code Date Subject Initials Subject Screen #: Study # 

Test J)x?%rs3 &lE IQ 
;;,33 

Permanent #: 
Period mm ddy FML 03-122085-106 

I. Is skin on subject’s hands and wrists still free of dermatoses, cuts, lesions, and other skin disorders’? 04 es UN0 
If no, please indicate condition: ’ 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? Ed es KIN0 
Ifno, please explain: 

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

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

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

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS . 

Date of Onset: Date Reported: Date Resolved: 

Describe condition: 

Was reaction related to treatment? c]Not related 0 Possibly related Cl Definitely related t] Other (explain) 

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

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

Additional Comments: 

CONCOMITANT MEDICATION 

:omments: 

+ Interviewer’s Signa%e: 



Data Collection Form 4 
H.TR Study No.: 03-12208% 06 

PageNo.:= c 351 

l3EAL’rT.I CARE PERSONNEL HANDWASH BACTERLiL COUNTS 
CFWmL of Sampling Solution 

T.e.st Date Subject Initials Subject yyg Study # 

03-122085-106 
mm dd yy F. M L 

BASELINE 
LEFT HAND DILUTIONS RIGHT l3AlV-D DILUTIONS 

lo4 IO” 1Od lOA lo” 
I ‘3,hCL I 

10-6, 
rll 

I 
h&-F. I 
lNlU I 

- I aqy I ay 
? I 

LEFT HAND 
10-l 

WASH 1 RIGHT HAND 
lo3 lo” lo4 lo” IO” 

17 WgL 2% 4z4 
~7 ‘7‘Nn-, ma>!7 - 

TV/ 
Counted by : 7;i7- 17s 11-Q cFU/m~2~ 3x10 5 Counted by : 7Z I 7-3m.9 

Calculations by: TJhm I@*01 *03 Rawdatareviewedby s&k! I 8. hb3 
Calculations Verified by: &5 I 5-f-03 
*lo-’ dilution is the sum of 1.0 mL spread across 3 plates. 
Underlined values are used for calculation of CFUlmL, 
TNTC - Too Numerous To Count 

Investigator’s Signature: Date: OS? llQ I03 
mm dd YY 



Data Collection Form 6 

FOLLOW-UP VISIT 

HTR Study No.: 03-122085-106 

Page No.:- ti m 

Viiit Code 

Follow-up 
Visit 

Date Subject Initials Subject Screen #: 
E33 Study # 

03-122085-106 

Date Subject Entered the S’tudy: 

07l2h03 
mm dd yy c mm dd yy 

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

cl YES 

7 

NO If yes, complete below: 

Clinicai Observations: (Include date of onset and descriptions/seVerityAocations, etc.) 

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

NO If yes, complete below 

Comments: 

dd YY 



HTR Study No.: 03-122085-106 
Data Collection Form 1 Page No.- -3491 

DEMOGRAPEIICS/DERMATOLOGICALrmEDrCAL HISTORY FORM 

Visit Code 

Subject 
Qualification 

Date Subject Initials Subject Screen #: 
230 

Study # 

03-122085-106 

Gender: 0’Male 0 Female. 

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

Age: fi(7 Years 1 
I. DERMATOLOGIC DISORDER 

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

No Yl2S Don’t 
Know 

d 

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

II. OTFIER MEDICXL INFORMATION No ‘YeS Don’t 
Know 

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

Liver Disease ? 
Kidney Disease ? 

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

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

ICI. MEDICATION 

1. An&iotics, oral or systemic ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 
3. Heart Medication ? 
4. Ilkmlin ? 
5. Other ? 

Comments I 

No Yes Don’t 
Know 

, 

Based on the above medical history, the subject is: .2d ualified or Cl I Not qualified for the study. 
\ 

Interviewer’s Signature: *, G Date: 82 I *&i 



Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

Subject Screen #: 
1 

Visit Code Date Subject Initials 
23a 

Study # 

Subject 
Qualification 03-122085-106 03/d/f 03 ),,j 15 I H 

t nun dd yy f m 1 
Permanent#k 27 

t 

INCLUSION CRITERIA 

Check one 
NO Subject: 

1. Is18through65years? 
2. Has signed informed consent ? 

& 3. Is healthy as evidenced by responses on DCF 17 
, kr.4.J. 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 deodorantiautiperspirant products during the entire study, unless prescribed by a 
physician for au intercurrent ilhxzs ? 

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, 
&less prescribed by a physician for an intcmurrent illness ? 

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

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

1. Is currently participating in another clinical study at this or any other facility ? 
2. Has participated in any type of hand or arm wash study within the past 7 days ? 
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, PolysporinB and/or perfume allergies ? 
6. Has eczema or psoriasis on their hauds or wrists ? 

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

If of child bearing potential - P-HCG Test Results: Cl negative 0 positive 
A 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 7 

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

12. Has a kaown 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: 
B&alified Cl Not Qualified for participation in thii study. - 

Reasons for $squaliication: 

lnvestigato& Signature: 

Interviewer’s Initials/Date: Z3C / D 7 +a/* 03 
Date: o%l//ofo3 ” 

mm dd YY 



.~ ._ 

Data Collection Form 3 
HTR Study No.: 03-122085 6 

Page No.:.%- !&3 
INTERCURRENT nrmss / CONCOMITANT MEDICATION FORM 

Visit Code Date Subject Initials Subject Screen #: Study# 

Test 
Period mm dd yy -7-G-L 03-122085-106 

I. Is skin on subject’s hands and wrists still free of dermatoses, cuts, lesions, ‘and other skin disorders7 k&es E3No 
lfno, please indicate condition: ’ 

II. Has subject used non-antibacterial soap aud followed the instructions in Appendix B? @#es ClNo 
If no, please explain: 

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

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

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

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

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

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

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

Additional Comments: 

CONCOMITANT MEDICATION 

Zomments: 

. Interviewer’s Signature: 
. & Data: o7/a? 103 

mm dd YY 

J 



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

Page No.;~ -%&y 

HbUTFf CARE PERSONNELEUHDWASR BACTERIAL COUNTS 
CFU/mL of Sampling Solution 

Test Date Subject Initials Subject Scs& Study # 

03-122085-106 
mm dd yy F. M L 

LEFT HAND WASH 1 RIGHT HAND 
10-l lo” 1u3 lOA 10” 1o-2 lo9 10-4 , I 

Countedby: % Counted by : % I 7*31-O. ‘; 

. 
co~-ta~cn~Or\j ‘s\ktbi4iOYI O+ McCC1L*C Ot -n<sryI, WCI’ 

7-b 7*Sl*o3 s(Lx h-i- &divj cakufa+~: 
Calculations by: Tm / og * 01’ 03 Raw data reviewed by 5Ld) /849*&3 3J3 0841 

Calculations Verified by: I+ I S*b-o3 
*lo-’ dilution is the sum of 1 .O mL spread across 3 plates. 
Underlined values are used for calculation of CFUhL 
TNTC - Too Numerous To Count 

Investigator’s Signature: Date: 0% f/O I03 
mm dd 

u 
w 



Data Collection Form 6 HTRStudy No.: 03-122085-106 

FOLLOW-UPVISIT Page No.:% d wr 

i 

Visit Code 

Follow-up 
Visit 

Date Subject Initials Study # 

03-122085-106 

Date Subject Entered the study: 

09/2/l t93 
mm dd yy mm dd yy 

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

OYES ji(NO If yes, complete below: 

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

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

If yes, complete below 

Comments: 



HTR StudyNo.: 03-122085-106 
Data Collection Form 1 Page No:- c %6 

DEMOGR.APHfCS/DERh’LATOLOGICAL/MFDICAL HISTORY FORM 

Visit Code Date Subject Initials Subject Screen #: 

Subject 
J75 Study # 

Qualification &7/2/ la3 D / i3 / c/ Pe-anent#~~ 03-122085-106 
mm dd yy F M L 

Gender: Cl Male Female Age: 37 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 7 Please specify: 

5. Hives 7 

No Yes Don’t 
Know 

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

II. OTHER MEDICAL INFORMATION 

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

Jj 5. 
L@er Disease 7 
Kidney Disease 7 

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

No / ‘YeS Don’t 
Know 

v’ / 

J/ 
J/ 

d/ 

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

Ill MEDICATION 

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

YeS Don’t 
Know 

P’,’ 

I 

I Comments: 

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

Interviewer’s Signatur Date: 07 / 21. /03 
mm dd YY 



Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

HTR Study No.: 03-122085-l 06 
Page No.: s - w 

Visit Code Date Subject Initials Study # 

Subject 
Qualification &J3/1a -P JBIC 

Permanent #: 
03-122085-106 

c mm dd yy f m1 
I INCLUSION CRITERIA 1 

Check one 
NO Subject: 

1. Is 18through65years? 
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 ? 
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-da&&T 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 deodorantfantiperspi products during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

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

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

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

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

1 4. Has artificial nails or nail tips? 

I---~ I d Y I 5. Has soap, detergent, antibiotic, Polysporin@ and/or perfume allergies 7 

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

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

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

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

1 Based upon dem&ologic evaluation and the information contained in Data Collection Forms 1 and 2, the snbject is: 

I 
ad Qualified 0 Not Qualified for participation in this study. 

Reasons for disqualification: Interviewer’s InitialsiDate: I 07.21 -Q3 1 
Invcstigatori Signature: 

Date: 421 /o J os 
mm dd YY 



Data Collection Form 3 
HTR Study ltTGxeO;~~~~-l O@ 

INTERCURRENT ILLNESS / CONCqvlITAIqT MEDICATION FORM 

Visit Code Date Subject Initials Subject Screen #: 
17716’ /, 

Stu’dy # 

Test 
Period 63jaqlo3 +3lJJfe 

mmddy --F-z-T ,, 03-122085-106 

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

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

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

IV. Has subject used any new oral or topical medicatio (Complete below) i?fF6 

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

Reasons for disqualification: 
/ 
737 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: 

Describe condition: 

Date Reported: Date Resolved: 

. Was reaction related to treatment? !JNot related q Possibly related 0 Definitely related 0 Other (explain) 

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

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

Additional Comments: 

CONCOMITANT MEDICATION 

I I J I 

1 I I I 

J / J I 

Comments: 

. Interviewer’s Signature: %I Date: Q7 I GerJ d3 
mm dd YY i 



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

INTERCURRENT mmss 1 CONCO~ANT MEDICATION FORM 

Visit Code 

Test 
Period 

Date Subject Xnitials 

bJGb63 b !i$ / c IPermanent* 

Study # 

mm dd yy FM L 03-122085-106 

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

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? ia4 es UNo 
Ifno, please explain: 

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

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

d 

d No 

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

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

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

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

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

Additionai Comments: 

CONCOMITANT MEDICATION 

Comments: 

- Interviewer’s Signal+re: 
I 

Date: md9 103 
mm dd YY 



Data Collection Form 4 

HEALTH CARE PERSONNEL -WASH BACTERIAL COUNTS 
CFU/mL of Sampling Solution 

Test Date Subject InitiaIs Subject Scnng Study # 

07 /$?I O,$ -b &?d Permr-t#: 03-122085-106 
mm dd yy F. M L 

BASELINE, 
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS 

lOA lOA lo-s 1o‘6 
a%” I/, 

J 
CFUhL2~ &to’ Counted by : rli5; 

157 my 
-. e3/43 CFUhL~~%10 7 Counted by : 7$- I 73) 

Ls &-f-e 33; \y\prkd dw -b CbcLc~~~: I:$ +-%4- pl&. 75 7 3/-a3 
J 

LEFT HAND 
10-l 

-MC 
-rm~ 
-rH7c 

C~/mt5.0%104 

WASH 1 RIGHT HAND 
-1 

-T& -?-CL 
lo” 10-4 

25. 
-l-#-c 6% -fiiTC -4-k a 1 

7T-4775. 
Counted by : m6 f 07’3/‘@ CFUhL 2 1% x 10 ‘? Counted by : a6 /07*3m. 

LEFT HAND 
lo-’ 

19;b 
cmJ/mL 7*4r/o 3 

WASH 11 
1O-2 105 lo4 IO-’ 
7G 1 
- I 

Counted by : 7@ I 7*3)@ CFUlmL~ 1 OXlO+ 

FtIGHT HAND 
lo-* lo5 lOA 

/f / I * 
d 

Countedby : z f %?,f-m 

Calculations by: 3% / 08*&‘@ Rawdatareviewedby %.1-k f ~~~wo3 
Calculations Verified by: ass / 8+03 
*lo-’ dilution is the sum of 1 .O nil., spread across 3 plates. 
Underlined values are used for calculation of CFUfmL 
TNTC - Too Numerous To Count 

Investigator’s Signature: Date: m f&2/03 
ml-n dd YY 



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

FOLLOW-UPVISIT Page No.:% d ‘371 

Visit Code 

Follow-up 
Visit 

Date Subject Initials Subject Screen #: 
175 Study # 

03-122085-106 

Date Subject Entered the study: 

42221/a 
mm dd yy 

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

cl YES 
ps 

NO If yes, complete below: 

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

Comments: 

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

If yes, complete below 

Comments: 

Date 



HTR Study No.: 03-122085-106 
Data Collection Form 1 Page No..33z: - 372 

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM 

Visit Code Date Sub] ect Initials Study # 

Subject 
Qualification Pe~anedk 29 bl1\5 I 03 ft I \<I G 03-122085-106 

mm dd yy F M L 

Gender: U Male cd Female 

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

Age: 32 Years 

I, DERMATOLOGXC DISORDER 

1. Psoriasis ? 
2. Eczema ? 
3. Skin Cancer ? 
4. Sk.51 Allergies ? Please specify: 
5. Hives 7 

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

No Yes Don’t 7 
Know 

/ 
-I 

I 

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

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

$ ;: 
Liver Disease ? J I I 
Kidney Disease ? Id 

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

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

IIL MEDICATION 

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

No 

J” 

cl 

/ 

Yes Don’t 
Know 

I Comments: 

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

Interviewer’s Signature: 
si&&qc* 

Date- . 07. / 15 / C& 
mm dd YY I 



Data Collection Form 2 
INCLUSION 1 EXCLUSION FORM 

Visit Code 

Subject 
Qualification 

Date Subject Initials Subject Screen #: 
lab 

Study # 

03-122085-106 

INCLUSION CRITERLi 1 
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 

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

showering, and handwashing during the entire study 7 
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 deodorantfamiperspi products during the entire study, unless prescribed by a 

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

physician for an iutercurrent 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 willine to comulv with all studv urotocol reauirements ? 

r -~ EXCLUSION CRITERL4 I 

I- ~~~ Check one . 
YES NO N/A Subject: 

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

5 

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

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

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

Female Female Male 7. Is currently pregnant 7 0 Yes -@+I0 Of child-bearing potential%?es 0 No 
0 Surgically Sterile, year 

+ 
0 Post-menopausal, year 

If of child bearing pop 2 
8. Is cturently lactating ? u 

9. Has been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, an prgan transplant, an immun010gic disease such as AIDS (or HIV positive), Lupus 
erythematosus, thyroiditis or rheumatoid arthritis ? 

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

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

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

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

Reasons for disquali@ation: 
0 Not Qualified for participation in this study. 

InvestigatoA Signature: 
I 

Date: 0 % fl 
mm dd YY I 



HTR Study No.: 03-122085-106 
Data Collection Form 3 Page No.:=’ 379 

INTERCURRENT ILLN~~~~CONCOM[TANT~~DICATI~NFORM r 
Visit Code Date Subject Initials subject Screen #: 

Id4 
Study # 

Test 
Period 03-122085-106 

I 

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

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? @“& 13No 
If no, please explain: 

Ill. Has subject been ill since the last visit? OYes (Complete below) g/o 

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

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

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AH INTERCURRENT ILLNESS 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

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

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

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

Addition& Comments: 

CONCOMLTANTMEDICATION 

Comments: 

. Interviewer’s Signage: Date: C7/ 223 / 0.2 
mm dd Yy 



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

Page No.: s - 3375 

HEALTH CARE PERSONNEL HANJIWASH BACTERIAL COUNTS 
CFUhnL of Sampling Solution 

Test Date Subject Initials Subject Screen # 
J2b 

Q7/23/03 /+I &r;r Permanent #: a 
m da fl F. M L 

study # 

03-122085-106 

LEFT HAND WASH 11 RIGHT HAND 
10-l 1O-2 lo9 1O4 lo-’ lo” 109 104 

-rmc TtiTC I&-* 16 TNTC q-Am II&- 12 
-l-m 7-m /6-L.-- 17 I-WC 7-N-l-C J/L/ 19 
ThJ-rt 

cFu/mL \.cc k OS Counted by : /&?I 745Q3 CFUhL /- ;) K/O5 Counted by : a% 17ea5 bO3 
u U 

Calculations by: % / 3 ’ 2 b ‘03 Raw data reviewed by 
CahlIations verified by: b*B / 0 3 l2q * 03 
* 10-l dilution is the sum of 1 .O mL spread across 3 plates. 
Underlined values are used for calculation of CFUhiL 
TNTC - Too Numerous To Count 

I ‘?.I-Q? 

Investigator’s Signature: Date: B//i 103’ 
nun dd YY 



Data Collecti& Form 5A . 

Subject initials A/I(/G Subject # g? . Study No. 03$2208;; 06 
Page No.’ - \ 

ADVERSEEVENTS 

Symptom I Event Onset Date End Date “$’ Severity $zt Outcome Re$yon- ‘nvestigator 1 Signature/Date 

Fit! Comment/Note: Initials 

Symptom I Event 
1 

Onset Date End Date Y,N SAE Severity Action 
Taken 

Outcome Rezon-1 !nvestigator 1 
P StgnaturelDate 

Fit: Comment./ Note: 
- 

. . initials 

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

Relationship: ?=Definite 

Action Taken: ?=None. 

2=Probable 

2=Rx Therapy 

3=Possibie 4=Unrelated 

3=Discontinued Study +Other (specify) 

,’ 1 Outcome: 1 =Resblved w/o 2=Resolved W/ sequelae +Ongoing 4=Death 
sequelae (describe) 

ci-=-WG*up, 
'Serious Adverse Ever$/Experie ce -. 



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

FOLLOW-UY? VISIT Page No.:IIp: d 377 
I Visit Code I I Subject Initials I 

Subject Screen #: 
IO/, I Study # I 

\ 
Permanent #: ’ 

Hff 

FoIlow-up --2zz!jm A/HfC, * cm 
Visit mm dd YY F M L 

fl 03-122085-106 

Date Subject Entered the itudy: 

1503 t-m -- 

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

YES Cl NO If yes, complete below: 

Clinical Observations: (Inc descriptionslse~erityAocations, etc.) 

c / 

Date 

- 7 f28-/ 4”s 
‘mm dd YY 

Comments: 

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

NO If yes, complete below 

Comments: 



H.TR StudyNo.: 03-122085-106 
Data Collection Form 1 Page No. s c 3% 

DEMOGRA3?HICS/.DERMATOLOGICAL/MEDICAL HISTORY FORM 

Visit Code Date Subject Initials een #: Study # 

Subject Permanent #: Qualification 07 / 21/03 6 l&L- 03-122085-106 
~--iiif-~ FMt- L 

U Female. Age: hq Years 

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

DISORDER N? I Yes I 
Don’t 
Knnw I 

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

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

II. OTHER MEDICAL INFORMATION 

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

-;) ;: 
Liver Disease ? 
Kidney Disease 7 

6. Tuberculosis 7 
7. Diabetes 2 Controlled? Diet [ ] Oral [ ] Insulin [ 1 

No ‘YeS Don’t 
Know 

v 

1 

V, 
1 - - _ _ 

8. cancer ? 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 
10. Organ transplant ? 

1 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 ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs 7 
3. Heart Medication 7 
4. Insulin ? 
5. Other ? 

Yes Don’t 
Know 

I 

I Comments: 
I 

I I 

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

Interviewer’s Sign Date: 07 I- 21 I 0’3 
mm dd YY 1 



Data Collection Form 2 
INCLUSION 1 =CLUSION FORM 

Visit Code Date Subject Initials Study # 

Subject 
Qualification 03-122085-106 

t ( 
I INCLUSION CRITERIA I 

YES/ NO Subject: 

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

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

l--i7-7~- 1 4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders 7 7 
i--i777 1 5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed 7 ~~ 1 

6. Is willing to refrain Tom using antimicrobial soaps (liquids and/or bars) for bathing, 
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’antiperspi products during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

9. Is willing to refkain fkom using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness 1 

I A 1 10, Is willing to refrain from using topical or systemic antibiotic medication during the entire study, I 
&less piescribed by a physic& for an intercurrent illness ? 

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

Check one .‘. . 
,) YES 

1. Is currently participating in another clinical study at this or any other facility 7 
2. Has pa&&ted 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 perfinne allergies 7 
6. Has eczema or psoriasis on their hands or wrists 7 

’ Female Female M 7. Is currentlypregnant?OYes D No Of child-bearing potential: Cl Yes 0 No 
0 Surgically Sterile, year - Cl Post-menopausal, year ____ 

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

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

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

preclude participation ? 
c / ! 

/ 
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 Based upon dermpfologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: I 
d Qua&led f.l Not Qualified for participation in #is study. 

,, I !Zcasonsf;disqualif&ation: Interviewer’s InitialslDate: ts 10-I -21tE3 

Investigatorb Signature: 
Date: 08 I /D ! 03 

mm dd YY i 



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

Page No.:=’ ‘380 

I 

INTERCURRENT XLLNESS / CONCOMITANT MEDICATION FORM 

Visit Code Date Subject Initials Subject Screen #: 

Test 
19 Study # 

Period b-%Sf,b~ G- I /&!- llermanent* 
F M L 03-122085-106 

I 

e 

Comments: 

- Interviewer’s Signature: 

1 -. 

Date: cl-7 / 3 9 / 03 
mm dd YY 

I. Is skin on subject’s hands and Gvrists still free of dermatoses, cuts, lesions,.and other skin disorders? - B4 es ONo 
If no, please indicate condition: ’ 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? E&es UN0 
lfno, please explain: 

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

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

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

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

Was reaction related to treatment? c)Not related 0 Possibly related 0 Definitely related 0 Other (explain) 

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

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

Additional Comments: 

CONCOMITANT MEDICATION 



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

Page No.:= c % ) 

HIMLTH CARE PERSONNEL E4NTJWASH BACTERIAL COUNTS 
CFU/mL of Samdinz Solution 

Test Date Subject Initials Subject Screen # 
OlcJ Study # 

03-122085-106 
,mm dd yy F. M L 

LEFT HAND WASH 1 RIGHT HAND 

7Eic 
lo‘* lo” lOA 10“ 

ywc 5(b I3 qwc 
Trn Jq” 7N-x 3 7&m 

r 
cmi~5~3xfo + Counted by : JI’@ /07*31*@ CFUhL 7.9X/D 4 Counted by : m /073/*a3. 

LEFT HAND WASH 11 RIGHT HAND 
lo” 1O-2 10-l 109 1O4 

n-v /.$& 2-; / -0 
2. /w ,a?, d 

Counted by : ??- Counted by : 6 /7-3/-a 3 

Calculations by: rm / M(* 0 f ‘a.3 Raw data reviewed by .% b) ! Q l b -6.3 
Calculations Verified by: 5 ! S-1-u 
*lo-’ dilution is the sum of 1 .O mL spread across 3 plates. 
Underlined values are used for calculation of CFU/d 
TNTC - Too Numerous To Count 

CMDMr10+est\t;7& due-bcountability~~she pbte. JrJA 0741+03 

Investigator’s Signature: Date: 08 IlO 103 
lnm dd YY 

, 



Data Collection Form 6 

FOLLOW-UP VISIT 

H.YI$~~o~Oi;-l2X~5-106 

. . 

Visit Code Date Subject Initials Study # 

Follow-up l/I Ljds. 03-122085-106 
visit mm dd YY F M L 

Date Subject Entered the kudy: 

07/2/~03 
‘inm dd yy mm dd yy 

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

0 YES If yes, complete below: 

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

Comments: 

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

‘NO If yes, complete below 



HlX Study No.: 03-122085-10 
Data Collection Form 1 Page No:$E r &3 

DEMOGRAI’HICS/DERMATOLOGICAI&IEDICAL HlSTORY FORM 

Viiit code Date Subject Initials study # 
Subject 

Qualifkation 
0-f /2/ 103 E /M / M lkmanent#= 31 03-122085-106 
mmdd yy --F-G-T 

Gender: Cl Male d Female. 

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

I. DERMATOLOGIC DISORDER 

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

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

Age: /!& Years 

No YeS 

1/l/-- 

Don’t 
Know 

iI. OTHER MEDICAL INFORMATION 

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

‘;) - “;I 
Liver Disease ? 
Kidney Disease ? 

6. Tuberculosis ? 
7. Diabetes 3 Controlled? Diet [ ] Oral [ ] Insulin [ ] 
8. Cancer ? 
9. Auto-immune disease (Lupus erythernatosus, thyroiditis, AIDS, etc.) ? 
10. Organ transplant ? 
11. Any other condition not listed ? Please specify: h&,, &d/w0 / 

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

No/ ‘YttS Don’t 
Know 

/ 

II-L MEDICATION 

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

*~eeko7 zoma lxdau kl&dM.M&~Oi 

No Yes Don’t 
Know 

J/ 
/ 

I 

I Comments: 

Based on the above medical history, the subject is: l/lQualifled or Cl Not qualified for the study. 

Date: 0 ‘;7 I 2 f ! a? 
mm dd * YY 



Visit Code 

Subject 
Qualification 

Data Collection Form 2 HTR Study No.: 03-122085-106 
INCLUSION /3WXJJSION FORM Page No.: ‘rpz - %q 

Date Subject Initials study # 

07 I21 / m 03-122085-106 
mm dd yy 

5 / f$ I y Permanent #: 3 1 

INCLUSION CRITERIA I 

Check one 
YES/ NO Subject: 

1. Is 18 through 65 years? 
2. Has signed informed consent 7 
3. Is healthy as evidenced by responses on DCF 1 ? 
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 Tom using anti-dandruff shampoo during the entire study 7 

8: Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 
l/l I liquids, talcs and other deodo&/antiperspi products during the entire study, unless prescribed bya 1 . 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 ? 

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 

NiA 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 7 

I A -r--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 hfids or wrists ? / 

Male 7. Is currently pregnant 7 0 Yes ad No Of child-bearing pot tial: II Yes 8/ 
Cl Surgically Sterile, year - 2Post-menopausalNJear 148q 

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

J 

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

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

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

Based upon derm 
6 

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

Reasons for disqualiication: Interviewer’s InitialsDate: ,m’LI*o3 
._ 

Investigator’s Signature: 
Date: 09 i/oddf 03 - -- 

mm YY 



Data Collection Form 3 
HTR StudyNo.: 03-122085-10 

Page No.:=’ ?fb 
INTERCURRENT ILLNESS / CONCO$XITANT MEDICATION FORM 

Wit Code Date Subject Initials Subject Screen #: 
209 Stn’dy# 

03-122085-106 

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

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

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

IV. Has subject used any new oral or topical q Yes (Compiete below) 63fc o 

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

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN IX’JTERCURRENT ILLNESS 

Date of Onset: 

Describe condition: 

Date Reported: ‘Date Resolved: 

Was reaction related to treatment? CiNot related Cl Possibly related 13 Definitely related 0 Other (explain) 

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

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

Additional Comments: 

I / J I 

/ / I / 

1 Comments: 

. Interviewer’s Signature: Date: 
mm dd w 



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

Page No.<= - 2% 

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

Test Date Subject Initials Study # 

07 @J/O3 Perm;entk /E /M/M 03-122085-106 
,mm dd yy F. M L 

Calculations by: ldg*0!*03 Rawdatareviewedby <L/-k fQ*bo03 
Calculations Verified by: Ed< J ss4-0~ 
*lo-’ dilution is the sum of 1 .O mL spread across 3 plates. 
Underlined values are used for calculation of CFUhL 
TNTC - Too Numerous To Count 

Investigator’s ‘Signature: I Date: 9B J/O 43 nlm &cl w 



Data Collection Form 5A 

Subject Initials E 41 N\II, Subject# 3,) ‘_. I Study No. 03-I 22085106 
Page No.’ z- ?%? 

? ADVERSEEVliNTS 

Symptom I Event Onset Dat 

C. I . 1 
Commenff Note: 

Note: Se&rity, Rtilationship and Outcome MUST be determined by principal investigatoJ. 
Severity: 1 =Mild 2=Moderate 3=Severe 

Relationship: l=Definite 

Action Taken.: l=None 

2=Probable 

2=Rx Therapy 

3=Possible 4=Unrelated 

3=Discontinged Study 4=Other (specify) 

1 Outcorn&: 1 =Resolved w/o 2=Resolved W/ sequelae +Ongoing 4=Death 
sequelae (describe) 

%e&.ous Adverse Event/Experience 



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

FOLLOW-UP VISIT 

Visit c0ae Date Subject Initials 
1 

Subject Screen #: study # 

I Follow-up &$ dLt/B 3 6 1 fi /fl 03-122085-106 
Visit mm dd YY F M L 

Pemkfnent *3, 
c 

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

? 
YES 0 NO If yes, complete below: 

Clinical Observations: (Include date of onset and 

Comments: 

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

Cl YES NO 

,$ 

If yes, complete below 

Comments: 



HTR StudyNo.: 03-122085-106 
Data Collection Form 1 Page No.;pt: - 594 

DEMOGFUPHlCS/DERMATOLOGICAUMJZDICAL HISTORY FORM 

Visit Code Date Subject Initials Study # 

Subject 
Qualification m/ 6 6b c /A / u Pennanent “:3$ 03-122085-106 

mm dd yy F M L 

Gender: Cl Male $ Female Age: h/ Years 
I 

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

L DEFWATOLOGIC DISORDER 

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

No YC?S Don’t 
Know 

/ 

I 

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

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

1. Allergies.? Please speci@. J 
2. Hepatitis ? 
3. Heart and Vascular Disease? 

,) “,: 
Liver Disease 7 \ 

/ I 
Kidney Disease ? 

6. Tuberculosis ? 
7. Diabetes? Controlled? Diet [ ] Oral [ ] &sulin [ ] 
8. Cancer ? 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 
10. Organ transplant ? h&es- J 
11. Any other condition not listed 7 Please specify: &dakrO \, a&-,b J I 

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

Based on the above medical history, the subject is: I8 Qualified or Cl Not qualified for the study. 
<I - D& -0’3 / 1s /&3 IntervieWer’s Signature: . 

mm da YY 
‘. 



Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

Visit Code Date Subject Initials Subject Scre$i #: 
Study # 

Subject 
Qualification 03-122085-106 

t 
I INCLUSXON CRJTERIA I 

Check one 
YJ?S NO Subject: 

1. Isl8tbrough65years? 
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 

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

.i/ 
6. Is willing to ref?ain from using antimicrobial soaps (liquids and/or bars) for bathing, 

showering, and handwashing during the entire study ? 

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

8: Is willing to refrain from using body lotions, medicatedlantibacterial lotions, creams, oils, dishwashing 

-J 
liquids, talcs and other deodorantiantilxrspirant products during the entire study, unless prescribed by a 
physician for au intercurrent ilmess ? 

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

physician for an intercurrent illness ? 

J. 
10. Is willing to refkin 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 : , 

1’ 
1 YES NO .NtA Subject: 

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

J 2. Has participated in any we 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? 

J/ 5. Has soap, detergent, antibiotic, PolysporinB and/or perfume allergies ? 
6. Has eczema or psoriasis on their hands or wrists 7 
7. Is currently pregnant 7 0 Yes d gpotential: 0 Yes B/No 

& Post-menopausal, year 

on and the information contained in Data Collection Forms 1 and 2, the subject is: 
0 Not Qualified 



Data Collection Form 3 
INTERCURRENT ILLNESS / CONCOMFMNT MEDICATION FORM 

Visit Code Date Subject Initials Sttidy # 

Test 
Period lmw 03 

mmddyy 
& / r ,& Permanent #: 

--k--Z--L 32 03-122085-106 
1 

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

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

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

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

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

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS . 

Date of Onset: 

Describe condition: 

Date Reported: ‘Date Resolved: 

: ’ ‘)I 
Was reaction related to treatment? UNot related El Possibly related 0 Definitely related 0 Other (explain) 

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

!J Medication taken (Complete below) OHospitalized Cl Other (explain) 

Additional Comments: 

CONCOMITANT MEDXCATION 

Comments: 
/------ ~~ 

’ Interviewer’s Signature: 
1 

Date: 07 / 3Y / 03 
mm dd YY 



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

Page No.:=- %47! 

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS 
CFUhL of Sampling Solution 

Test Date Subject Initials Subject Sir-/ Study # 

07 I24 IQ3 Permanent #: 03-122085-106 
mm dd yy F. M L 

LEFT HAM) 
10-l 

l-Kc 
--rmcJ 
-pmJ 

clqJ/yJ& r.tlm” 

Calculations by: J@ 107’fl.m Rawdatareviewedby ff& / %*/*03 
Cakulations Verified by: -7-i.l / 7*a9*03 
*lo-’ dilution is the sum of 1 .O mL spread aoross 3 plates. 
Underlined values are used for calculation of ClXJhL 
TNTC - Too Numerous To Count 

Investigator’s Signature: Date: 9 / 4 I 43 
mm dd YY 



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

FOLLOW-UP MSI’T 

Visit Code Date Subject Initials Subject Screen #: 
M/ 

Study # 

Follow-up 07129/o?) P,I TI..& Permanent #: . 
Y-Y 32 03-122085-106 

Viiit mm dd F M L 

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

cl YES 
/ps 

NO If yes, complete below: 

Clinical Observations: (kclude date of onset and descriptionskeverityflocations, etc.) 

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

NO Ifyes, complete below 

Date 

i 



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

REMOGRAI?HICS/DERMATGLOGICA&/MEDICAI, HISTGRY FORM 
Page No:p *99# 

Viiit Code Date Subject Initials Study # 

Subject 

Suby;r #: 

Qualification pl~l~ 03-122085-106 
mm dd yy F M L 

Gender: q Male 

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

Age: ,%7 Years 

L DERMATOLOGIC DISORDER 

1. Psoriasis 1 

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)? 

IL OTHER MEDICAL INPORMATION No ‘Yes Don’t 

3. Heart and Vascular Disease? 
4. Liver Disease ? ! I 

-5. Kidney Disease ? 
6. Tuberculosis ? 
7. Diabetes? Controlled? Diet [ ] Oral [ ] hwlin [ ] 
8. Cancer ? v/ 
9. Auto-immune disease (Lupus erythematosus, t&r&&is, AIDS, etc.) ? I// 
10. organ transplant 7 d/- 
11. Any other condition not listed ? Please specify: I J 

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

III. MEDICATION 

1. Arkiiiotics, oral or systemic 7 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 
3. Heart Medication ? 
4. lnsulill ? 
5. Other? Tf,&s; 1 t xdaj b/&b c-txn?aI 

No 
/ 

Yes 

/ 

Don’t 
Know 

> 

I Comments: 

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

Date: 2/ / 0 3.‘. 0 7 / 
mm dd YY 



Data Collection Form 2 
INCLUSION I IEXCLUSION FORM 

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

Visit Code Date Subject Initials Subjg&+n #: Studyg . 

Subject 
Qualllcation 4LuL!a a- ISI G- Permanent #: 03-122085-106 

mm dd yy f m-i- 
INCLUSION CRITERIA -I 

Check one 
YES, NO Stibject: 

1. Is 18through65years? 
2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCF 1 7 
4. Has hands and wrists that are free of dennatoses, cuts, lesions, and other skin disorders ? 
5. Has flngemails 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 7 

8: Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 
liquids, talcs and other deodorant4antiperspi products during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

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

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

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

I /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. 

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

t 
I v f , 

I , t 
Based upon derm 

Et 
ologic evaluation and the iuformation contained in Data Collection Forms 1 and 2, the subject is: 

Qualified Cl Not Qualified for participation in this study. I 
Reasons for disqualification: Interviewer’s InitiaWDate: ‘3-c . 

Investigator3 Signature: 
Date: 08 I 10’ 1.03 

mm dd YY 



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

IWCERCUkRENT IL&NESS / CONCQMXTANI’ MEDICATION FORM 
Page No.:=@ 3% 

Visit Code Date Subject Initials Sibje;cteen #: Sttidy # 

Test 07/3OlPS Permanent #: 
Period mmddyy 325 03-122085-106 

I. Is skin on subject’s hands and k-i&s still free of dkmatoses, cuts, lesions,‘and other skin disorders? %‘& ONo 
Ifno, please indicate condition: ’ 

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

q lNo 

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

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

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

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

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

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

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

Additional Comments: 

CONCOMITANT MEDICATION 

Comments: 

. Interviewer’s Signage: Date: 071 dot03 
mm dd YY 



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

PageNo.:X 3 47 

HEALTHC~PERSO~LaANDWASaBA~RLALCOUNTS 
CFUhL of Sampling Sohtion 

Test Date Subject Initials Subject Screen # 
210 

Study # 

03-122085-106 

LEPT HAND WASH 11 RIGHTHAND 
10-l 10” I 1o-3 I 104 ! 10-l 10-* \ 1o-3 1 10” / .- 

I 5 
0 15 0” 

I $443 CFWDL 6.9 ~2 Counted by : @ / g-r-03. 

Calculations by: W 5 / 8. \.-a~ Raw data reviewed by cw-8 / ogwo 3 
Calculations Verified by: Z?4% /mi’Ol’o3 
* 10.’ dilution is the mm of 1 .O mL spread across 3 plates. 
Underlined values are used fur calculation of CFUhL 
TNTC -Too Numerous To Count 

Investigator’s Signature: Date: 8 ih2/03 
mm dd YY 



. Data Collection Form 6 

FOLLOW-UP VISIT 

i 

Visit Code Date Subject Initials Study # 

Follow-up @L22 03-122085-106 
Visit mm dd YY F M L 

Date Subject Entered the S’tudy: 

071 21103 --P 

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

0 YES 
F 

‘NO If ye;, complete below: 

Clinical Observations: (Include date of onset and descriptionslseirerityflocations, etc.) 

. 

Comments: 

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

0 YES ‘NO 
Y- 

If yes, complete below 



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

DEMOGRAPI3ICS/DERMATOLOGICAL/MEDICAL HISTORY FORM 

Visit Code Date Subject Initials Subject Screen #: 
/477 

Study # 

Subject 
Qualification 0-2 /Af f 03 ti IA lA 03-122085-106 - - - -F--z-T mm dd yy 

Age: 48 Years 
- 

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

I. DERMATOLOGIC DISORDER No 

1. Psoriasis ? J 

Yes Don’t 
Know 

I 2. Eczema ? ! J ! ! I 
3. skill cancer ? J I 
4. c Skin Allergies ? Please specify: J I 

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

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

1. Allergies.? Please specify. J 
I 2. Heoatitis 7 J I 
t  

A I  I  1 

3. Heart and Vascular Disease? I > I I I 
4. 

j i) 5. 
L&q Disease 7 i- 
Kidney Disease ? J 

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

I 

I 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? ! ! 1 
10. Organ transplant ? I 
11. Any other condition not listed ? Please specify: oc7) 1 ,J 

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. Ixlsuljn ? 

No Yes Don’t 
Know 

I , I 

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

Interviewer’s Signature: 

or 0 Not qualified for the study. 

.- Date: 0710z/-/193- - 
mm dd YY 



Data Collection Form 2 
INCLUSION I EXCLUSlON FORM 

Visit Code Date Subject Initials Subject Screen #: 
f97 Study # 

Subject 
Qualification 

CJ ,/4 lb Permanent #: 03-122085-106 
i t 7-m 1 

1 INCLUSION CRITERIA 1 

Check one 
YES NO 

*I 
h/ 

Subject: 
1. IslSthrough6Syears? 
2. I-& signed informed consent 7 
3. Is healthy as evidenced by responses on DCF 1 7 

I 
1 

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

I-- ~~~ .I I 1 5. Has 5ngernails that extend no longer than approximately one (1) mm past the nail bed ? -~~ ~-1 

J 

I/ 

6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing, 
showering, and handwashing during de 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/autibaoterial lotions, creams, oils, dishwashing 

d 
liquids, talcs and other deodorant/antiperspiraut products during tile entire study, unless prescribed by a 
physician for an intercurrent illness 7 

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

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

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

EXCLUSION CRITER’L4 

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

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

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

1 
I 

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

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

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

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

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

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

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

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

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

J preclude participation ? 

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

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

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

I Reasons for disqualification: Interviewer’s Initials/Date: /md J /I- 4dL.M 

luvestigatorb Signature: 
Date: Q$?IIo 103 .-. 

mm dd YY 



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

Page No.:>@ 1 

i 

* 
~~ERC~RRENT ILLNESS / CONCOMITANT MEDICATION FORM 

Visit Code Date Subject Initials Subject Screen #: 
/97 Study# ’ 

03-122085-106 

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

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

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

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

Based upon the above responses, the subject is: a” .* Qualified 0 Not Quahfied to continue on the study. 
Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS . 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

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

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

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

Additional Comments: 

CONCOMITANT MEDICATION 

Comments: 

’ Interviewer’s Signature. .kd,& IDa*: 



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

Page No.:= q& 3 

~ALTElCABEPEBSONNELHANDWASHBACTEBXALCOUNTS 
CFUhL of SampIing Solution 

Test Date Subject Initials Subject Screen # 
197 Study # 

llzlx?Qm 4lALfPc 
Permanent #: 03-122085-106 

mm dd yy F. M L A 

BASELINE 
LEFT HAND DILUTIONS RIGEIT HAND DILUTIONS 

lO4 UT5 104 
T-c 7wrc G 2 

~?m=- 172 z?y Turc m r+ 

cm/d\ YFd Counted by : 5~ I 8/L .h 3 CFWmL- Y\Q Counted by : 3 [ WJI /e? 

I LEFT HAND WASH 1 RIGHTlUND I I 
1t.V' I 

1 
lo4 

-l-MC. I TMC 

Counted by : 

LEFT HIAND WASH 11 RIGHT HAND 
lo-’ lo” lo” lOA -1 

4: 
W2 

f 
$i 

-rm 7 iii 
10” 
@ 

cl 4i 7-/JG G2 

CFwmL 3.7 v-d Counted by : B I s-m3 CFuhL 3.%mQq Counted by : k! ! f-I-O?. 

caicutatons by: ti I %- \- 03 Raw data reviewed by J-w /D%Ol ‘03 
Cakulations VeriEed by: Q5 I %-f-O% 
410-l dilution is the sum of 1.0 I& spread across 3 plates. 
Underlined values are used for calculation of CF’UhL 

.I 

TNTC! -Too Numerous To Count 

Investigator’s Signature: Date: 27 / f0 / 03 
mm dd YY 



Data Collectibn Form 5A 

Subiect initials W~4-A Subiect KT q ‘Study No. 03-I 22085-I OR -~~ .--- .-- . 
- -7-T- Page No.’ s- fflj 

ADVERSEEVENTS 
i.za- - 

I I- .-. - IsAE’I- . . I Action 1 Relation- InVt-p.“, 
ship SlQnafurelDate 

Symptom I Event Onset Date i&d Date !$ Severity E: Outcome Rezon- ‘nvestiQator 
Signature/Date 

I 
p$z CommenVNote: Initials 

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

Relationship: 1 =Definite 2=Probable 3=Possible 4=Unrelated 

-Action Taken: l=None. 2=Rx Therapy 3=Discontinued Study 4=Other (specify) _ 
Outcome: 1 =Rksolved w/o -d=Death 

sequelae 
2=Resolved W/ sequelae aLongoing 

(describe) 

‘Serious Advirs& Event/iixperience ‘. 



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

FOLLOW-UP VISIT 

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

Permanent #: Follow-up ~wwlO3 tdIhA+ * 
F -%--r 

03-122085-106 
Visit mm dd w 

Date Subject Entered the kdy: 

D7121~0~ 

F&&Jp$it;Da: 

--- 
mm da yy 

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

YES 0 Ii0 If yes, complete below: 

e of onset and de ons/severity/locatio 

Zomm.ents: 

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

If yes, complete below 

i 



Data Collection Form 1 
DEMOGRAPE?IC&DERMATOLOGICAL/MEDICAL HISTORY FORM 

Visit Code Date Subject Initials Subject Screen #: 

/h 
Study # 

Subject m,5/a3 /tl/ 7 IP Permanent #: 
Qualification mm dd yy F-E--Z-- 

3s" 03-122085-106 

, 

Gender: Male 0 Female. I 
Age: & Years 

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

1. DERMATOLOGIC DISORDER No Yes Don’t 
Know 

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

5. Hives ? I 4 
Does the Subject have any of the following (present and past)? 

. 
Il. OTHER MEDICAL INFORMATION I 

No ‘Yes Don’t 
Know 

1. Allergies.? Please specify. 
2. Hepatitis 7 

Heart and Vascular Disease? 
Liver Disease ? b’. 
Kidney Disease ? 

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

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

III. MEDICATION YeS Don’t 
Know 

1. Arkiiiotics, oral or systemic ? J, 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 
3. Heart Medication ? d //I 
4. rusllliu? 

I 
5. Other ? 

I Comments: 

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

Interviewer’s Sigu Date: 07 / 15 ‘I m- 
mm dd YY 

/\ 



Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

Visit Code 

Subject 
Qualification 

Date 

mm dd yy 

Subject Initials Suby$reen #: 
stllfjy # 

03-122085-106 
f m 1 

INCLUSION CRITERIA 

check one 
YES/ NO Subject: 

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

l//I 1 3. Is healthv as evidenced bv resoonses on DCF 17 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 ref.%& from using antimicrobial soaps (liquids and/or bars) for bathing, 

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

8: Is willing to ret%& from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 
liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a 
physician for an intercurrent illness 7 

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

10. Is willing to refrain Tom 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 ? 
EXCLUSION CRITEEUA 

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 7 

I JX 1 3. Has cuts, lesions, or other skin disorders on their hands or wrists 7 
[ I/ IBM -[ 4. Has artificial nails or nail tips? 

---r-~-z.k I 5, Has soap, detergent, antibiotic, Polysporiu@ and/or perfume allergies 7 

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

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

If of child bearing potential - 8-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 1 

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

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

Based upon dermat 
pp’ 

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

Reasons for disqualification:. Interviewer’s Initials/Date: CJNB ,07* /5Q3 

InvestigatoA Signature: 
Date: OS/ /O J 03 

mm dd YY 



HTR StudyNo.: 03-122085-106 
Data Collection Form 3 Page No.:=’ y07 

~NTEIKURRXNT mmss 1 CONCOMITANT MEDICATION FORM 

I 

Viiit Code Date Subject Initials Subject Screen #: 
/lb 

Sttidy # 

Test 
Period mm dd yy F M L 03-122085-106 

\ , 
i’ Was reaction related to treatment? C&Jot related Cl Possibly related c] Definitely related 0 Other (explain) ’ 

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

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

Additional Comments: 

CONCOMITANT MEDICATION 

Comments: 

I I I I I 
I I f I 

1 I 
I I I I I I 

+ Interviewer’s Signature: lkLq$inL 
Date: 07 I d;? I 62 

. mm dd YY 
u 

I. Is skin on subject’s hands and wrists still fi-ee of dermatoses, cuts, lesions, and other skin disorders? wes CsNo 
If no, please indicate condition: . 

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

Ill. Has subject been ill since the last visit? DYes (Complete below) 6 

IV. Has subject used any new oral or topical medication? i7Yes (Complete below) wad 

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

Reasons for disqualification: 

Date of Onset: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date Reported: ‘Date Resolved: 

Describe condition: 



Data Collection Form 4 

HEALTH CARE PERSONNEL HANDWASE 
CFWmL of Sampling Solution 

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

jL’Jt- 3 3& 
7k= qiio- aQ,- 

, mrt 
CFU/mL 34 y bJ Counted by : Q&h / 7.26?? CFU/mL+~ Counted by : QM / 7. P&a 3 

473 2. C/X/b3 
0 TG 7<3b<Q 

Calculations by: <Sk- I7 6 3 b , ~3 Raw data reviewed by ‘i45 / w-q 
Calculations Verified by: JNB /in- 29 -QT 
*lo-’ dilution is the sum of 1.0 mL spread across 3 plates. 
Underlined values are used for calculation of CFUhL 
TNTC - Too Numerous To Count 

Investigator’s Signature: & Date: 



. 
Data Collection Form 5A 

Subject initials PJTP Subject # 35 Study No. 03-122085-106 
Page No.’ - 

! ADVERSEEVENTS 0 
t&\l.o+ &- 

I I I I 
I , 

I 

Symptom I Event 
SAE’ Onset Date End Date Y,N Severity Action 

Taken 
*utcome Rezon- investigator 

P Signature/Date 

I ET ICommenVNote: I initials 

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

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

Action Taken: l=None 2=Rx Therapy 3=Disconti&d Study 4=Other (specify) 

1 Outcome: I =Resolved w/o 
sequelae 

2=Resoived wl sequelae 3zongoing 
(describe) 

4=Death 

'Serious Adverse Event/Experience 
. 



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

FOLLOW-UP VISIT Page No.:1 

Visit Code Date Subject Initials Subject Screen #: 
I !b Study # 

Follow-up ~7/ 2% 03 
Visit 

M IT I P p-ane~t#:& 03-122085-106 
mm dd YY F M L 

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

0 YES 
P 

NO If yes, complete below: 
: 

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

. 

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

0 YES NO Ifyes, complete below 

Date 

m?/G,3 7 
‘mm dd YY 



HTR Study No.: 03-122085-106 
Data Collection Form 1 Page y0.s L A/// 

DEMOGRAPFlICS/DERMATOLOGK!AJJMEDICAL IEISTORY FORM 

Visit Code Date Subject InitiaIs Subject Screen #: 
12f9 

Study # 

Subject 
Qualification 0 7 I /5l 03 03-122085-106 L / 5 Is 

mm dd yy F M L 
Pemanent#& 

0 Male 

> 

Female. I Age: 4.5 Years 1 

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 7 

No 

I// 

Y 

Yes Don’t 
Know 

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

II. OTHER M.EDICAL INFORMATION 

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

,)r I 5. Kidney Disease ? 
6. Tuberculosis 7 
7. Diabetes 7 Controlled? Diet [ J Oral [ ] Insulin [ ] 
8. Cancer ? 
9. Auto-immune disease (Lupus erythematosus, th~oiditis, AIDS, etc.) 7 
10. organ transp1ant ? 
11. Any other condition not listed ? Please specify: s 

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

No ‘YeS Don’t 
Know 

\/, 

I 

EL MEDICATION 

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

Comments; 

No Yes Don’t 
Know 

Based on the above medical history, the subject is: f3/qualified or 0 Not qualified for the study. 
.i -- 

Interviewer’s Si Date: 07 1.15 I 02 
mm dd YY 



Data Collection Form 2 
INCLUSION J =CLUSION FORM 

Visit cod0 Date Subject Initials Subject Screen #: 
120 *, 

Study # 

Subject 
Qualification 0 ? l/5/ l2 3 / J s J 5 03-122085-106 

I mm da yy f m 1 
Permanent#: 3b 

I INCLUSION CRITERIA 1 
Check one 

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

6. Is 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 7 

8: Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwaahing 
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, 
unless prescribed by a physician for an intercurrent illness ? 

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

\\J-yizz.T-- 
! NO /NJA Subject: 

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

v’ ,‘* 5. Has soap, detergent, antibiotic, Polysporin@ and/or perfinne allergies 7 
6. Has eczema or psoriasis on their h@s or wrists 7 / 
7. Is currently pregnant s M’No Ofchild- ‘ngpotentiah 0 Yes 

& 
@N 0 

Surgically Sterile, year 0 Post-menopausal, year __ 
/ If of child bearing potential - 8-HCG Test Results: tl negative 0 positive 

J , 
8. Is currently lactating 7 

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

/ 
r/l 

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

Based upon dermat 
/ 

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

Interviewer’s Initials/Date: m8 J 07.l5-a 
1 

Reasons for disqua@ation: 

InvcstigatoA Signature: 
Date: 4% I 10 J a.3 

mm da YY 



Data Collection Form 3 
INTERCURRENT LL,Ll@Ss / CONCOMITANT MXDICATION FORM 

Visit Code Date Subject Initials Subje;y #: Study # 

Test 
Period 

07~a3103 L , S , 5 PeAneat #: 

1 mmddyy FML 03-122085-106 
1 

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

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

III, Has subject been ill since the last visit? OYes (Complete below) 40 

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

Based upon the above responses, the subject 9s: @d ualified 0 Not Qualified to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT EfAS AH INTERCURRENT ILLNESS 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

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

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

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

Additional Comments: 

CONCOMITANT MEDICATION 

Comments: 

/ I I i 

I I / I 

. Interviewer’s Signature: L [ Date: 03 ! d3 ! 63 
l mm dd YY 



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

Page No.: x 4 I// I 
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS 

CFUhL of SampJ.ing Solution 

Test Date Subject Initials Subject Screen # 
120 Study # 

07 123103 I!-/ 31 S PermaT;#: 03-122085-106 
mm dd w F. M L 

Raw data reviewed by ‘iA / 0-143 

*lo-’ dilution is the sum of 1.0 mL spread across 3 plates. 
Underlined vahes are used for calculation of CPU/II& 
TNTC - Too Numerous To Count 

Investigator’s Signature: Date: 



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

FOLLOW-UP VJSlT . _, 
Visit Code Date Subject Initials Subject Screen #: 

I20 Study # 

Follow-up 071 26 03 03-122085-106 
Visit mm dd YY 

L 1 5 is Pem?nent *36 
F M L 

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

Cl YES 
? 

NO If yes, complete below: 

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

Comments: 

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

If yes, complete below 

Comments: 

Date 



i 

HTR Study No.: 03-122085-106 
Data Collection Form 1 Page No.*= + !b 

DEMOGRAPHICS/DERMATOLOGICAL/MJZDICAL HISTORY FORM 
Subject Screen #: Visit Code Date Subject Initials 

&o 
Study # 

Subject 
Qualification 03/ (5103 &J- 17 Pe-anent#z 

37 
03-122085-106 

mmddyy F%-L 

Gender: Cl Male a’ Female 

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

Age: m Years 

I. DERMXTOLOGIC DISORDER 

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

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

No YCS Don’t 
Know 

4 
I 
/ 
d 

II. OTHER ME&AL INPORMATION 

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

)I :: 
Liver Disease ? 
Kidney Disease 7 

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

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

No YeS Don’t 
Know 

d 
4 
r/ 
d 
d 
w 
c/ 
J 
J 
J 
J 

III. MEDICATION 

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

Comments: 

No Yes Don’t 
Know 

J 
s/ 
t/ 
w 
1 

Based on the above medical history, the subject is: 

Interviewer’s Signature: 

or Cl Not qualified for tlie study. 

Date: 07 I IS-1 -OJ 
mm dd YY 



Check one 
YES NO Subject: 

1. Is18through65years? 
2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCP 1 ? 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders 7 

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

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

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

liquids, talcs and other deodorant&niperspirant 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 
nhvsician for an intercurrent illness ? 

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

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

Check one . . . 

ExcLuSION CRITERIA 

‘. “;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 ? 

Data Collection Form 2 
INCLUSION / =CLUSION FORM 

HI’R Study No.: 03-122085-l 06 
PageNo.: -ED +/IT 

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

I 1 11 5. Has soap, detergent, antibiotic, Polysporin@ and/or perfume allergies ? 
I I ‘ 

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

Female Female Male 7. Is currently pregnant ? 0 Yes ezN0 Of child-bearing potential: 0 Yes mo 
0 Surgically Sterile, year - EY-jPost-menopausal, year doe I 

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

d 

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 arth&is ? 
10. Has another medical condition which in the opinion of the Investigator would 

1 1 4 1 preclude participation? 

c/. 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 

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



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

INmRCURRENT ILLNESS / CO~CQ~ANT R;LEDICATION FORM 
Page No.:~’ 919 

Visit Code Date Subject Initials Subject Screen #: 
159 

Study # 

Test 
Period 03-122085-106 

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

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

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

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

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

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: Date Resolved: 

Describe condition: 

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

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

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

Additional Comments: 

CONCOMITANT MEDICATION 

Comments: 

. Interviewer’s Signature: Date: b 7 I a SC I Q-1 mm dd YY J 



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

PageNo.:= -‘f!q 

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

Test Date Subject Initials Subject Screen # 
14(-J Study # 

03-122085-106 

BASELINE 
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS 

1O4 IO” w6 lo4 
a\\ \L -pTL iif; 
ji5 

\r 
\, s3 

G-U/d %‘d Counted by : m /q.~%sJ, 
\“t 

CFU/mLI %f$ C?dby :pCs / -I.%.-3 

LEFT HAND WASH 11 RIGHT HAND 
. r-1 I _ A.9 I - e-9 I --A I ._ 1 I I) I . I . ,d 

Calculations by: 343 /07<24 -l 23 Raw data reviewed by 
-riiii l-3&D?, 

ati I 8.l. 03 
Calculations Verified by: 
*lo-’ dilution is the sum of 1 .O mt spread across 3 plates. 
Underlined values are used for calculation of CFUhL 
TNTC -Too Numerous To Count 

Investigator’s Signature: Date: I k I d5 
mm dd YY 



Subject initials 

Data Collection Form 5A 

hp Subject # 3 7 Study No. 03-I 22085-I 06 
Page No.’ x- 4,G-w 

ADVERSE EVElYTS 

Symptom I Event 

Entry b 
Date omment/Note: 

,I I 

Onset Date EndYDate “!f Severity ~~~~~ b&ome Rezon- S.“v@$@$~~te 

Initials 

b 

Symptom 1 Event 

Entry c 
Date ommenVNote: 

I. I 

SAP Action Onset Date End Date Y,N Severity Taken Outcome ReEon-’ S~“$$$&e 1 

I 
Initials / 

I *I 

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

Relationship: ? =Definite 2=Probabie 3=Possible . 4=UnreIated 

Action Taken: .l=None _ .2=Rx Therapy . 3=Dikcontinued Study- 4=Other (specify) 

1 Outcome: 1 =Resolved wlo’ 
sequelae 

i=Resolved WI sequelae 3=Ongoing 
(describe) 

4=Death 

TSeriou3 Adverse Event/Expe&nce 



i 

Data Collection Form 6 

FOLLOW-UP VISIT 

HTR Study No.: 03-122085-106 

Visit Code 

Follow-up 
Visit 

Date Subject Initials Subject Screen #* 
/%a 

Study # 

03-122085-106 

Date Subject Entered the S’tudy: 

.07//5;& 

Follow-Up Viiit Date: 

~7/2%03 
m m  dd yy m m  dd yy 

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

YES u I40 If yes, complete below: 

Clinical Observations: (Inc 

Comments: 

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

0 YES Cl NO If yes, complete below 

Comments: 

Medical Consultant’s Signature: Date 
I I 

m m  dd vv 



HTR Study No.: 03-122085-106 
Data Collection Form 1 Page No:- e Lf22 

DEMOGRAE’HICS/DERMATOLOGICAL/MEDICAL HISTGRY FOR&I 

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

Subject 
Qualification (37f al 103 R/G 1 /te Permanent #$J$ 03-122085-106 

mm dd yy F M L 

Gender: 0 Male Female. 

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

Age: 5(0 Years 

I, DERMATOLOGXC 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 YW Don’t 
Know 

I 

I/’ 

I/ 

IL OTHER MEDICAL INFORMATION No YeS Don’t 
Know 

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

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

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

III. MEDICATION 

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

No Yes Don’t 
Know 

Based on the above medical history, the subject is: Lf Qualified or Cl Not qualified for the study. 
_ 

Interviewer’s Signature: Date: 6-7. / $1 I O? 
mm dd w 



Data Collection Form 2 
INCLUSION / EXCLUSION FORM 

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

Subject 
Qualification ,PJ ,G / < Permanent#: pJ u-?a IO3 03-122085-106 

mm dd yy f m 1 
INCLUSION CRXTERTA I 

Check one 
YES NO Stibject: 

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

1 6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing. I 
I-‘1 showering, and handwashing &ring the entire s&d; 7 - 

-- 

I I I 1 
I 

7. Is willinine to refrain from usinn anti-dandruffshamuoo durine 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 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, 
u&ess prescribed by a physician for an intercurrent illness ? 

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

I Check one :. . 
A hS NO N/A Subject: 

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

/ 4. Has artificial nails Or nail tips? 

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

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

Female Female Male 7. Is currently pregnant ? 0 Yes m potential: 0 Yes mo 
JYSurgicalIy 0 Post-menopausal, year - 

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

xl. 
8. Is currently lactating ? 

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

10. Has another medical condition which in the opinion of the Investigator would 
1 1 n 1 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: 
Cl Not Qualified for participation in this study. 

Reasons for disqualification: - ’ 
Investigatori Signature: dd YY _ .~_ _ 

v 



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

Page No.:=- qgv 
INTERCURRENT ILLNESS /CONCOMITANT MEDICATION FORM 

j 

Visit Code Date Subject Initials Subject Screen #: Study # 

Test 
Period n/a0 /a3 

mmddyy 03-122085-106 

I. Is skin on subject’s hands and wrists still free of dermatoses, cuts, lesions, and other skin disorders? QY& [7No 
Ifno, please indicate condition: 

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

III, Has subject been ill since the last visit? OYes (Complete below) dNo 

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

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

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRI$NT ILLNESS 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

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

Action Taken: ONone 0 Continued on study 0 Withdrawn from the study [3 Consulted physician 

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

Additional Comments: 

CONCOMlTANT MEDICATION 
Medication 

(Oral or &stemic) 
‘Total Daily Dose 

I 
Start Date - 

mm/dd!yy 

Comments: 

. Interviewer’s Signature: Date: (s7 I 30 / 03 
mm dd YY 



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

PageNo.:= ti 4% 

H%UTEICAREPERSON’NELHANDWASHBACXERIALCOUNTS 
CFUhL of Sampling Solution 

Test Date Subject Initials Study # 

g /y,o~ @,G I fi p-y;: 03-122085-106 
YY F. M L 

BASELINE 
LEFT ZIAND DILUTIONS RIGHT ITAND DILUTIONS 

10” -5 

%$ 
104 lOA W6 

l-m-c II -w-c 13 
T-c- win 5 -t-MC ? r 

LEFT HAND WASH 11 RIGHT HAND 
10-l lo-” lo” 1O4 10” lO-3 lOA 

ffi 12 3 
-r 
72 

/141. !a& 0 -&JR n-m 
fir I 

cFu/mL~.QY\‘3q Counted by : IF- / -?3 cFuhL\.o)L\os Counted by : f% / 8-W 

Calculations by: W 5 / 8. \.a3 Rawdatareviewedby Td’B 
Calculations Verified by: WS I 8% 03 
*lo-’ dilution is the sum of 1.0 mL spread across 3 plates. 
Underlined values are used for calculation of CFUhL 
TNTC -Too Numerous To Count 

Investigator’s Signature: Date: 08 l ma3 
mm dd w 



Data Collection Form 5A 

Subject initials 8.6 R Subject# 3% Study No. 03-122085-106 
Page No.’ p6- 430 

ADVERSE EVENTS 

. . 

i 

Symptom I Event Onset Rate E’nd Date ?$ Severity !$~~ Outcome ReEon* S~nv$f~~te 

Entb’ Comment/Note: Date Initials 

I I I ’ 

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

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

Action Taken: le=None 2iRx Therapy 3=Distiontinued Study -4=Other (specify). 

Outcome: 1 =R&olved wlo 
sequelae 

2=Resoived W/ sequelae 3=Ongoing 
(describe), 

51 tIigp.*cY’ ” 
$erious Adverse .Eyent xperz rice 

4=Death 



Data Collection Form 6 

FOLLOW-UP VISIT 

HTR Study No.: 03-122085-106 

Page No.:% H q&7 

Visit Code Date Subject Initials Study # 

Follow-up 0gl~4 f 03 
Visit mm dd 

03-~22085-~06 
YY 

10 1 0 I& Pemanente3g 
F M L 

Date Subject Entered the study: 

L2aRll& 

Fok$QV&it;; 

mm dd yy mm dd yy 

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

N YES Cl NO If yes, complete below: 

Clinical Observations: (Inc 

E-7 
/ I / 

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

F 
YES 0 NO’ If yes, complete below 

Comments: $-- -pq 
, / 

Date 


