
Data Collection Form 1 
HTR Study N;cx;;o;~2-l~~, 

DEMOGRAPElICS/DERMATOLOGRXL/MEDICAL HISTORY FORM 

Visit Code Date Subject Initials Subje&rri #: Study # 

Subject 
Qualification 0 7121 f 03 Permanent *a ’ 03-122085-106 5 /A Is 

mm dd yy F M L i 

r 
Gender: 0 Male d Female Age: e Years 

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

I. DERMATOLOGIC DISORDER 

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

No Y&S? Don’t 
Know 

/, 
V 

4. Skin Allergies ? Please specify: I v/ 1 I 
5. Hives 7 v I 

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

II. OTFIER MEDICAL INFORMATION 

1. Allergies.? Please specify. a\l\tan-k;s\ 
2. Hepatitis ? 
3. Heart and VascuIar Disease? 
4. 

9 5. 
Live+,Disease ? 
Kidney Disease ? / 

. 

No ‘YC?S Don’t 
Know 

t  6. Tuberculosis 7 I I 1 1 t 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin [ J 
8. Cancer ? 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? 
10. Organ transplant ? V 
11. Anv other condition not listed ? Please soecifk 

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

IU MEDICATION 

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

Camments:’ 

Yes Don’t 
Know 

Based on the above medical history, the subject is: 

Intenkweis Sign 

Not qualified for the study. 

D&e: -o-? /- 2 1 I 03 
Trim dd Yy y 



Dz tta Collection Form 2 
INCLUSION I EXC -ZUSION FORM 

Visit Code 

Subject 
Qualification 

Date Sub] eet Initials Sub$;een #: Study # 

67 /Z//b3 Permanentk a,, S i A ~5 03-122085-106 
mm dd yy f m 1 

INCLUSION CRITERIA I 

Check one 

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

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

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

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

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

10. Is willing to refialn 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 CRITFRIA 

Cl Not Qualified 



HTR Study No.: 03-122085-10 
Data Collection Form 3 Page No.:=-h 9 e 

INTERCURRENT ILLNWS ! CONCOMITANT MEDICATION FORM 

Visit Code 

Test 
Period 

Date Subject Initials Subject Screen #: 
&w 

Study # 

Permanent #: $2 .g ,A /s 
F M L 03-122085-106 

* 

I. Is skin on subject’s hands and %sts still free of dkmatoses, cuts, lesions, ‘and other skin disorders? c]Yes mo 
Ifno, please indicate condition: ’ 

II: Has subject used non-antibacterial soap and followed the instructions in Appendix B? &es CM0 
If no, please explain: 

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

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

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

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS . 

Date of Onset: Date Reported: bate Resolved: 

Describe condition: 

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

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

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

Additional Comments: 

CONCOMITANT MEDICATION 

Comments: 

. Interviewer’s Signaee: % v h l &J& Date: 09 / de? / 03 
mm dd YY 



Data Collection Form 4 

H&XLTII CARE PERSONNELHANDWASH BACTERIAL COUNTS 

Test Date 
CFUhL of Samplinpr Solution 

suu--’ v-as-,- i SW “,txL lIl‘L,lils _ ect Screen # Study # I 

15 i$ffd$ 1 2 1 fi 1s perm;;‘” 03-122085-106 1 

LEF‘T HAND WASH 1 RIGHT HAND 

LEFTHAND WASH 11 RIGHTHAND 
lo” 1O-2 1o-2 10” 104 

2p - 

Calculations by: 3 /7*31-0’3 Rawdatareviewedby sL# I g*6*03 
Calculations Verified by: ?&A / CS*Ol*OS 
*IO-’ dilution is the sum of 1.0 mL spread across 3 plates. 
Underlined values are used fdr calculation of CFu/mL 
TNTC - Too Numerous To Count 

Investigator’s Signature: Date: 



Data Collection Form 5A 

Subject Initials sfY5 Subject # %2 Study No. 03-I 22085-A 06 

I’ J 
Page No.’ s- b65 

ADVERSE EVENTS 

I I 
SAE’ Action s m tom, ,-vent Onset Date End Date Y,N Severity Taken Outcome Rezon- 1 ,[““,@$~$~t, 

:a2 CommeWNote: Initials 

I I ~~ 1~ 

I , 1 

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

Relatl?nship: .‘l =Definite 2=Probable 3=Possible 4=Unrelated 

Action Taken: j=N6ne ?=RxTherapy 3=Discontinued Stuhy 4=Other (specify) 

) 1 Outcome: i=Resolved w/o -. 
sequelae 

2=Re&ved WI sequelae 3LOngoing ’ 
(describe) 

4=Death 

%&ious Adverse Epenthxperience 



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

FOLLOW-~ MSIT PageNo.:-- &(’ 

Visit Code Date Sui>ject Initials Subject Screen #: 
2475 Study # 

Follow-up &b ot / 03 03-122085-l&j 
Visit mm dd YY 

3 / fi /a Pemapent#:~ 2 
FM-L 

Date Subject Entered the $tudy: 

071 2% 03 

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

P 
’ YES 0 NO If yes, complete below: 

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

NO If yes, complete below 

Comments: 

.- 



HTR Study No.: 03-122085-106 
Data Collection Form 1 Page No:zJZ -1167 

DEMOGRAI?HICS/DERMATOLOGICAL/MEDICAL HISTORY FORM 
‘-, 1 

i Visit Code ” Date Subject Initials Subject [TT #: Study # 

Subject 
Qualification @7/a I @ 

mmdd ,yy 
A 13 1 ,c pemanent#:g 03-122085-106 
F M L 

I Gender: q Female. Age: /“I Years 

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

L DERMATOLOGIC DISORDER 

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

NO YeS Don’t 
Know 

/ 
J 
I 
J 

t 5. Hives 7 - I - I I 
Does the Subject have any of the foIlowing (present and past)? 

II. OTI@XR MEDICAL IN-J?ORMATION 

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

-11 5. 
Liver Disease ? 
Kichev Disease ? 

No 

J 

rl 
d 
/ 
u, 

Yes 
7 

Don’t 
Know 

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

I 
! 

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

III. MEDICATION No 

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

Yes Don’t 
Know 

3, Heart Medication ? 
4. Insulin? 

J 
J’ 

5. Other ? 
.- 

Comments: 

I N I I 

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

Interviewer’s Signatie: 

or 0 Not qualifiid for the study. 

~- Dati: b? .I 21 /IQ? -- 
mm dd YY 



Visit Code 

Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

Date Subject Initials Subject Screen #: 

H”TR Study No.: 03-122085-l 6 
Page No.: ,=bb 

Study # 

Subject 
Qualification 

fl,2[ /b3 &b ,x Perman~~~$~ -- 03-122085-106 
mm dd yy f-z-1 

INCLUSION CRITERIA 

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 fingernails that extend no longer than approximately one (1) mm past the nail bed ? 
6. Is willing to reW.n 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 rei?ain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 

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

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

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

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

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? 

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

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

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

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

------- 
9. Has been medically diagnosed as having amedical condition such as: diabetes, 

/ 
hepatitis, an prgan transplant, au 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 ? 

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

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

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

Interviewer’sInitials/Date: 9% 

Date: @ I /( / 03 
mm dd YY 

- _ 
-. 



Data Collection Form 3 
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM 

Visit Code Date Subject Initjals Subject Scree, #: 
/3Q 

Stu’dy # 

Test 
Period 

07 /a8/ 03 
mmddyy F M L 03-122085-106 

, 

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

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

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

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

Based upon the above responses, the •l Not Qualified to continue on the study. 

Reasons for disqualification: 

TO BE COMPLETtiD IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: 

Describe condition: 

Date Reported: ‘Date Resolved: 

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

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

q Medication taken (Complete below) hospitalized q Other (explain) 

Additional Comments: 

CONCOMITANT MEDICATION 

Comments: 

- Interviewer’s Signature: l Date: 07 /El 8- 1e 
mm dd MIX YY 

J .- 

i . . 



HTR Study No.: 03-122085-106 
Data Collection Form 4 Page No.: -70 

REALTH CARE PERSONNEL HANDWASH BACTERW, COUNTS 
CFU/mL of Sampling Solution 

Test Date Subject Initials Subject Screen # staay# 

07 128~63 &3"/s 
179 

Permanent #: 
83 03-122085-106 

m ad w F. ML 

ij 

BASELINE 
LEFT JUND DILUTIONS RIGHTHAND DILUTIONS 

lo4 -5 

WC ;i* 
10’4, HP loa 

7m4 l&k 2Y 
TNTL. 5i? 13 nab t3C 22 

CFUhnL le8?%7 Counted by : hs I 7-3t’-q CFUhnL&&& Counted by : 9, I 7- 3@-03 

LEFT HAND WASH 1 RIGHT HAND 
lo” lo9 10” lOA lo” 

‘\uct Jl4cL 5p MC fl 9 
mo ‘Ehrro f-3, L9 
Nb 

cFu/InLL. AX IO y Counted by : u$ Counted by : klr / 7-30-Q> 

LEFT HAND WASH 11 RIGHT HAND 
lo” 1 o4 10” 10’ 10-l - lo” 10” 104 

1Jp 3* 5 0 2cJ / 0 
/rr!h %/ 0 6 /G / I 

!.30/ SS, 
cFuhLJ.&x ID a Countedby: h5 / 7430-03 CFUh&h5~/$ Countedby: 43 I 7-30-03 

Calculatim by: % / 7-.1\*03 Raw datareviewedby SCb 1 84203 
Calculations Verified by: TN% /6%a1’03 
*lo-’ dilution is the sum of 1.0 mL spread across 3 plates. 
Underlined values are used for calculation of CFJUhL 
TNTC - T&o Numerous To Count 

Investigator’s Signature: Date: @l/C 103 
/ mm dd YY 

je - -_ 



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

FOLLOW-tJP VISIT PageNo.:% - 67/ 
Visit Code Date Subject Initials Study # 

Follow-up &a of I03 --- 03-122085-106 
Visit mm dd YY F-E-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? 

If yes, complete below: 

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

Comments: 

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

Cl YES 
P 

NO If yes, complete below 

Comments: 

Date 
87 /IO? - 

mm dd YY 



Data Collection Form 1 
DEMOGRAPHICS/DERMATOLOGICAL/MEDIC!AL HISTORY FORM 

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

Subject 
Qualification 4J7/AllB E j J ,z Permanent #: 

mmddyy FML 
03-122085-106 

Gender: 0 Male l?fFemale 

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

Age: 6d Years 

I, DERMATOLOGXC DISORDER No Yes Don’t 
Know 

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

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

Il. OTHER MEDICAL INFORMATION 

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

No ‘Yes Don’t 
Know 

J 
t 

, - I I 

3. Heart and Vascular Disease? I a/ I I 1 
I 

I I 1 
4. Liver Disease ? 1 J I I 1 

4 11 5. 
I I I 

Kidnev Disease 3 I > I I 1 
I 

. I I I 
6. Tuberculosis 7 I N I I 

r---~ 7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insulin [ ] J I 
8. Cancer ? J 
9. Auto-immune disease (Lupus exythematosus, thyroiditis, AIDS, etc.) ? I 4 I I 
10. Orean transthnt 7 ./ 

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

III. MEDICATION 

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

No Yes Don’t 
Know 

rl 
J 

J 
/ 

I J 
:- 

Comments: 

1. 
Based on the above medical history, the subject is: i5t$ ualified or El t Not qualified for the study. - 

InterViewer’s Signature: 
svl.+&“$a-. -- -. 

Date: _ - 8// / df I & 
mm dd YY 

. 



Checkone 
YES NO Subject: 

I 1 1. Is18thro~h665vears? 
- I 

2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCF I 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 ? 
6. Is willing to reiiain 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-dambufF shampoo during the entire study 7 

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

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

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

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

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

I I I 

Data Collection Form 2 
INCLUSION / EXCLUSION FORM 

Visit Code 

Subject 
Qualication 

Date Subject Initials Subject Screen #: 
/73 Study # 

03-122085-106 s7 ‘5; / 63 Ef / J, / f- 
YY 

Permanent #if SLf 

INCLUSION CRITERIA 1 

Female 

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

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

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

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

Female Male 7. Is currently pregnant 7 0 Yes 8’ Of child-bear-in potential: 0 Yes l?N 
P 

J 
/+ y sf W Surgicall~terile year & El Post-menopausal, ;ear 

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

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

rl 
hepatitis, an prgan transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 

ematosus, thyroiditis or rheumatoid arthritis 7 
10. Has another medical condition which in the opinion of the Investigator would 

J’ preclude participation ? 

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

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

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

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

Reasons for disqualifl~ation: 
1 -, 

Investigator’s Signature: 

Interviewer’s Initials/Date: 

Date: 



HTR 
Data CoUection Form 3 

INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM 

Visit Code Date Subject Initials Subject Screen #: sttiay # 

Test 
Period 0 7 I dFJOd 

mmddyy 03-122085-106 

I. Is skin on subject’s hands and tists still free of dermatoses, cuts, lesions, ‘and other skin disorders’? ewks I340 
If no, please indicate cokition: 

II. Has subject used non-antibacterial soap and followed the instr~~ctions in Appendix B? G%es UNo 
Lfno, please explain: 

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

IV. Has subject used any new oral or topical medication? OYes (Complete below) E4’6 

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

Reasons for disquali5catiom 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURREN TILLNESS 

Date of Onset: Date Reported: bate Resolved: 

Describe condition: 

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

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

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

AddSor& Comments: 

CONCOMlTANI’ MEDICATION 

Comments: 

. Interviewer’s Signature: Date: 1071 d8 1423 
mm dd YY 



HTR Study No.: 03-122 
Data Collection Form 4 Page No.: z 

HEALTa CARE PERSONNEL HANDWASR BACTERIAL COUNTS 
CFUhL of Sampling Solution 

Test Date Subject Initials Subject Screen # 

I 73 Study # 

03-122085-106 

LEFT HAND WASH 11 RIGHT HAND 
lo” I 1 o-2 In-3 I 10-4 I In-' I im2 I 1 n-3 I 10"' 

Calculations by: 3 /7*3h?;,Raw&tareviewedby sL& t gW6’b3 
Calculations Verified by: TNP, /bwNm 
*lo-’ dilution is the sum of 1 .O mL spread across 3 plates. 
Underlined values are used for calculation of CFUhL 
TNTC - T&o Numerous To Count 

Investigator’s Signature: Date: 6) I ha;s 
mm dd w 

.- -. - -. 



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

FOLLOW-UP VISIT Page No.:% - (474 
Visit Code Date Subject Initials Study #i 

Follow-up cfa, 01 I03 03-122085-106 
Visit 

k-J JJ 3 pem?nen*e94 
mm dd YY F M L 

mm dd yy I 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? 

If yes, complete below: 

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

Comments: 

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

If yes, complete below 

Date 

8-J f Jo3 
‘xun dd YY 

_’ ’ 
. - 



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

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM 

Visit Code 

Subject 
Qualification 

Date Subject Initials Subject Screen #: 
177 Study # 

03-122085-106 

Gender: 0 Male d . Female 

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

Age: 35 Years 

1. DERMATOLOGIC DISORDER 

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

No 

J 
/ 
J 
J 
L/ 

Yes Don’t 
Know 

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

II. OTHER MEDICAL INFORMATION No 

y J 1. 
2. Hepatitis 3 / 
3. Heart and Vascular Disease? 

Liver Disease ? I 

Kidney Disease ? / 
6. Tuberculosis 7 / 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insuliu [ ] 
8. Cancer 7 5 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 1 
10. organ trsrlsplaut 7 
11. Any other condition not listed 7 Please specify: 

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

‘Y6t.S Don’t 
Know 

IIL MEDICATION No Yes Don’t 
Know 

1. Antibiotics, oral or systemic ? 
2. Cortisone, Steroids, ACTX, Anti-reaction Drugs ? / 
3. Heart Medication ? / 
4. Insuliu 7 
5. Other.? &~‘\a (Je(&c htr+k m+d I/ I 1, 

I Comments: 
I 

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

Interviewer’s Signature: -D&k: (5-7 $1 , 43 
mm dd YY 

I’-. -. 
-. 



Data Collection Form 2 
INCLUSION I =cLUSION FORM 

Visit Code Date Subject Initials Subject Screen #: Study # 

Subject 

7 
Qualification b--%3 /03 - - - 03-122085-106 

mm dd yy 
I INCLUSION CRITERIA I 

Check one 
YES NO Subject: 

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

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

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

8: Is willmg to refrain from using body lotions, medicatetiantibacterial 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 ? 

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

A- l 1. Is willing to comply with all study protocol requirements ? 
EXCLUSlON CRITERIA 

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

Based upon demmt 
2 

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

Reasons for disqualification:. Intervie~er’s Initials/Date: 
?) I 

Investigator’s Signature: 
&S&,~ 

Date: fi -1 /f I 03 
mm dd YY - _ 



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

INTERCURRENT ILLNESS 1 CONCOMITANT MEDICATION FORM 

Visit Code Date Subject Initials Subject Screen #: 
c7 

Sttidy # 

Test 
Period 

adgu k / s1 f Permanent?& 
llUUddyy 03-122085-106 

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

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? 06 es UNo 
If no, please explain: 

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

IV, Has subject used any new oral or topical medication7 OYes (Complete below) E&o 

Based upon the above responses, the subject is: duaiified 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: 

Comments: 

e 

I t I I J I I 
I / t I t / I -~ 

I / i I 

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

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

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

Additional Comments: 

CONCOMITANT MEDICATION 

- Interviewer’s Signature: Date: G? / d 81 (33 
mm dd YY 



Data Collection Form 4 

HEALTH CARE PERSONNEL FIANDWASH BACTERIAL COUNTS 
CFUhL of Sampling Solution 

Test Date Subject Initials Subject Screen # 
193 Study # 

BASELINE 
LEFT HAND DILUTIONS 

1Od lOb 
IF: 
1-l 

cm&. /Y/DiTCou.nted by : TiB IO?*,JO*Qd 

RIGHT HAND DILUTIONS 

Calculations by: 71; f 7*31*b3 Raw data reviewed by SL k# / S&o3 
Calculations Verified by: ,TN’B l0iw1-03 
*lo-’ dilution is the sum of 1.0 mL spread across 3 plates. 
Underlined values are used for calculation of CFUhL 
TNTC - Too Numerous ‘J’o Count 

Investigator’s Signature: Date: @ / //Jo3 
mm dd w 



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

FOLLOW-UP VISIT Page No.:% -) ti 1 

Visit Code 

Follow-up 
Visit 

Date Subject Initials Study # 

03-122085-106 

Follow-Up Visit Date: 

&0/103 

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

Cl YES 
r 

NO If yes, complete below: 

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

Comments: 

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

0 YES 
P 

NO Ifyes, complete below 

Comments: 

Date 



HTR Study No.: 03-122085-106 
Data Collection Fom 1 Page No.*s -& 2 

DEMOGlUPHK!S/DERMATOLOGICAL/MEDICAL HISTORY FORM 

Visit Code Date Subject Initials Study # 

Subject 
Qualification b-, /a/ / & 03-122085-106 Li ci c 

mm dd yy F M L 
Permanent “‘ss 

r Gender: •i Male d Female Age: f?/ Years 

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

I. DERMATOLOGIC DISORDER 

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

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

No 

/ 

Yes Don’t 
Know 

II. OTHER MEDICAL INFORMATION YeS Don’t 
Know 

1. Allergies.? Please specify. $Jc>)xm ‘\& 
2. Hepatitis ? \ \ 

3, Heart and Vascular Disease? / 

‘,I 
4. Liver Disease 7 

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

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

IIL MEDICATION 

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

Comments: 

No Yes Don’t 
Know 

/ 

/-’ 

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

Interviewer’s Signature: 

L-$a .. ualified or q Not qualified for the study. 

-fi? / d[ i m 
mm dd YY 

_ 



Data Collection Form 2 
INCLWSXON / EXCLUSION FORM 

HI-R Study No.: 03-122085-106 
PageNo.: x- &?3 

Checkone 
NO Subject: 

1. Is lSthrough65years? 
2. Has signed informed consent 7 
3. Is healthy as evidenced by responses on DCF 1 ? 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders 7 

1 5. Has fingernails that extend no longer than approximately one (1) m m  past thenail 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 
liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a 
physician for an intercurrent illness ? 

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

i 

Visit Code 

Subject 
Qualification f m  1 

INCLUSION CRITERIA 

Study # 

03-122085-106 

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

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

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 7 

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

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

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

Female Female Male 7. Is currently pregnant 7 Cl Yes -0 Of child-bearing potential$fYes q No 

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

If of child bearing potential - g-HCG Test Results: U positive 7kwo3 a% 
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 ? / 

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

Reasons for disqualification: Interviewer:s InitiaWDate: ( 



Data Collection Form 3 
INTERCURRENT ILLNESS / CONCOMITANT M.EDICATION FORM 

1 
Visit Code Date Subject Initials Subject Screen #: 

KY0 
Stxidy # 

Test 
Period ~,ag/~ 

IllkXi-yY 03-122085-106 

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

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? 06 es ONo 
Ifno, please explain: 

III. Has subject been ill since the last visit? DYes (Complete below) E&o 

IV. Has subject used any new oral or topical medication7 q lYes (Complete below) Ed o 

Based upon the above responses, the subject is: Id Qualified 0 Not Qualitied 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 q Other (explain) 

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

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

Additional Comments: 

CONCOMITANT MEDICATION 

Comments: 

- Interviewer’s Signa$re: 



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

Page No.: x -hsfcj 

Bx~Lrn cm PERSONNEL HAM)WASH BA~~ERWI coums 
CFUhL of Sampling Solufiion 

Study # 

03-122085-106 
mmdd yy F. M L 

LEFT HAND WASH 1 RIGHT HAND 
lo-” lo” lo” 1O4 lo” lo4 1O-3 -4 

QBzq&) 24 3 mz 2% :” 
+iO 26 0 mm 32, . Y 

I 

Counted by : %S / 7-30-0) Counted by : % I?-30-H . 

I 
LEFT HAND WASH 11 RIGHT HAND 

1 n-l * n-l I * n:2 I . n-3 I ln-4 

Counted by : $fg / w+oJ, 

Calculations by: 7li /7*3r*c4 
Calculations Verified by: CT* 

Rawdatareviewedby SL u I <*6’03 
/lx0 1 *i3=5 

*lo-* dilution is the sum of 1.0 mL spread across 3 plates. 
Underlined values are used for calculation of CFU/mL 
TNTC - Too Numerous To Count 

Investigatbr’s Signature: Date: IN 103 
mm dd YY 



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

FOLLOW-~ VE3.T PageNo.:clP:“(b% 

Visit Code Date Subject Initials Study# 

Follow-up 05, 0 I / 03 L / R /_112, --- -- 
Visit mm dd 

03-122085-106 
YY F M L 

Date Subject Entered the gtudy: 

07/2//03 

Follow-Up Visit Date: 

&3I0/I& 

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

cl YES 
P 

NO If yes, complete below: 

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

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

NO If yes, complete below 

ant’s Signa re: 

JVJp&p 

Date 

2% f Id-3 
‘mm dd. yy 

/ v 



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

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM 

Visit Code Date Subject Initials Study # 

Subject 
Qualification b7/ai J b3 AJ b Jb Pennanent #+57 03-122085-108 

mmddyy FML 

Gender: q Male cd Female 

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

Age: Years 

L DERMATOLOGIC DISORDER No Yt?S Don’t 
Know 

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

5. Hives ? 5 

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

IL OTFIER MEDICAL INEORMATION l”obwci\ncb~hYQ @& ‘\h& . 
1. Allergies.? Please specify. b,& ah 1 p duo, 
2. Hepatitis 3 \ “1 \ 

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

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

‘Yes 

./ 

Don’t 
Know 

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

III. MEDICATION 

1. Antibiotics, oral or systemic ? 
2. Cortisone, Steroids, ACTH, Au&reaction Drugs ? 

No YeS Don’t 
Know 

/ 

I Comments: 

Based on the above medical history, the subject is: -or0 Not qualified for the study. I I 

Interviewer’s Signature: 



Data Collection Form 2 
INCLUSION I EXCLUSION FORM 

Visit Code 

Subject 
Qualification 

Date Subject Initials Subject Screen #: 
dB( 

Study # 

03-122085-106 

I INCLUSION CRITERIA ~~ 1 
Checkone . 

YES NO Subjectz 

I 1 1. Is 18through65years? 
1 2. Has sianed informed consent 7 ~ --~-~I 

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

showering, and handwashing during the entire study ? 

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

P--l-- / 8.’ Is willing to retiin from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 
liquids, talcs and other deodorantfantiperspirant products during the entire study, unless prescribed by a 
physician for an intercurrent ilhtess 7 

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

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

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

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

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

I/I { 2. Has participated in any type of hand or arm wash study withim the past 7 days ? 

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

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

Female Female Male 

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

JZ0urgically Sterile, year /4g_7 0 Post-menopausal, year - 
If of child bearing potential - S-HCG Test Results: cl negative 0 positive 

8. Is currently lactating 7 

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

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

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

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

Based upon dermatol ‘c evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
&fied D Not Qualified for participation in this study. 

Y /\rnR I I 

. - 



Data Collection Form 3 
HTR Study ?&0332085~~ 

INTERCURRENT ILLNESS ! ,CONCOMITANT MEDICATION FORM 

i I 

Visit Code Date Subject InitiaIs Subject Screen #: 
doi 

Sttidy # 

Test Permanent #: 
Period 07 /cm a3 

mm ddy 
a3 /a 

-T-E-L- 537 03-122085-106 

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

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

III. Has subject been ill since the last visit? OYes (Complete below) C?t’60 

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

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

Reasons for disqualification: 

TO BE COMPLETED IF SUBJEXT HAS AN INTERCURRENT ILLNESS 

Date of Onset: 

Describe condition: 

Date Reported: ‘Date Resolved: 

Was reaction related to treatment? c]Not related n Possibly related 0 Defiuitely related 0 Other (explain) 

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

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

Additional Comments: 

CONCOMITANT MEDICATION 

Comments: 

. Interviewer’s Signature: Date: 

-. 



Data Collection Form 4 

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS 
CFUhL of Sampling Solution 

Test Date Subject Initiab Sub] ect Screen # 
! 

Study # 

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

BASELINE I 
LEFT HAND DILUTIONS I 

1 LEFTHAND WASH 11 

Calculations by: 7% / ‘7*.3b b3 
mi 

Raw data reviewed by se!/ /8*643 
Calculations Verified by: / osa ‘03 
*lo-’ dilution is the sum of 1 .O mL spread across 3 plates. 
Underlined values are used for calculation of CJWmL 
TNTC - Too Numerous To Count 

Investigator’s Signature: Date: 9 / //I 0 3 
mm dd w 



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

FOLLOW-UP VISIT 

Visit Code Date Subject Initials Subject Screen&, Study # 

Follow-up 08/ 0 / I 03 -- 
Visit mm dd 

Pe-!nenth 537 3 ~‘a> IQ 03-122085-106 
YY F M L 

Date Subject Entered the &udy: 

07i 21 IO3 
FoUo&J&$ii 

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 skiu infection? 

0 YES NO 
ig 

If yes, complete below: 

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

Comments: 

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

NO Xf yes, complete below 

Comments: 

‘mm dd yy. 

I-- 



HTR StudyNo.: 03-122085-106 
Data Collection Form 1 Page No:$Z oh42 

DEMOGRAPHICWDERMATOLOGICALrmEDICAI, HISTORY FORM ’ 

Visit Code Date Subject Initials Subject Screen #: Study # 

Subject 
Qualification 0 7/ 2 l/a 5 / L. /& Permanent es 03-122085-106 

mmddyy IFML 

Gender: 0 Male Female Age: h [ Years 1 

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

I L DERMATOLOGIC DISORDER I N9 I YfSS I 
Don’t 

I 
r- 1. Psoriasis ? / 

2. Eczema 7 / 
3. Skiu Cancer 7 i// , 
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? 

No ‘YeS Don’t 
Know 

/ 

I I/ 
I J 

4. Liver Diseas’e 3 
5. Kidney Disease ? 
6. Tuberculosis ? 
7. Diabetes ? Controlled? Diet [ ] Oral [ ] Insuliu [ ] 
8. Cancer ? 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? 
10. organ trauaplant ? 
11. Any other condition not fisted ? . Please specify:QJhmra;q Mm 

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

III. MEDICATION 

1. An&biotics, oral or systemic ? 
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 
3. Heart Medication ? 
4. hlSUl.iU? 
5. -qF&.alna)r: lanq het?k ~opctf& 

No 

I/r 

Yes Don’t 
Know 

Based on the above medical history, the subject is: &cl. Not qualified for the study. 
) - 

.-D&e: &%2id/~3 
1 -_- 

.-- 
mm YY 

- -. -_ 



Data Collection Form 2 
INCLUSION / EXCLUSION FORM 

Visit Code 

Subject 
Qualitication 

r 
Date Subject. Initials Subject Screen #: 

200 
Study # 

0 7/ 2/f 0 3 03-122085-106 3 / t I 5 
mm dd yy f m 1 

Pemanen*#: (a8 

INCLUSION CRITERIA 

check one 
YES,I NO Subject: 

4 1 1. Is18throuzh65vears? 
2. Has signed informed consent 7 
3. Is healthy as evidenced by responses on DCF I? 
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ? 
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? . 

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

I 7. Is willine to refrain from usinrr anti-dendruEshamnoo durine the entire studv 7 

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

9. Is willing to 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, 
uriless prescribed by a physician for an intercurrent illness ? 

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

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

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

1 vq 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 ha@ or wrists ? 
7. Is currently pregnant 7 0 Yes l@No Of child-bearing pot ‘al: 0 Yes W& 

0 Surgically Sterile, year A Zest-menopausal, gear I%3 
If of child bearing potential - B-HCG Test Results: 0 negative 0 positive 

8. Is currently lactating 7 

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

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

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

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

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

i Reasons for disqualiication: Interviewer’sInitiWDate: ZE 103 4Q-lmo3 

InvestigatorAs Signaturef 
Date:@ -1. /{d,(3> 

mm YY Y 
u - _ - _ - 



. 
Data Collection Form 3 

HTR Study No;O3;;)3%+ 

INTERCURRENT n,+wss / CONCOIMWANT PREDICATION FORM 

Visit Code Date Subject Initials Subject Screen #: 
doa Stu’dy # 

Test a-7 I &ma/j Period -- 
J 1 L / 5 Permanent& 

mm dd yy FML 8% 03-122085-106 

I. Is skin on subject’s hands and wrists still free of dermatoses, cuts, lesions,‘and other skin disorders? F& es iIN0 
If no, please indicate condition: ’ 

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? &es l3No 
Ifno, please explain: 

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

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

Based upon the above responses, the subject is: &alified U Not Qualified to continue on the study. 
Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN IWERCURRTJNT ILLNESS 

Date of Onset: Date Reported: Date Resolved: 

Describe condition: 

Comments: 

I I I I I 

I I I I 

Was reaction related to treatment? ClNot related 13 Possibly related q Definitely related 13 Other (explain) 

Action Taken: mane 0 Continued on study 0 Withdrawn fi-om the study 0 Consulted physician 

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

Additional Comments: 

CONCOMITAN? MEDICATION 

I I I t 

- Interviewer’s Signature: Date: ~71 28 I a? 
mm dd YY 



ii 

Data Collection Form 4 

HEALTH CARE PERSONNEL -WASH BACTEB.UL COUNTS 
CFUlmL of Sampling Solution 

Test Date Subject Initials Subject Screen # Study # 

03-122085-106 

msrc. I 
Counted by : %I 1 7-30-03 CFU/mL 4.2 u/d4/ Counted by : W / 7-30-03 _ 

I LEFT HAND WASH 11 RIGHT HAND 
I 10-Z I lo-3 I 10-4 I lo-’ I 1o’2 I lo” I lOA 

Counted by : kS /7*30~$ CFUhL IT. 1 k/o3 Counted by: %  I 7-3’-‘3 . 

Calculations by: 7% I7 * 31. h 3 Raw data reviewed by 
Calculations VerZZ 0 1’ 025 

.2# fg*L*oS 

*lo-’ dilution is the sum of 1.0 mL spread across 3 plates. 
Underlined values are used for calculation of CFUhL 
TNTC -T&o Numerous To Count 

Investigator’s Signature: Date: 



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

FOLLOW-UP VISIT PageNo.:clP:-@b 

Visit Code Date Subject Initials Study # 

Follow-up ()3-122(J85-106 cfal ii?! 103 
Visit mm dd YY 

xi L / 3 Pem:nent#: a 
FML 

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

cl YES 
7 

NO If yes, complete below: 

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

Comments: 

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

NO Lf yes, complete below 

Comments: 



Data Collection Farm 1 
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM . . 1 

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

Subject 
IX0 

Qualification 42 ‘2dd/ / m 03-122085-106 
YY 

h$ / E I? Pemanent#:gq 

Gender: Male Cl Female. Age: 50 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 specifjl: 
5. Hives ? 

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

No 

V/ 
r// 
V, 
J / 

Yes Don’t 
Know 

II. OTHER MEDICAL INFORMATION 

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

;: gj;e;;;m;T 

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

Don’t 
Know 

d/ 
d/ 

I// 

V/ 

d/ 
I/ 

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

IIL MEDICATION 

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

Yes Don’t 
Know 

I- i Comments: 

Based on the &ove.mec&tl history, the subject is: or Cl Not qualified ‘for the study. 

Interviewer’s Sic ‘Date:07 121 103.. - 
mm dd YY 

-. - 



Dab Collection Form 2 
INCLUSION f I-&CLUSION FORM 

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

Visit Code 

Subject 
Qualification 

v  

1 

Study # 

03-122085-106 

INCLUSION CRITERIA 

Check one 
YES/ NO Subiect: 

1. Is 18through65years1 
2. Has signed informed consent ? 
3. Is healthy as evidenced by responses on DCF 1 ? 
4. Has hands and wrists that are free of dennatoses, cuts, lesions, and other skin disorders 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 stndy 7 

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

liquids, talcs and other deodorantiantiperspirant products during the entire study, unless prescribed by a 
nhvsician for an intercurrent illness ? 1 

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

10. Is swilling 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 ? 

t 

, I I _  . _  

EXCLUSION CRITERIA I 

I Check one . . . . 
x ) YES NO/. NIA Subject: 

\// 
, / 

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

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

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

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

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

1 1 l/1’ 1 preclude participation? 

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

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

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

’ Reasons for diiq@ii@on: Interviewer’s Initials/Date: J7m l~mP63 

InvestigatoA 
Date:.’ --fi i /! / 03 

mm dd b YY 



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

Page No.:=- l$q 
INTERCURRENT IL&NESS / CONCOMIT@T MEDICATION FORM 

Visit Code 

Test 
Period 

Date Subject Initials Subject Screen #: 
1gu 

Stlidy # 

mm dd yy 03-122085-106 

I. Is skin on subject’s hands and krists still free of dkrmatoses, cuts, lesions, ‘and other skin disorders? d Yes GINO 
If no, please indicate condition: ’ 

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

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

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

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

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT FIAS AH INTERCURRENT ILLNESS 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

Was reaction related to treatment? !JNot related q Possibly related II Definitely related Cl Other (explain) 

Action Taken: ONone 0 Continued on study Cl Witkrawn tiom the study q Consulted physician 

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

AdditionA Comments: 

CONCOMITANT MEDICATION 
.-_. I -_. . 

Comments: 



Data Collection Form 4 

ii 

HEALTH CABE PERSONNEL HANDWASH BACTERIAL COUNTS 
CJ?U/mL of Sampling Solution 

Test Date Subject Initials Subject Scr;~& Study # 

Permanent #: 

89. 
03-122085-106 

F. M L 

BASELINE 
LEFT. HAND DILUTIONS BIGHT HAND DILUTIONS 

10" I lW5 I 10'6 1n-4 1nJ I in4 

I LEFT KAND WASH 11 RIGHT HAND 
I 10-l ! .- 1o-2 1 1O-3 1O4 ! 10-l lo” lo” 

-t ZL rw J I I3 I - 3l/ 1 IO Z 

Counted by : JM3 /07*3&@ 

Calculations by: 7% I 7*?% 0-3 Raw data reviewed by 5&f l 356-63 
Calculations Verified by: SP& 
*IO-* dilution is the sum of 1.0 mL spread across 3 plates. 
Underlined values are used for calculation of ClWmL 
TNTC -Too Numerous ‘jl’o Count 

Investigator’s Signature: Date: G, I /r/63 
mm dd w 



Data Collection Form 5A 

Subject Initials fl 1, ??. q,. Subject # $ ? Study No. 03-122085-106 
Page No.’ s- 70 I 

? j 
ADVERSEEVENTS 

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

Relationship: 1 =DefInite 2=Prpbable 3=Possible P=Unrelated 

_ Action Taken: ?=None . ‘L=Ry.Thkxapy -3sDisco$igued Study .4=Other (specify) 

1 Outcome: I=Resolved w/o’ - -. 2=Resolved w/ sequelae +Oigoing 4=Death 
sequelae (describe) 

%erious~Adverse Event/Expekiende 



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

FOLLOW-UP VISIT Page No.:3 - 70 z 

Visit Code Date SubjedC Initials Subject Screen * 
&o Study # 

! f Follow-up visit &01/m +-K&M Pemynent* 89 (.J3-122()&1()6 
mm dd YY F M L 

Date Su&je+,Entg~;h<tudy : 

--P 

Follow-Up Viiit Date: 

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

If yes, complete below: 

Cliuical Observations: (Include date of 

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

NO If yes, complete below 

Comments: 

‘mm dd YY 



HTR StudyNo.: 03-122085-106 
Data Collection Form 1 Page N0.G 

DEMOGRAPHICS/DERMATOLOGICAL/MXDK4L HISTORY FORM 

Visit Code Date Subject InitiaIs Subject Screen #: Study # 

Subject 
Qualification o-(,2/ ,a 6 / 8 / ti Permanent#’ $Jo 03-122085-106 

mmz yy --F-ML 

Gender: Male 0 Female. I 
Age: do Years 

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

I, DERMATOLOGIC DISORDER 

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

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

No Yt?S Don’t 
Know 

I 
‘CA 

I 

I 

II. OTHER MJZDICAL INFORMATION No Yes Don’t 
* Know 

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

) I- 5. Kidney Disease 7 
6. Tuberculosis ? 
7. Diabetes? Controlled? Diet [ ] Oral [ ] Tnsulin [ ] 
8. Cancer 3 / 
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 
10. Organ transplant ? 
11. Any other condition not listed ? Please specify: 

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

III MEDICATION No Yes Don’t 
Know 

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

Comments: 

Based on the above medical history, the subject is: .d ualiiled or-0 Not qualified for the study. 
,) -- -_- I 

-Date: 6.7, a?( -/.(I3 Interviewer’s Signature: 
mm dd YY - _ r - _ -. - 



Visit Code 

Subject 
Qualification 

Data Collection Form 2 
INCLUSION / EXCLUSION FORM 

Date Subject Initials Subject Screen #: 
/w 

1>‘IJdl J 03 - - - a-J&& 
Permanent #: 

mm dd yy f m 1 

H3-F. Study No.: 03-122085-106 
Page No.: a L 

Study # 

03-122085-106 

INCLUSION CRITERIA 

Check one 
YES NO 

5 

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

showering, and handwashing during the entire study 7 
7. Is willing to redin from using au&dandn& shampoo during the entire study 7 
8: Is willing to refr-ain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing 

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

9. Is willing to r&ah f?om using topical steroids during the entire study, unless prescribed by a 
physician for an intercurrent illness 7 

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

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

_-. Check one .., 
) ’ YES .NO NJA Subject: 

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

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

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

Female Female M 
Y 

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

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

9. Has been medically diagnosed as having a medical condition such as: diabetes, 
hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus 
erytbematosus, 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 known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps 7 

ogic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is: 
Cl Not Qualified 



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

Page No.:=* 76 
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM 

Visit Code Date Subject Initials Subject Screen #: 
/gs 

Stlidy # 

Test 
.4i?2&m& G:lsL!L 

Permanent #: 
Period mm dd yy F M L 90 03-122085-106 

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

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

III. Has subject been ill since the last visit? OYes (Complete below) dir40 

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

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

Reasons for disqualification: 

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS 

Date of Onset: Date Reported: ‘Date Resolved: 

Describe condition: 

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

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

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

Additional Comments: 

CONCOMITANT MEDICATION 

Comments: 
I 

- Interviewer’s Signature: Date: Q7f oulA3 
mm dd YY 



Data Collection Form 4 
H,TR Study No.: 03-122085-106 

Page No.: at ?t9b 

HEALTH CARE PERSONNEL HANDWASH BACTEW COUNTS 
CFUlmL of Sampling Solution 

Study # 

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

BASELINE 
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS 

lOA 
-i-tiG 
q-tic -l-glc 

1 ~FU~‘Counted by : 
- 

\LLd / 7.3b *@I CFU/& 8 p/6’ Counted by : m / % m+%‘i 

LEFT HAND WASH 11 RIGHT HAND 
lo-’ ;z 7 1O4 lo-’ IO” lo5 

0 CL--- u 
13 0 0 “17- 1 

7-3,, 
/ 

Countedby: w IT*%@ CFUhL~ lo3 Countedby:u /‘*3O-(3;! 

Calculations by: -f% / 7*31 #d Raw data reviewed by $t# / 4-6’03 
Calculations Verified by: mM /08*01*03 
*lo-’ dilution is the sum of 1.0 mL spread across 3 plates. 
Underlined values are used for calculation of CEWmL 
TNTC - T&o Numerous To Count 

Investigator’s Signature: Date: $2 IMu 
mm dd w 



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

FOLLOW-UP VISIT PageNo.:-) 707 
Visit Code Date Subject Initials Study # 

f 
GlB/fY * Permanent #: 

-- 
--F--ML 

03-122085-106 
, 

Date Subject Entered the Study: Follow-Up Visit Date: 
071 mu3 08fdfl& 

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 
46 

NO If yes, complete below: 

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

Comments: 

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

If yes, complete below 

Comments: 


