Data Collection Form 1

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM

HTR Study No.: 03-122085-106

Visit Code Date Subject Initials Subject Zcreen #:

Study #

mm dd

Subject Q Z 5 Permanent #:
Qualification /Z/ /03 SF /AM / L %Z

" 03-122085-106

Gender:

0 Male Q/ Female .

Age: __ﬁ__ Years

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

I b

Page No.'

I. DERMATOLOGIC DISORDER No Yes Don't
: 7 Know
1. Psoriasis ? v,
2. Eczema ? V4 P
3. Skin Cancer ? V4 j
4,  Skin Allergies ? Please specify: V4 J
5.  Hives? v
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No 'Ye; 1232;:
1. Allergies.? Please specify. €nvivronmental N v
2.  Hepatitis ? v
3.  Heart and Vascular Disease? \/,.
4. Liver Disease ? VA
5. Kidney Disease ? \/ J
6. Tuberculosis ? \/‘
7.  Diabetes? Controlled? Diet[ ] Oral[ ] Insulin[ ] v,
8.  Cancer? v,
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? \4
10. Organ transplant ? v
11.  Any other condition not listed ? Please specify: v
Is the subject taking any medication? Ifyes, please specify below:
Don't
L MEDIC@I‘ION No' Yes Know
1.  Antibiotics, oral or systemic ? \//
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? V4 B
3.  Heart Medication ? vy
4, TInsulin? v,
5.  Other? v
Comments:'
Based on the above medical history, the subject is: Quahfied or [J Not qualified for the study.

Intervxewer's S1gnaﬂ/w M

Date:

01,2 , 63
mm ¥y

dd




Data Collection Form 2

) HIR Study No.: 03-122085-10
INCLUSION / EXCLUSION FORM Page No.: -

. o Subject Screen #:
Visit Code Date Subject Initials 2 0 5 Study #

Qusa‘l‘i?i"::é,,,, 072.21:43 ﬁf./A_LIS_ Permanent #: %L 03-122085-106
m

i mm dd vy
INCLUSION CRITERIA
Check one
YE NO Subject:
v'© . 1. Is 18 through 65 years ?
‘/ y 2. Has signed informed consent ?
3. Is healthy as evidenced by responses on DCF 1 7
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders 7
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ?
6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing,
showering, and handwashing during the entire study ?

~

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

oo

. 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

v

v,
\//
7
4
v

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

/ 10. Is willing to refrain from using topical or systemic antibiotic medication durmg 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 ?
. Has participated in any type of hand or arm wash study within the past 7 days ?
. Has cuts, lesions, or other skin disorders on their hands or wrists ?

Has artificial nails or nail tips?

. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?
. Has eczema or psoriasis on their hAnds or wrists ? /

. Is currently pregnant ? [ Yes & No  Of child-be potential: 0 Yes ™ No
Female Pe\ryl Male Surgically Sterile, year ]9 ﬁ § [0 Post-menopausal, year
If of child bearing potential - B-HCG Test Results: 0 negative 0O positive

\/ 8. Is currently lactating ?

V4
/ 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 rtheumatoid arthritis ?

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

7
Ve
7,
V)
4

Qla|ulsiwld

/ 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 care roles.

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

Based upon d«aétologxc evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
Qualified O Not Qualified for participation in this study.

Reasons for dxsquahﬁcahon Interviewer’s Initials/Date:__\ ) l ‘j B / 0 7 ‘ 2! ’ QB :

Investxgatox’s Signature: /4 Z 4/ ///\/—” Date: gxﬂn /4 dd/ - }yy




Data Collection Form 3

INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM

HTR Study No.: 03-122085-]

0
Page No.:.l_'_&zz

Visit Code Date Subject Initials | Sublect Screen #: Study #
ozoi'
Test AT 1 45103 S /n ;< | Permanent#: . _
s & RE JCw M T T
Period i vy LY, *-L—-L 03-122085-106

1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, -and other skin disorders? OYes [INo

If no, please indicate condition:

1. Has subject used non-antibacterial soap and followed the instructions in Appendix B? Bes [ONo
If no, please explain:

0. Has subject been ill since the last visit? OYes (Complete below) E/No ,
IV. Has subject used any new oral or topical medication? (JYes (Complete below) E’Pl(o

Not Qualified to continue on the study.

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

~)

Date of Onset: Date Reported:

Date Resolved:

Describe condition:

Was reaction related to treatment? [INot related ~ [] Possibly related [1 Definitely related (1 Other (explain)

Action Taken: (ONone O Continued onstudy [ Withdrawn from the study

D Medication taken (Complete below) [JHospitalized

0 Consulted physician
O Other (explain)

Additional Comments:
CONCOMITANT MEDICATION
Medication ' : Start Date Stop Date Indication
(Oral or Systemic) Total DailyDose | /dd/yy | mm/dd/yy (Reason for Taking)

/ / /o
/o /A
/ / / /

Comments:

. ' . . Date: 07 | LF 1 o3
- Interviewer’s Signature: 4771 @7\ C/V,  Lotetan — a -




HTR Study No.: 03-122085-106
Data Collection Form 4 Page No.: E—M
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS ’
o~ CFU/mL of Sampling Solution
Test Date Subject Initials Subject 8%1 % Study #
071 /12803 | S/ /S |FPermanenti 03-122085-106
mm dd  yy | F. M L 82
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10 10° 10°¢ 10 10° 10
TNTc. _ }j;» 23 IKTC 422 'Lg/
CFU/mL [ 7¥ 1 Counted by : JJNB /07-30:03 CFU/mI./&Xm7 Cotted by : UNB /07 3003
LEFT HAND WASH 1 RIGHT HAND
10! 102 10° 10+ 107 10 10° 10*
TNIC %%Q_ﬁ /2,7, ) TN /zrgg/ 2 | 5
INTC 42-1"21 -1 1 INTC Lo 72 13
TNTC TNTC -
crumL . anT Counted by : TNB 107283 | crumiLdu2XIn? _ comteaty: INB 073003
o~ ) 1}
LEFT HAND WASH 11 RIGHT HAND
10% 10 10° 10 10t 102 10° 10*
34— 28— 3 ) \ L}./ 20 3 8]
~10~ ’3/2z 3 o) L4— 19 ] )
1z ‘ -5
crumL g X Counted by : INB_ /073003 | cFuL 2AT®  Countedby: INB 1573003,
!.Gn103 SO94s 8-1-03
Calculations by: Th /7:3)-:0%  Rawdatareviewedby__ JE€H / €603
Calculations Verified by: 080}
*10-! 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
Investigator’s Signature: Date: 9‘ / // /
L D g P B
- %



Data Collection Form 5A

Subject Inftials ___ A D Subject# DR Study No.  03-122085-108
Page No.. - [, {9
ADVERSE EVENTS
' SAE" Action Relation-]  Investigat
Symptom / Event Onset Date| End Date YIN Severity Taken Outcome s?ﬂ: SIn::xfux?e?Dc::ce

L

763 |

ED':{: Comment/Noteﬁ$ ,P /7 NLAJLQVJ Jj}.ﬁ/

e
ﬁ%mmﬁ

T80

ok s

b

bamols C’/mu

A @ |
;i > %QEijals
. -'.A/A-MCMML_'_;_

g% |

Symptom / Event

Onset Date| End Date

Severity

Action

Taken

Outcome

ship

Relation-

Investigator

Lrz Lz

Entry

Date Comment/Note:

T é Ay

74

/03 ?R

Signature/Date

Initials

7/

3 Those MW M%W

—

=
[/

- SAE' . Action Relation-| - Investigator
Symptom / Event Onset Date| End Date YN Severity Taken Outcome ship Signature/Date
Entry . s
Date Comment/Note: Initials

Note: Severity, Relationship and Outcome MUST be determined by principal investigator.

Severity:

1=Mild

: 3~Dlscontmued Study

2=Moderate 3=Severe
Relationship:  -1=Definite 2=Probable 3=Possible
Action Taken: 1=None _ 2=Rx Therap’y -
Outcorﬁe: ~1-Resolved w/o

‘serious Adverse Event/Bxperience

sequelae

4=Unrelated
4=Other (specify)

2=Resolved W/ sequelae 3 Ongoing

(descrrbe)

4=Death



Pata Collection Form 6

FOLLOW-UP VISIT Page No.. JL — {'g_(lé

Visit Code Date Subject Injtials | SuPiest S"feég‘ Study #
Permanent #:
; romowp | OB.01 102 | S, A D . .
Visit mm_ dd_ yy F M L L2\ 03122085106

Date Subject Entered the Study: Follow-Up Visit Date:
07, 2], 03 0%, 0/,03

mm dd vy

. )

mm dd vy
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?
F YES O NO If yes, complete below:
Clinical Observati 40115 (Include mmpuom/sevw& 3 w /) g
YOnaet- 7-24-03
Comments:

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

0 YES FNO If yes, complete below

Comments:

Medigal Consultant’s Signature: ' Date
(? ~ o
CEE < oleron €O ﬁ [ 1D 3F
. /

/4

HTR Study No.: 03-122085-106




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

Page No..JC -~ 07
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
‘ j Visit Code : Date Subject Initials Subject lsf;ze{n # Study #
Subject "
Qualiﬁjcation 022163 | B > /.S | Permanents % 03-122085-106
mm dd vy F M L
Gender: @ Male (0 Female. Age: ____ZQJ___ Years
Does the subject have any of the following at the treatment sites?
I DERMATOLOGIC DISORDER No Yes oon't
: ow
1. Psoriasis ? v
2. Eczema ? s
3. Skin Cancer ? -
4, Skin Allergies ? Please specify: e
5. Hives ? -
Does the Subject have any of the following (present and past)?
IL OTHER MEDICAL INFORMATION No Yes ot
1. Allergies.? Please specify. e
2. Hepatitis ? o
3. Heart and Vascular Disease? o/
4, Liver Disease ? —
} s. Kidney Disease ? —
6. Tuberculosis ? PZ
7. Diabetes ? Controlled? Diet[ ] Oral{ ] Insulin] ] -
8. Cancer ? -
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? e
10.  Organ transplant ? s
11.  Any other condition not listed ? Please specify: —
Is the subject taking any medication? Ifyes, please specify below:
JII. MEDICATION No Yes Don't
. Know
1. Antibiotics, oral or systemic ? 2
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? s
3. Heart Medication ? Ve
4, Insulin ? P
5. Other 7 -
Comments:_
Based on the above medical hxstory, the subjectis:. [Zéuahﬁed or [ Not qualified for the study.
Tnterviewer's Signature: % Q W’V\/\ . Date: 6’7 N &[ / @
¥y




'
e

Data Collection Form 2

HTR Study No.: 03-122085;106
INCLUSION / EXCLUSION FORM Page No.: JL:&Z.?
Visit Code Date Subject Initials | Sublect Sf;}f/#‘ Study #
Subject 7,8l ;0 Permanent #:
. o | QLALOE B S & Y ppe—
b < dd Yy I m 1] [l
INCLUSION CRITERIA
Check one

NO Subject:
1. Is 18 through 65 years ?

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

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

. 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 ?

2
3
4, Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ?
5
6

o0

. Is willing to refrain from using body Iotions, medicated/antibacterial lotions, creams, oils, dishwashing

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

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

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

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

A

Check one =
") YES NO N/A Subject:

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

. Has artificial nails or nail tips?

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

. Iscurrently pregnant? 0 Yes 0O No  Of child-bearing potential: 0 Yes 3 No

O Surgically Sterile,year _ [0 Post-menopausal, year
If of child bearing potential - B-HCG Test Results: [1 negative 0 positive
. Is currently lactating 7

IV SRR

Female Male

N

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

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

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

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

\\\\

Based upon derm: d atologic evaluation and the information contained in Data Collection Forms 1 and 2, the subj ectis:
Qualified [ Not Qualiﬁed . for participation in this study. Ilg }
Reasons for disqualification: Intervxewer s Initials/Date: / 7 ‘

: Date: 9/ /( / oz
Invcstlgator‘s ngnature % %ﬂ /%;‘_\ /. dd vy




HTR Study No.: 03-122085-106

Data Collection Form 3 Page No.: - b?
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initjals S“bj"'“/S?"ee- # Study #
. Test Permanent #:
j st 1O/ 9803 B ,/J, S
Period e R 23| 03122085106

I. Is skin on subject's hands and wrists still free of dermatoses, cuts, lesions, .and other skin disorders? Zﬁ(es {INo
If no, please indicate condition: _

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

III. Has subject been ill since the last visit? [IYes (Complete below) I}/No
IV. Has subject used any new oral or topical medi:?\on? (JYes (Complete below) o

Based upon the above responses, the subject is’IQualified [ 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? [Not related [ Possibly related [0 Definitely related [J Other (explain)

Action Taken: [(INone  [J Continued onstudy = [J Withdrawn from the study ~ [J Consulted physician

~ B Medication taken (Complete below) OHospitalized {0 Other (explain)

Additional Comments:
CONCOMITANT MEDICATION
Medication ’ . Start Date Stop Date Indication
(Oral or Systemic) Total Daily Dose mm/dd/yy mm/dd/yy (Reason for Taking)

) /!
\ A /]

/7 /o

Comments:

o - ) . .| Date: 07 & & /OB
- Interviewer’s Signature: 3@&4 E&Wd@( mm dd Yy
_ J ‘

R




HTR Study No.: 03-122085-106

Data Collection Form 4 Page No.:
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
CFU/mL of Sampling Solution
TestDate | SubjectInitials | Suriect S;'_]“Z}# Study #
01 128,03 | (5,3 |Permanent# 03-122085-106
mm dd vyy F M L 8 3
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10* 10° 10 10 10° 10°¢
AL 234 l6 ™I 16— 24
T /I'I_ﬁ/ /13 Tt 2—;5,- 22
.7 rd
CFU/mL L3 X1d" Counted by : $4s 1-30-03 CFU/mL&sz Counted by: %45 /7-30-03

LEFT HAND WASH 1 RIGHT HAND
10! 10 10° 10% 10" 10 103 10*
TR e | 56 9 T (172 64 /"
wre ™I | e b I we |71 | S
The ~ i
CFUL £. X qu Counted by: _$48 /7-30-03\ CFUML/4. & X /o‘/ Countedby:_$4s 7 7-10-03
LEET HAND WASH 11 RIGHT HAND
10 102 10° 10 10" ) 10? 10 10
113 35 5 o 50 20 / o
4~ Y, | o o 56 ‘6 / /
CFUMmL . & X !Dz Counted by : s 17-30-03 CFU/m‘L/ LSXD Countedby: _ &3 [ 7-30-03

Calculations by: j’{j /%-%I-O% Raw data reviewed by ol | _R-bo>
Caleulations Verified by: 1 0%0)"

*10-! 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

Investigator’s Signature: L/é 6 %/\
7 ,%’ £

Date:

2 U

P el

mm

dd

;03
Yy




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

FOLLOW-UP VISIT pageNo. TL— b7/

Visit Code Date Subject Initials | Suriect Sereen #‘4_ Study #
P Permanent #:
, <1 Follow-up ﬁ/ 0/ /__03 6 / J_IS . - _
Visit mm dd vy F M L % 03-122085-106
Date Subject Entered the Study: Follow-Up Visit Date:
07, 21,05 08, 01, &3
mm dd vy 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?

O 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?

0 YES ﬁ NO If yes, complete below

Comments:

mm dad vy

Medical Consultant’s Signature: ' | ' Date
~ ' g ;03
< A 4 O :
7 /A .



HTR Study No.: 03-122085-106 _

Data Collection Form 1 Page No.. E 7
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
_ Visit Code Date Subject Initials | SuPiect Bereen Study #
Subject Permanent #:
 Jec o714t/ 03| £1d 15 03-122085-106
Qualification mm  dd vy F M L %
Gender: O Male " Female . Age: &AL Years
Does the subject have any of the following at the treatment sites?
L DERMATOLOGIC DISORDER No Yes 11233;:
1. Psoriasis ? v
2. Eczema ? g
3. Skin Cancer ? o
4,  Skin Allergies ? Please specify: o
S. Hives ? e
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No Yes pon't
1. Allergies.? Please specify. L~
2. Hepatitis ? v
3. Heart and Vascular Disease? v
4, Liver Disease 7 v
£ J ) 5. Kidney Disease 7 /
6.  Tuberculosis ? ——
7. Diabetes ? Controlled? Diet[ ] Oral[ ] Insulin{ ] -
8. Cancer ? %
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? —
10.  Organ transplant ? v
11.  Any other condition not listed ? Please specify: o
Is the subject taking any medication? I yes, please specify below:
I MEDICATION No Yes Don't
Know
1. Antibiotics, oral or systemic ? v
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? -
3. Heart Medication ? -
4,  Insulin? v
5. Other ? -
Comments; .
- Based on the above medical history, the subject is: %aliﬁed _or [ Not qualified for the study.
' Interviewer's Signature: %M?% Gop) - )t foge Date: . 97 120 | &3
mm dd Yy




Data Collection Form 2

HTR Study No.: 03-122085-10
INCLUSION / EXCLUSION FORM Page No.: T —{7
Visit Code Date Subject Initials Subje;:;Screen # Study #
Subject #:
Qualification | 2Z/LL103 | £/ 5 5 Permanen | 03122085106
] mm dd vy f m
INCLUSION CRITERIA
Check one -
YES NO Subject:

e 1. Is 18 through 65 years ?
o 2. Has signed informed consent ?
v 3. Is healthy as evidenced by responses on DCF 1 7
o 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 ?
v 7. Is willing to refrain from using anti-dandruff shampoo during the entire study ?

8 Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing

liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a

/ 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 medjcation dunng the entire study,
/ unless prescribed by a physician for an intercurrent illness ?
v 11. Is willing to comply with all study protocol requirements ?
EXCLUSION CRITERIA
Check one .

"] YES NO 'N/A Subject:

v 1. Is currently participating in another clinical study at this or any other facility 7
o 2, Has participated in any type of hand or arm wash study within the past 7 days ?
/ 3. Has cuts, lesions, or other skin disorders on their hands or wrists ?
v 4. Has artificial nails or nail tips?
v 5. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?
o 6. Has eczema or psoriasis on their hands or wrists 7

Female | Female | Male 7

. Is currently pregnant 70 Yes &' No Of chxld-beang potential: 0 Yes [+No

Hy ST o Surgically Sterile, year /2 7® [0 Post-menopausal, year
If of child bearing potential - B-HCG Test Results: 0 negative 0 positive

. Is currently lactating ?

. 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
elythematosus, 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.

SN AALNA

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:

Based upon dermatetogi
. ‘aQ

ualified
- Reasons for dlsquahﬁcat:on

D Not Qualified for participation in this study. .
Interviewer’s Initials/Date: Mmel | 77 "oZ/ o2

Investxgator‘s Signature: é Zﬂ %_\ / 1 Date: ?m / /( / O%




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

Page No.: ot
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials S“bj“,“;g““ # Study #
Test \, Permanent #:
! 012503 | £/ 9
period | G TS | T BA4|  03-122085-106

1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, and other skin disorders? &¥es [No
If no, please indicate condition: __

1. Has subject used non-antibacterial soap and followed the instructions in Appendix B? &Yes  [INo
If no, please explain:

II. Has subject been ill since the last visit? [JYes (Complete below) No
IV. Has subject used any new oral or topical medication? [(IYes (Complete below) E!Ng

Based upon the above responses, the subject is: Eﬂxaliﬁed (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? [INot related  [] Possibly related  [1 Definitely related [J Other (explain)

Action Taken: [INone [ Continued onstudy [0 Withdrawn from the study = [J Consulted physician
00 Medication taken (Complete below) [JHospitalized ~ [J Other (explain)

Additional Comments:
CONCOMITANT MEDICATION
Medgication : ‘ Start Date Stop Date Indication
(Oral or Systemic) Total Daily Dose mm/dd/yy mm/dd/yy (Reason for Taking)
l / ;!
/ { / /
/ / / /
Comments:

mm dd yy

- Interviewer’s Signature: C)Mgc o % (I te R Date: g7/ A8 o3




=\ |

h

Data Collection Form 4

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

HEALTH CARE PERSONNEL BANDWASH BACTERIAL COUNTS

CFU/mL of Sampling Solution
TestDate | SubjectInitials | SUoiect s,°"7°:3§ Study #
01 /2803 | £ /3, S |Permanent#: 03-122085-106
mm dd vy F M L 84'
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10* 10°% 10% 10* 10° 10°¢

TNTC 222 23 TNTC 182 24
e | 210 | 30— N 173 | 19
cFUmLA-Y¥ 107 Counted by : INB ™ 073013 CFUmL /83X 17 Comted by : INB _107-3003

LEFT HAND WASH 1 RIGHT HAND
10 10 107 10 10 10? 10° 10
INTe  |INIC (50 | 4 TNTC NIC | (5 | ]
TNTC INTG (49 | 7 TINTC INIC Tl | (>
NTC - “TNTC -
CFU/mL 5.b X110 7 Counted by : O—NB ./07-30:03 | CFU/mL L. 3 X /0 7 Counted by UNB /073003
LEFT HAND WASH 11 RIGHT HAND
10 102 107 10 10 102 10 10
3l /5 2 % qQl 27 5 /
47 15 0 0 124 —79 4 0
crutmL 7 XD Counted by : IND /072003| crumL 3.0X/0 > Countedby: INB 1073003,
Calculations by: L _/172-2) Raw data reviewed by SLE |, §-463
Calculations Verified by: NS

10%-01-03
*]0-! 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

Date:

&

mm.

N O
/dd /yy}

Investigator’s Signaturez/é Z/ %



Data Collection Form 6

HTR Study No.: 03-122085-106

FOLLOW-UP VISIT Page NoJL = (o 1l
Visit Code Date Subject Initials Subject Sm}‘;’e\’a Study #
; Follow-up 0%/ 0[ / 0 3 E / J- / S Permanent #: _ _
; low: o L e 4 4 03-122085-106
Date Subject Entered the Study: Follow-Up Visit Date:
07,2105 08,0/ 103
mm dd vy mm dd vy

~)

,}

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema

that may be indicative of a skin infection?

0 YES ?‘No

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

If yes, complete below:

Comments:

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

O YES %‘No

Comments:

If yes, complete below

Date

A,
dd

mm

03

¥y

o]

Medical Consulfant’s Signature: '
éﬁ . EA)ZM% QMMZ’@
4 /




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.. T "477
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
| Visit Code Date Subject Initials S“bj“/‘,%?ﬁi?"“ # Study #
Subject T
Qualification D22l 03] Lo/My | | Fermement# %g 03-122085-106
mm dd vy F M L
Gender: O Male 13/ Female Age: __55___ Years
Does the subject have any of the following at the treatment sites?
1. DERMATOLOGIC DISORDER No Yes Ilzgg;:
1, Psoriasis ? 7
2. Eczema ? d
3. Skin Cancer ? P
4, Skin Allergies ? Please specify: -
5. Hives? -
Does the Subject have any of the following (present and past)?
. OTHER MEDICAL INFORMATION No Yes Don't
1. Allergies.? Please specify. _
2. Hepatitis ? s
3.  Heart and Vascular Disease? o
4.  Liver Disease ? P
5. Kidney Disease ? -
6. Tuberculosis ? s
7. Diabetes ? Controlled? Diet[ ] Oral{ ] Insulinf ] -
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:
JIL. MEDICATION No Yes Don't
i Know
1.  Antibiotics, oral or systemic ? o
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? ——
3.  Heart Medication ? o
4, Tnsulin? —
5. O‘Fhel"? 2\ G ’Qg'do_utq ))H'-\'k CN\‘\TO] "
Comments:'
Based on the above medical lﬁétory, ‘ghe subjectis: - A dQu‘aliﬁed or [J Not qualified for the study.

mm dd yy

Intérviewer’s Signamre:% P ﬁg | t'z i R Date:



Data Collection Form 2
INCLUSION / EXCLUSION FORM

HTRStudyNo 03- 122085-{2%

-- Page No.:

Visit Code

Date

Subject Initials

Subject Screen #:

/77

Study #

Subject

0 LA 03

L oM

Qualification

Permanent #: % 03-122085-106

mm dd  yy f m 1

INCLUSION CRITERIA

Check one
YES NO

Subject:

1.

Is 18 through 65 years ?

. Has signed informed consent ?

. Is healthy as evidenced by responses on DCF 1 ?

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

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

alul{sriwie

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

showering, and handwashing during the entire study ?

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

oo |

. 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 ?

. 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 dunng the entire study,
unless prescribed by a physician for an intercurrent illness ?

=
—
=
—
_—
/
~
-
~

11.

Is willing to comply with all study protocol requirements ?

EXCLUSION CRITERIA

} YES

Check one
NO

N/A  Subject:

1.

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

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

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

. Has artificial nails or nail tips?

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

Has eczema or psoriasis on their hands or wrists ?

Female

‘Male

e BN B P B

" Ts currently pregnant 7 0 Yes & No _ Of child-bearing potential- & Yes O No
[0 Surgically Sterile, year ; O Post-menopausal, year

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

. Is currently lactating ?

/i

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

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

10.

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

11.

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

\\ NN

12.

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

Based upon derm ’a}logm evaluation and the information contained in Data Collection Forms 1 and 2, the subJect is:
Q

u

alified

O Not Qualified for participation in this study.

/ 7@1

) Reasons for disqualification:. . Interviewer’s Initials/Date: L
' ' Date: (0 1 0
Investigator's Signature: L/g( 2/"/%\ a %m {1 - ’5yy



HTR Study No.: 03-122085-106
Page No..JL - {g

Data Collection Form 3
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials S“bj“‘/s.;’ E;” # Study #
Test D7 /a?%’ 0 ay M / ﬁ‘ Permanent #:
Period | TI-SE =T | T QP | 03-122085-106

1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, .and other skin disorders? E(Yes ONo
If no, please indicate condition: _

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

T0. Has subject been ill since the last visit? [JYes (Complete below) @"No
IV. Has subject used any new oral or topical medication? (JYes (Complete below) B0

Based upon the above responses, the subject is: Bﬁuaﬁﬁed 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? (INotrelated  [J Possibly related [ Definitely related [J Other (explain)

Action Taken: [INone  [J Continued onstudy [ Withdrawn from the study  [1 Consulted physician
O Medication taken (Complete below) [JHospitalized [ Other (explain)
Additional Comments:

CONCOMITANT MEDICATION

Medication : ; Start Date Stop Date Indication
(Oral or Systemic) Total Daily Dose mm/dd/vyy mm/dd/yy (Reason for Taking)
/ / / /
/ / A
/ / /]
Comments:

Interviewer’s Sigx;an;re: Sm-,ag t a . Date: (szn / ode(I ?yg
S R - ) R A




Can St

~

il

Data Collection Form 4

HTR Study No
Page No

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS

. 03-122085-106
’ - 0

CFU/mL of Sampling Solution
. . Subject Screen #
Test Dat Subject Initials Study #
est Date ubjec ) ’.7 7 y
07 12803 | L 4 M_/_H*_ Permanent #: 03-122085-106
mm dd vy F. M L 35
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10 10 10% 10* 10° 10
INTC | 132 - I INTe | %9 10
™G | %o | 17 TNTe [ 798 ||
CFUmL/. /¢ D7 Counted by : INB 1073003 CFUIML ¥ 1p® Comted by : JNB_/07-36-03)
LEFT HAND WASH 1 RIGHT HAND
10t 10% 10° 10* 107 10% 10° 10
INTC NIC | Sb—| 5 INTC INIC | Bl | 10
TNIC INrC 1732 -1 3 TINTC INIC |58 | 7
TNTC INTC,
crumL 3. ¥ x nﬁf Counted by JNB__ /072093 | crumL 5.7 XID T Comted by: JNB  D1-30G3
LEFT HAND WASH 11 RIGHT HAND
101 10° 10° 10" 10 10? 103 10
27— /2 / o o _32_ 2 |o
<271 9 o [0 50 _ 2 | o 10
CFUnL 2RI ® coueaty: INB,07-3003] crunT 2.0)0/0>  Comtedby: INB 073003,
3.1 %16 BBRs 8-1-03
Calculations by: Raw data reviewed by 5 L W /8603
Calculanons Verified by: __ T NB /08 0l-03
*10-! 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
Investigator’s Signature: Date: 9 /A7
% ,Za//é\ — mm __ dd 2



Data Collection Form 6

HTR Study No.: 03-122085-106

FOLLOW-UP VISIT Page No.. [~ % ,
e or o = - Suhisct Sereen #:
Visit Code Date Subject Initials TR e 7 Study #
Y é M_ H Permanent #:
' ' FO“OW'IIP % 0/ / 03 / / . * 03-122085-
Visit mm dd vy F M L 85 085-106
Date Subject Entered the Study: Follow-Up Visit Date:
07,2, 03 8.0l 103
mm dd  yy mm dd vyy
Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema
that may be indicative of a skin infection?
0 YES NO If yes, complete below:
Clinical Observations: (Include date of onset and descriptions/severity/locations, etc.)
Comments:
Has the subject had any health related issues since the treatment procedure? (
O YES %NO If yes, complete below
Comments:

Medical Consulgant’s Signature: ' Date
Cég - o /103
~ ol | Y-© mn vy
/ ‘ y ‘ /



HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.. L "[ﬂ
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
} Visit Code Date Subject Initials | Supiect ?‘é’;ﬁ“ #: Study #
. 72
Subject D1/l _QS (L B, C_ |Permanents: 03-122085-106
Qualification
mm dd F M L
Gender: O Male A Femate . Age: __ﬂ_. Years
Does the subject have any of the following at the treatment sites?
1. DERMATOLOGIC DISORDER No Yes ot
1.  Psoriasis ? i
2. Eczema ? D
3. Skin Cancer ? /
4,  Skin Allergies ? Please specify: S
5.  Hives? S
Does the Subject have any of the following (present and past)?
1. OTHER MEDICAL INFORMATION 7/‘9’453 No Yes Don't
A7) Know
1. Allergies.? Please specify. Do‘g@(\ \\/U\ & X o
2. Hepatitis ? -
3,  Heart and Vascular Disease? ‘ /
4, Liver Disease ? S
5. Kidney Disease ? %
6. Tuberculosis ? P
7. Diabetes ? Controlled? Diet[ ] Oral{ ] Insulin[ ] /
8. Cancer ? /
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? e
10. Organ transplant ? P
11.  Any other condition not listed ? Please specify: -
Is the subject taking any medication? I yes, please specify below:
IIL MEDICATION No Yes Don't
- Know
1.  Antibiotics, oral or systemic ? P
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? -
3.  Heart Medication ? 4
4. Insulin? /
5. Other? P
Comments:
Based on the above medxcal hlstory, the subject is: wﬂﬁualiﬁed or [J Not qualified for the study.
Interviewer's Slgnature Date: 07/ C;( / CL’%
mm dd vy

32



Data Collection Form 2

HTR Study No.: 03-122085-106
INCLUSION / EXCLUSION FORM

Page No.: =
Visit Code Date Subject Tnitials | Supiect S“"’/e“ #: Study #
0
Subject Permanent #;
_ Quatinestion 021 LR, C % 03-122085-106
} mm dd yy f m 1
INCLUSION CRITERIA
Check one

NO Subject:
1. Is 18 through 65 years ?
. Has signed informed consent ?

. Is healthy as evidenced by responses on DCF 1 ?

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

- Has fingernails that extend no longer than approximately one (1) mm past thenail bed ?

AN lwlN

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

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

oo =2

. Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing

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

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

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

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

VSR RN

Check one -

) YES NO N/A Subject:

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

. Has artificial nails or nail tips?

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

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

If of child bearing potential - B-HCG Test Results: # negative [0 positive 7/98/0
8. Is currently lactating ? 4 ; 3

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 ?

NANANN

Female

'::
:

Male

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 ?

R AR

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

Reasons for disqualification: . Interviewer's Initials/Date:_(_- / 7/&{ /Q3 '

- . \ . y R ] ) ) - - / -
Investigator's Signature: % Z /«./Zé\ _— Date: mz / ( ddl O Syy |
. H - = o ) X - . ) B .




"

HTR Study No.: 03- 122085

Data Collection Form 3 Page No
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | SubjectScreen #: Study #
Test Qg C Permanent #:
) D2/98,0 § [, B S
Period — d 3 L g(a 03-122085-106

- G4

1. Is skin on subject's hands and wrists still free of dermatoses, cuts, lesions, and other skin disorders? BlYes [INo
If no, please indicate condition:

I. Has subject used non-antibacterial soap and followed the instructions in Appendix B? Q{es [INo
If no, please explain:

II. Has subject been ill since the last visit? [(JYes (Complete below) %o
IV. Has subject used any new oral or topical medication? [Yes (Complete below) &o

Based upon the above responses, the subject is: Z{)ualiﬁed [0 Not Qualified to continue on the study.
Reasons for disqualification:

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

Was reaction related to treatment? [INotrelated  [JPossibly related [J Definitely related [J Other (explain)

Action Taken: [INone (I Continued on study ~ [J Withdrawn from the study [ Consulted physician

D Medication taken (Complete below) UHospitalized [ Other (explain)
Additional Comments:

CONCOMITANT MEDICATION

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

/ / /7
/ / /]
/ / /o

Comments:

- Interviewer’s Signature: J ) Date: 07 / &@ / O\S

~ 0Ly mm W
. ‘ { f -




P ) it

HTR Study No.: 03-122085-106

Data Collection Form 4 Page No.: ~
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
CFU/ml of Sampling Solution
TestDate | SubjectInitials | Suriect S“,' 3"2: Study #
01 /2803 | L /R /(. |Fermanent# 03-122085-106
mm dd vy F M L 811
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10 10°* 10 10* 10° 10°
™ T B e | 293 19
Y2, (S ' 72 33 - ™I 290 2y
CFU/mI3.0X|D’ Counted by : _#S / 7-30-03 CFU/mL,2. #xd ' Counted by : _§4s  /7-30-03

LEFT HAND WASH 1 RIGHT HAND
10t 10% 10° 10 107! 10 107 10*
Tz ®290. | 2y 3 . e | 29 | *
Pt ~230 20 o M. e | 32 | ¢
mIte - (). 172 -
CFUmL s X II)‘/ Countedby:_%s /7 7-30-03 | cFUmL 3. )X /D) 4 Counted by : _ ¥ [ 730-02
LEFT HAND WASH 11 RIGHT HAND
107 102 10° 10 10t 107 10° 10
I3y__ 3y o o VT 96— | /O 2
08— 4o | 5 0 e 2] | (2 [
el - —
(30— TNTC
p— { - 3 Counted by: _$45  / 2-30-0) | CFUmL £ /X/0 7 Countedby:__ S48 [ 7-30-03

a@h{ ot ESfimate  dve +s tuuk\n'!.’J-Y Y 79 f/d'!—- LYY 7-30-03

Calculations by: Tl /7-3)-63  Rawdatareviewedby _ LW / €-br03

Calculations Verified by: /08010

*10-! 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

Investigator’s Signann'% M Date: ﬁ/ | 0

mm dd vy

- 12




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

FOLLOW-UP VISIT Page No. JL— 2 3@

Tiets find __ PR Subject Screen #: .
Visit Code Date Subject Initials ¢ / é Study #
e N Permanent #:
; , Follow-up 00, 01,03 A, R 1< : % 03-122085-106
Visit mm dd vy F M L

Date Subject Entered the Study: Follow-Up Visit Date:
07, 2/, 03 28101,03

mm dd vy

mm dd vyy

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 ﬁ 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?

0 YES %NO If yes, complete below

Comments:

mm

Medical Consyttant’s Signature: ' Date
~ % : 8 / / / 0?
L~ Z W > : / (@ ' . dd . yy



Data Collection Form 1

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM

HTR Study No.: 03-122085-106

Page No.E_:é%7

Visit Code Date Subject Initials | Subi “5“ een i#: Study #
Qusa‘filg:::ion 072,03 | S/ N /N | Permanent #’%7 03-122085-106
mm dd vy F M L
Gender: 0O Male B/ Female . Age: _[ii_ Years
Does the subject have any of the following at the treatment sites?
L DERMATOLOGIC DISORDER No Yes 11232:’
1. Psoriasis ? %
2. Eczema ? -
3. Skin Cancer ? N
4.  Skin Allergies ? Please specify: /
5.  Hives? P
Does the Subject have any of the following (present and past)?
- . . Don't
II. OTHER MEDICAL INFORMATION ™ 9"3‘ "QBUMD\“Q.O@‘\»WP o Cﬁ%k\. Yes Know
1.  Allergies.? Please specify. ‘b\a\) LA ]P dgjg/ ' W
2. Hepatitis ? VY ' _
3. Heart and Vascular Disease? _
4, Liver Disease ? -
5. Kidney Disease 7 —~
6. Tuberculosis ? -
7. Diabetes ? Controlled? Diet[ ] Oral{ ] Insulin| ] e
8. Cancer ? -
S. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 ~
10.  Organ transplant ? <
11.  Any other condition not listed ? Please specify: o
Is the subject taking any medication? I yes, please specify below:
Don't
m. MEDICATION No Yes Know
1.  Antibiotics, oral or systemic ? v
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? e
3. Heart Medication 7 -
4, TInsulin? P
Comments;
Based on the above medical history, the subject is: JZOualified  or O Not qualified for the study.
Interviewer's Signature:

¥y

' - ;| pae O 1 QL 1O
r/m@&\cmwvdj/\/y Dat -D‘mm/&dd/Qg



Data Collection Form 2 HTR Study No.: 03-122085-1
INCLUSION / EXCLUSION FORM Page No.: ;ﬁ:;jé%

Visit Code Date Subject Initials Subject Screen #:

oy Study #
Qusa;li%‘::ttion o7 /&__/__3 _Sf_/_%_/.;b_ Permanent #: %7 03-122085-106

i mm dd

INCLUSION CRITERIA

Check one
NO Subject:

1. Is 18 through 65 years ?

. Has signed informed consent ?

. Is healthy as evidenced by responses on DCF 17

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

2
3
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ?
5
6

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

~)

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

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

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

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

10. Is willing to refrain from using topical or systemic antibiotic medication durmg 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

IV AN AN

Check one -.
YES NO °~ N/A Subject:

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

. Has artificial nails or nail tips?

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

. Is currently pregnant ? 0 Yes 8 No  Of child-bearing potential: D Yes _&No
B Surgically Sterile, year /£¥7 0O Post-menopausal, year
If of child bearing potential - B-HCG Test Results: {1 negative  [J positive
- 8. Is currently lactating ?

-
—
=
/
e
—

ot A jwWIN

Female

&
8
B

e | Male

)

9. Has been medically diagnosed as having a medical condition such as: diabetes,
/ hepatitis, an porgan transplant, an immunoloegic disease such as ATDS (or HIV positive), Lupus
erythematosus, thyroiditis or rtheumatoid arthritis 7
e

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 isopropy! alcohol or the ingredients in antibacterial soaps ?

Based upon dermatolpgic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is;
,B/Glosﬁ:ﬁed n] Not Qualiﬁed for participation in this study.

Reasons for dxsquahﬁcauon Interviewer’s Initials/Date: ! vl 8(1 O?D

Investxgator‘s Signature; g % /Iﬂ///é\ /___ Date: - %m N4 dd/ ﬂ 1?yy




1 Test Permanent #:
j Perlod 07148103 | 1D 1D %7

HTR Study No.: 03-1
Data Collection Form 3

24

Page No.
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | Subject :S“;e“ # Study #

om dd vy F M L 03-122085-106

1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, .and other skin disorders? Zﬁ' es [ONo
If no, please indicate condition: _

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

III. Has subject been ill since the last visit? [(IYes (Complete below) EB/NO
IV. Has subject used any new oral or topical medication? UYes (Complete below) ﬁéo

Based upon the above responses, the subject is: Eﬁlalified 00 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? [INot related [ Possibly related [ Definitely related (I Other (explain)

Action Taken: [(INone [ Continued onstudy [0 Withdrawn from the study [0 Consulted physician

O Medication taken (Complete below) OHospitalized [ Other (explain)
Additional Comments:

CONCOMITANT MEDICATION

Medication : : Start Date Stop Date Indication
t
(Oral or Systemic) Total Daily Dose mm/dd/yy mm/dd/yy (Reason for Taking)
/ / /o
/ / A
/ / /o
Comments:

- Interviewer’s Signature: (7}71: %. Lz 2, Date: &7 / L& | X

mm dd Yy




Data Collection Form 4

HTR Study No

.+ 03-122085-106
(7]

Page No.:
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
CFU/mL of Sampling Solution
TestDate | SubjectInitials | Subject Screen# Study #
20|
07 /28,03 | DD /D _ | Permanent#: 03-122085-106
mm dd  yy| F M L 81
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10 10 106 10 10° 10°
TNTC NTC 2 INTC INTC 2lo—
INTC- 7NTQ ‘31 TINTC | INTC 29
CFU/nL 3, X I’ Counted by : JNB /0730 Q3 CFU/mlaLKZELa7Comted by: INB ﬁ-ao 03

LEFT HAND WASH 1 RIGHT HAND
10 10 10° 10* 107 1072 10° 10"
INTC INTC [ F-| & TNIC INIC /ESL— 12
TNTC. NTe (767 _ | 7 TNTC INIC 7,8 %
TNTC. - TNIC. —
CFU/nL &,éxlgy Counted by : JIVE 107243 | cFumLb, 4X )D 7 Couted by: JNB /073033
LEET BAND WASH 11 RIGHT HAND
10* 102 10° 10 10" 10° 10° 10%
TNTC 20&-| 23 | 4 TNIC INTC 13
INTC 24 30 4 NTC TNIC 2
TNTC - ' INTC. -
CFU/mL&é xip? Counted by : INB /073003 | crusmL 3,1% 107 Countedvy: INB___ 073023

Calculations by: (/7 -3): b2 Raw datareviewed by

Calculanons Verified by: _. S&E /10%:Q1 03
*10-! 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

SLH

/€-6-03

Date:

P

dd

410
/ yyB

Investigator’s Signature: % j A
A3 % 44/ Y/




Data Collection Form 6 HTR Study No.: 03-122085-106
FOLLOW-UP VISIT Page No.:le "Qﬂ'[

Visit Code . Date Subject Initials Subject Screep #; Study #
m i FOHOW-\lp 0@/ 0 / / 0 3 5 /-D /D Perma'nent # %7 03-122085-106
Visit mm dd vy F M L

Date Subject Entered the Study: Follow-Up Visit Date:
07, 2,05 | Bi0L.O3

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?

O YES ﬁNO 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?

0O YES %NO If yes, complete below

Comments:

Medical Consulant’s Signature: ' Date
C@ o% » © | 7 (95
Y 4 ’4( - dd vy .
/ 7



Data Collection Form 1

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM

HIR Study No.: 03-122085-106

Page No&é QZ

i I Visit Code Date Subject Initials Subject Screen #: Study #
Subject | N7 2[,03| T /L ;S |Fermanent #’% 03-122085-106
Qualification —_— | ==
mm dd vy F M L
Gender: O Male E(Female . Age: __(0_.(____ Years
Does the subject have any of the following at the treatment sites?
I DERMATOLOGIC DISORDER Ng Yes ot
1.  Psoriasis ? V P
2. Eczema ? \/ )
3.  Skin Cancer? v /
4.  Skin Allergies ? Please specify: v /
5. Hives? Ve
Does the Subject have any of the following (present and past)?
. OTHER MEDICAL INFORMATION No "Yes Don’t
pd Know
1. Allergies.? Please specify. (V4 P
2.  Hepatitis ? V'
3. Heart and Vascular Disease? \/
~ 4.  Liver Disease ? ‘/ J
/ > ) 5.  Kidney Disease ? v
6.  Tuberculosis ? Vo
7.  Diabetes? Controlled? Diet{ ] Oral[ ] Insulin| ] v .
8.  Cancer? v J
9.  Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 9 v
10. Organ transplant ? v~
11.  Any other condition not listed ? Please specify:)SAnnras/ v
Is the subject taking any medication? Ifyes, please specify below:
Don't
I NIEDICA'TION No/ Yes Know
1.  Antibiotics, oral or systemic ? v A
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? V4 A
3.  Heart Medication ? v P
4, Insulin? v i
5. Other? Brsamax Jomg |x week ostesporssis v
o2 mes : Effexor Bomg 2 xday  depressum

Based on the above medical history, the subject is: %;liﬁed or [1.

Not qualified for the study.

Interviewer's Signatur€:

ig: - ) | Date:

07 1.2/ ;03
mm dd vy

:,U




Data Collection Form 2 HTR Study No.: 03-122085-10
INCLUSION / EXCLUSION FORM ;m:_-ﬁé

Page No.:
Visit Code Date Subject Initials S“Be;‘)z’““ #: Study #
— -
Subject 07,2(,0 /_,3 J /L5 |Fermanent# 03-122085-106
Qualification
] mm dd f m 1
INCLUSION CRITERIA
Check one
YES , NO Subject:
// 1. Is 18 through 65 years ?
Vv P . Has signed informed consent ?

. Is healthy as evidenced by responses on DCF 1 7

NN

\

N\

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

19

2

3

4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ?
5

6

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

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

I

. Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing

liquids, tales 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 dunng the entire study,
unless prescribed by a physician for an intercurrent illness ?

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

AARANAS

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

L/ 1. Is currently participating in another clinical study at this or any other facility ?
L/ 2. Has participated in any type of hand or arm wash study within the past 7 days 7
3. Has cuts, lesions, or other skin disorders on their hands or wrists ?
4. Has artificial nails or nail tips?
5
6
7

AU

. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?
. Has eczema or psoriasis on their hagds or wrists ?

N

. Is currently pregnant ? 1 Yes ® No  Of child-bearing poteptial: O Yes ¥No
Female Fen:a.l/e"Ma]e O Surgically Sterile, year ___- Post-menopausal, year 1%5
, If of child bearing potential - B-HCG Test Results: J negative [ positive

8. Is currently lactating ?

. 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 ?

d 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 ?

AAGNANAN

Based upon derr[n{(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 dxsquahﬁcatwn ] Interviewer’s Initials/Date: :)-NB /0-) 2 '03

Investigator's Signature: ‘g L W Date: ﬁmm / /((; d/ o ,?y




&

. .

Data Collection Form 3

HTR Study No.: 03-1

22085-10
-

Page No.
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
. . ”, Subject Screen #: .
Visit Code Date Subject Initials ! 200 Study #

Test Permanent #:
st | e7/2%/ 03 Ji LS gg

mm dd vy F M L

03-122085-106

1. Is skin on subject's hands and wrists still free of dermatoses, cuts, lesions, .and other skin disorders? E{’es ONo
If no, please indicate condition: _

. Has subject used non-antibacterial soap and followed the instructions in Appendix B? PY¥es DONo
If no, please explain:

0. Has subject been ill since the last visit? (IYes (Complete below) E/No
IV. Has subject used any new oral or topical medication? [TYes (Complete below)\ElN o

Based upon the above responses, the subject is: Eﬁlaliﬁed [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? [Not related ~ [J Possibly related [ Definitely related 01 Other (explain)

Action Taken: (INone [ Continued onstudy [0 Withdrawn from the study [0 Consulted physician

0 Medication taken (Complete below) (Hospitalized {1 Other (explain)
Additional Comments:

CONCOMITANT MEDICATION

Medication - ‘ Start Date Stop Date Indication
(Oral or Systemic) Total Daily Dose mm/dd/yy mm/dd/yy {Reason for Taking)
/ / / /
/ / / /
/ / / !
Comments:

mm dd Yy

- Interviewer’s Signature: %%%, Ua e 7Y, Date: __ &7 | Z& | OF



HTR Study No.: 03-123085-106
Data Collection Form 4 Page No.:

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
CFU/mL of Sampling Solution
Subject Screen # Stady #

Test Date Subject Initials

0128103 | J/1./S Pe"g“‘é“#‘ 03-122085-106
F M L

mm dd vy
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10* 10° 10° 10 108 10
Tvle | TMRC 2¢ Mie e 3¢
e | o 2 e | e 22
CFUmLA, L) {3 Counted by : _14s_/ 1-30-63 CFUML3.24/D’ Counted by : M3 _/ 730-03
a0 1-30-v3 :
LEFT HAND : WASH 1 RIGHT HAND
107 102 10° 10+ 10 10* 10° 10"
Dae | mve (8238 4 - e | pote | e | S
TWCL AN 5p— 3 Mre, | TWEC 58 5
INW ~ TATTC, -
CFULG. & e !D‘r Counted by : _$4s / 7-30-03| CFU/mL &, 2 X /) y Counted by : _{45 [ 7-20-03
LEFT HAND WASH 11 RIGHT HAND
10 10% 10° 10 10" 107 10°® 10
WL 8- | 7 o Tfte i 5 0
WL A0 — b % TWTe 3 - | 2 0
TRy L ' Trste.
CFUAL L. & X I Countedby: _$48  /7-30-03 | crumL €./ X /0> Countedby: s /7-30-03

Calculations by: y /731 Raw data reviewed by by H /8603

Calculations Verified by: /0%:01:03
*10-! 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

Investigator’s Signature: %M Date: Vﬁ 1y 10 >
e / _— mm dd vy




Data Collection Form 6

HTR Study No.: 03-122085-106

FOLLOW-UP VISIT Page No.. J{ "éfﬁ
Visit Code Date Subject Initials Subject Screen #: Study #
N ~ IR - . J . 3 L.
£ 3 Follow-up QQ/ Ol, / D 7 ) 3 Permg_ent #: J 03-122085-106
Visit mm dd vy F M L
Date Subject Entered the Study: Follow-Up Visit Date:
07. 21,0 R, 0,03
mm dd  yy mm dd vy
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?
O YES NO If yes, complete below:
Clinical Observations: (Include date of onset and descriptions/severity/locations, etc.)
Comments:
— Vi
Has the subject had any health related issues since the treatment procedure?
O YES ﬁNO If yes, complete below
Comments:
Medigal Consulfant’s Signature: ' Date
éﬁ ~ | T 103
=~ LN L A mm  dd vy
/4 7



Data Collection Form 1

HTR Study No.: 03-122085-10
Page No.:E ~é4 7

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM

Visit Code Date Subject Initials | Subject Sgreen #:

IR0

Study #

Subject 4 99,21:03| M/F M Pemane“t#‘%ﬁ 03-122085-106

Interviewer's Signal

~ )

Qualification om ad vy F M L
P ;
Gender: I{Male O Female . Age: __i_Q__ Years
Does the subject have any of the following at the treatment sites?
I. DERMATOLOGIC DISORDER No Yes ﬁg‘;‘;
1.  Psoriasis ? v /
2. Eczema ? 74 /
3. Skin Cancer ? v )
4,  Skin Allergies ? Please specify: V4 /
5.  Hives? V
Does the Subject have any of the following (present and past)?
. Don't
. OTHER MEDICAL INFORMATION NV Yes Know
1.  Allergies.? Please specify. 4 [
2.  Hepatitis? v/
3.  Heart and Vascular Disease? V4 /
4, Liver Disease ? V4 /
5. - Kidney Disease ? /
6.  Tuberculosis ? A v/
7.  Diabetes? Controlled? Diet[] Oral[ ] Insulin[ ] v/
8.  Cancer? v/,
9.  Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? v/’
10.  Organ transplant ? v /
11.  Any other condition not listed ? Please specify: 4
Is the subject taking any medication? Ii‘yes, please specify below:
Don't
TIL. MEDICATION N}{ / Yes Know
1.  Antibiotics, oral or systemic ? V//
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v/
3.  Heart Medication ? v/
4.,  Insulin? V/
5.  Other? v
Comments;
Based on the above medical history, the subject is: Eéualiﬁ-ed or O Not qualified for the study.

pae 07 1 21 103 o
.mm Vdd yy_-



5m

W/

Data Collection Form 2 HTR Study No.: 03-122085-106

Page No.: [E - (ﬂﬁg

INCLUSION / EXCLUSION FORM

Visit Code Date Subject Initials | SUDIES Sereen # Study #
oo | 022103 | N B [Romissst® | g sanes 1o
mm dd f m 1
INCLUSION CRITERIA
Check one
YES / NO Subject:
V /] 1. Is 18 through 65 years ?

. Has signed informed consent ?

. Is healthy as evidenced by responses on DCF 17

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

aAjwmibnjwill

. ‘Has fingernails that extend no longer than approximately one (1) mm past the nail bed 7

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

showering, and handwashing during the entire study ?

o0t =

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

. 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 ?

. 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 dunng the entire study,
unless prescribed by a physician for an intercurrent illness ?

11,

Is willing to comply with all study protocol requirements ?

EXCLUSION CRITERIA

) YES NO/-

Check one .

N/A  Subject:

L

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

//
N

2. Has participated in any type of hand or arm wash study within the past 7 days 7
‘/ 3. Has cuts, lesions, or other skin disorders on their hands or wrists ?
% 4. Has artificial nails or nail tips?
/ p 5. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?
\/ 6. Has eczema or psoriasis on their hands or wrists ?
7. Is currently pregnant? 0 Yes O No  Of child-bearing potential: 0 Yes O No
Female | Female | Male » O Surgically Sterile, year O Post-menopausal, year
/__1f of child bearing potential - B-HCG Test Results: [ negative [ positive
\/ 8. Is currently lactating ?
L/ 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 ?

L 10.

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

1L

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.

NN

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

Reasons for dxsquahﬁcatxon

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

0 Not Qualified for participation in this study.

Interviewer’s Initials/Date: Q 2 !2 i 2 _Z_Z d 3

y Invesngatox’s ngnaturc \/g % M — Date: x?m //( dd/ 03 =




Ve

HTR Study No.: 03-122085-106

. Data Collection Form 3 Page No.:l:é
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | Sriect Screen #: Study #
3 Test 70 N < A, F, M | Permanent#:
j : DIROS| M /M
Period | = 20/== | AL 29 | 03122085106

1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, and other skin disorders? Eé’es No
If no, please indicate condition: _

II. Has subject used non-antibacterial soap and followed

If no, please explain:

. Has subject been ill since the last visit? [JYes (Complete below) E/No
IV. Has subject used any new oral or topical medication? [JYes (Complete below) B@

Based upon the above responses, the subject is: Zﬁualiﬁed [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? [INot related  [JPossibly related (I Definitely related [ Other (explain)

Action Taken: ONone  [J Continued onstudy [ Withdrawn from the study  [J Consulted physician
0 Medication taken (Complete below) JHospitalized ~ [J Other (explain)
Additional Comments:

CONCOMITANT MEDICATION

Medication - . Start Date Stop Date Indication
(Oral or Systemic) Total Daily Dose mm/dd/yy mm/dd/yy (Reason for Taking)
/ / A
/ / /!
/ / /]
Comments:

- Interviewer’s Signature: S&M é 6 ' }? ﬁ' Date: D?/ 018' / 03
: ‘ ‘ 7 mm - dd yy




HTR Study No.: 03-122025-
Data Collection Form 4 Page No.: — |

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS

A7 CFU/mL of Sampling Solution
TestDate | SubjectInitials | Supiect Sm%% Study #
07 22,03 | M/ F/ M |Permanent#: 03-122085-106
mm dd vy ¥ M L Bq ’
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10* 10°% 10° 10 10°% 10°¢
TNTC 12 | 21— INTC | |63~ 9
CFU/mL Counted by .INB 012003 CFUAL 2, 7X/87 Counted by : JNB 107- 3003
2.0x107
CDws 8-1-03 '
LEFT HAND WASH 1 RIGHT HAN:
_1)2" 10% (jo" {;o*‘ 10 10 10
—/ .
INTC | WL | 43 | % NIC [ INIC [ 48 —
TNTC -~ TNTC
crumL A, 3 X107 Counted by : JNB_/0120-03 | crumL &. $X /0 Y Comted py: JNB 07
L | ‘
LEFT HAND WASH 11 RIGHT HAJ
107 1072 10° 10* 10 102 103
79 lo] 3 O

%%@,naz%%fig

- p——y —
CFU/mL/ .2X > Counted by : JNB_ /073003 | CFU/mL 5, X [Qs Counted by : DNB (O

Calculations by: T3 / 7-3)- D2 Raw data reviewed by 5 £ H ; €603
Calculations Verified by: _JNB /O%-01-03
*10-! 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

Investigator’s Signaturez% % : Date: g) | & 1O
/
4

mm dd vy

Yy
!

o,



Data Collection Form 5A

sequelae

‘Serz‘lous' Adverse Event/ E‘.xpe-'rienée

(descnbe)

Subject Initials M L F W\, __Subject# Study No.  03-122085-1
J L, .
. Page No. V- 70]
’ )
ADVERSE EVENTS
' SAE" Action Relation- lnvestig'at'
Symptom / Event Onset Date Td Date YN Severity Taken Outcome ship ture/C
%
MWv&G_o 73103 Vb H | LHé é E g
o <k ;&@/ 7@@:?'
Date |comment/Not p/l/{)/@ﬂj 7% WM é“
%/”/o") Namoln @,Q,z_au .LMQOﬁm__ma/___’ .
: ' SAE' . Action Relation-] Investiga
Symptom / Event Onset Date) End Date YIN Severity Taken Outcome ship Signature/
Entry .
Date Comment/Note: It
P A
; )
: SAE’ . Action Relation-| Investig
Symptom / Event Onset Date| End Date Y/N Severity Taken Outcome ship Signature
Entry .
Date Comment/Note:
Note: Severity, Relationship and Outcome MUST be determined by principal investigator.
p Yy P P g
Severity: 1=Mild =Moderate 3=Severe
Relationship:  1=Definite 2=Probable 3=Possible 4=Unrelate
o Action Taken: 1=None - - 2—RxTherapy -3=Discontinued Stud"y_ -4=0ther (s
") Outcome: 1=Resolved w/o' 2=Resolved w/ sequelae 3= Ongomg 4=Death



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

FOLLOW-UP VISIT PageNo JL— 702~
Visit Code Date Subject Initials Subject Sme‘;‘%o Study #
;“" = } Follow-up @/ _QL/ 03 M / F-/ _M_ Perma.“ent # ?? 03-122085-106
Visit mm dd vy F M L

Date Subject Entered the Study: Follow-Up Visit Date:
D7, 21,02 ROLOB
mm dd  yy

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

?” YES (O NO If yes, complete below:

mm dd vwyy

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

[,_;‘/wsp AL N o4 %)’WWM
Ovppet~ 7-3/~0F

Comments:

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

O YES ﬁ NO If yes, complete below

Comments:

Medical Consultant’s Signatune: ' g~ ;)ate o
~ | ~ / /
g Lo by w0
Vi .

‘mm dd vy




HTR Study No.: 03-122085

Data Collection Form 1 Page No. T
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
] Visit Code Date Subject Initials | Subject Screen #: Study #
bject Y ¢ :
Qu?llﬁ-f::ﬁon 04,0 /__4.9) G /8 /M |rermavents 90 03-122085-106
mm dd F M L
Gender: Z( Male O Female . Age: _&__ Years
Does the subject have any of the following at the treatment sites?
1L DERMATOLOGIC DISORDER No Yes 112:’1‘;:,
1, Psoriasis ? -
2, Eczema ? e
3.  Skin Cancer ? L
4. Skin Allergies ? Please specify: -
5.  Hives? e
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No Yes . 11222:
1. Allergies.? Please specify. e
2. Hepatitis ? -
3. Heart and Vascular Disease? -
4, Liver Disease 7 -
5. Kidney Disease ? —
6.  Tuberculosis ? -
7. Diabetes ? Controlled? Diet[ ] Oral{ J Insulin( ] e
8. Cancer ? ~
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? -
10.  Organ transplant ? _—
11.  Any other condition not listed ? Please specify: e
Is the subject taking any medication? I yes, please specify below:
. MEDICATION No Yes Don't
. Know
1. Antibiotics, oral or systemic ? -
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? -
3. Heart Medication ? _~
4. Insulin? _—
5. Other? —
Comments;
Based on the above medxcal hxstory, the subject is: uahﬁed or' [0 . Notqualified for the study.

67'/ 09‘[‘/03"
mm ad

bA4

Interviewer's ngnab.n'e 3@4 E‘/Mm\/\ Date:



~

Data Collection Form 2 HTR Study No.: 03-12208
INCLUSION / EXCLUSION FORM

Page No.:
Visit Code Date Subject Initials | Subject Screen # Study #
Subject X
Qualitication O3, 0 31 &/ B ™ | Fermanents 40 03-122085-106
j mm dd_ f m 1
]NCLUSION CRITERIA
Check one
YES NO Subject:
/ 1. Is 18 through 65 years ?
— 2. Has signed informed consent ?
- 3. Is healthy as evidenced by responses on DCF 17
_ 4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ?
[ 5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ?
6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing,
/ showering, and handwashing during the entire study ?
.~ 7. Is willing to refrain from using anti-dandruff shampoo during the entire study ?
8. Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing
/ liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a
physician for an intercurrent illness ?
9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a
— physician for an intercurrent illness 7
. 10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study,
/ unless prescribed by a physician for an intercurrent illness ?
o 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 ?

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

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

. Has artificial nails or nail tips?

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

. Has eczema or psoriasis on their hands or wrists ?

VAN

. Is currently pregnant? 3 Yes [ No  Of child-bearing potential: 0 Yes 0O No
Female W O Surgically Sterile, year 00 Post-menopausal, year

If of child bearing potential - B-HCG Test Results: 0 negative  [1 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
prechude 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.

NAVAYAN

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

Based upon derx;gologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
Qualified [ Not Qualiﬁed for participation in this study.

" Reasons for dxsquahﬁcatlon ] Intemewer s Initials/Date: L% ! 7/ ) 1165

Invcst:gator‘sngnature gi . ///\\ //._ ‘ Da.tc: éﬁgll édé/ /(//;YOS

YN - i



HTR Study No.: 03-122085-1

Data Collection Form 3 Page No.JL -7
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials S“"je?;ﬁ;een #’ Study #
A 'I‘e_st id / B /M Permanent #:
Period ﬁl—mm i—d 3 —Qg-yy —ﬁ-F SV . 40 03-122085-106
1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, .and other skin disorders? &¥es [INo
If no, please indicate condition: __
1I. Has subject used non-antibacterial soap and followed the instructions in Appendix B? B?es (INo
. Ifno, please explain:

TI. Has subject been ill since the last visit? (IYes (Complete below) B/No

IV. Has subject used any new oral or topical medication? (Y es (Complete below) B0

Based upon the above responses, the subject is: Eﬁualiﬁed 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:
M‘\\ .
{1 Wasreaction related to treatment? ONotrelated [ Possibly related [ Definitely related [J Other (explain)
Action Taken: (ONone [0 Continued onstudy  [1 Withdrawn from the study [ Consulted physician
00 Medication taken (Complete below) OHospitalized = [1 Other (explain)
Additional Comments:
CONCOMITANT MEDICATION
Medication - ; Start Date Stop Date Indication
(Oral or Systemic) Total Daily Dose mm/dd/yy mm/dd/yy (Reason for Taking)
! / A
/ / /o
! / /!
Comments:
- Interviewer’s Signature: C’W&l«#% Wi iFpnrr Date: 07/ &£F | 03
: mm dd vy
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Pata Collection Form 4

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

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS

CFU/mL of Sampling Solution
TestDate | SubjectInitials | SuPiect S"’““ét Study #
1 .
07 128:03 | O B M Pemﬁ“‘“#' 03-122085-106
mm dd vy F M L O
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10 10° 10°¢ 10 10 10
TNIT 232 | 1% NG TN 2l
™| 115 | |9 ™W© | TN | “30
CFU/mlg._[xzb_7Cmmted by: _VAXA /- 30- CFUIMLR8 X" Comtedby : Vatd/ -+ 806F

LEFT HAND WASH 1 RIGHT HANI
10! 10 10° 10+ 10! 102 102 ;
T T TNT| BS 7 ™ ™| g2 ]
T | TN 52 | 2 TNT TRIC ] (9 | &
- —
crumis. 4 DY Counted by : VL / 7-30:0D crumL 5L x [Qy Counted by : Y AAA / 1
LEFT HAND WASH 11 RIGHT HA!
107 102 10° 10 107 102 107
%;» 2 ! o LA - | & | d
|~ 13 o 0 11T 25 [
cFul_Flo X DY Counteaty: U 1 1-36-03| crumL 2.0XI0>  Countedby:YAXA /T
Calculations by: [ 772 Raw data reviewed by ﬁl H / g-603
Calculations Verified by: UN% (1080103
*10-! 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
Date: 9 / // / o 3
mm dd vy

Investigator’s Signatme:% %



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

FOLLOW-UP VISIT Page No. JL — 207
Visit Code Date Subject Initials Subject Scrleénéz Study #
T .
T Follow-up 0%/ 0 ] / 0 6 / B / m Pema.nent # qO 03-122085-106
Visit mm dd vy F M L

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

D7, 21,035 Q3 24 O3
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?

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?

0 YES ﬁNO If yes, complete below

Comments:

Medigal Conspltant’s Signature: ' Date - i
éﬁ > Qx@ 5703
- M ) % ¢ @

mm dd vy
7 /4 7

~ L



