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HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.JC — | [
DEMOGRAPHICSDERMATOLOGICAL/MEDICAL HISTORY FORM
~ Visit Code Date Subject Initials S“bj;:_;"”“ # Study #
Subject 07 ;1503 T 1</ W Permanent #:
: . 03-122085-106
Qualification —— F M L N A
Gender: 0 Male & Female . Age: __i’?____ Years
Does the subject have any of the following at the treatment sites?
L DERMATOLOGIC DISORDER No Yes 1232;:
1. Psoriasis ? -
2. Eczema ? -
3. Skin Cancer ? —
4, Skin Allergies ? Please specify: —
5. Hives ? —
» 3 t,
Does the Subject have any of the following (present and past)? O [ 71503
II. OTHER MEDICAL INFORMATION No Yes 113':(::
1. Allergies.? Please specify. &, I';’é drvas, ReeS X Vv
2. Hepatitis ? - =
3. Heart and Vascular Disease? o
. 4, Liver Disease 7 —
~— ) 5. Kidney Disease ? —
6. Tuberculosis ? —
7. Diabetes ? Controlled? Diet[ ] Oral[ ] Insulin] ] -
8. Cancer ? —
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 -~
10.  Organ transplant ? : o
11, Any other condition not listed ? Please specify: <o, be {0 N Ve
, . s ' . : OSeH [7-15.07
Is the subject taking any medication? If yes, please specify below:
Don't
L. MEDICATION No Yes Know
1. Antibiotics, oral or systemic ? -
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? —
3. Heart Medication 7 P
4, Insulin? v
5. Other ? . v
Comments: Octho Miceoner — Ix oy ~ birth Conteol
Syathroid - I.JSch {x d;y ~Thyrotd
Based on the above medical history, the subject is: BQ{aliﬁed or J . Notqgualified - for the study.
Interviewer's Signature: . Date: _ O 4/ (S 03
' L. oo om a ¥

H



e

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

INCLUSION / EXCLUSION FORM Page No: L -115H
Visit Code Date Subject Initials S“""?:;”“ f Study #
Ouatieon | 20/15/2% T /KW |Fermapents A 03-122085-106
) mm dd vy
INCLUSION CRITERIA
Check one
YES NO Subject:

- 1. Is 18 through 65 years ?

e 2. Has sigoed 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 ?

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

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

showering, and handwashing during the entire study ?
- 7. Is willing to refrain from using anti-dandruff shampoo during the entire study ?
8. Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing
iV liquids, talcs and other deodorant/autiperspirant products during the entire study, unless prescribed by a
physician for an intercurrent illness ?

o 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 ?
e 11. s willing to comply with all study protocol requirements ?
EXCLUSION CRITERIA

Check one - .
;) YES NO NA 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 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 7 0 Yes ®-No  Of child-bearing potential: &Yes 0 No

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

If of child bearing potential - B-HCG Test Results: 0 negative [ positive R: M-\m 31 BC
8. Is currently lactating ?

G NS

Alonfw]aiwle

Female

7
g
&,
o

Male

A0
W1HoZ
9. Has been medically diagnosed as having a medical condition such as: diabetes, L
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 derma’co gic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
ualified O Not Quahﬁed for participation in thls study.

Reasons for disqualification: : Interviewer’s Initials/Date: SK K 21503

Investlgator's Signature: % % Date: r?;;l / ~//dd, O?Y




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.:E - l léb
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
Visit Code Date Subject Initials | Supiect S‘g‘:‘(‘ # Study #
Subject ') Permanent #:
Quatifntion (mm) / (lk?/ > SF} /jMS / ’f:(J /\] A( 03-122085-106

Gender:

D/ Male 0O Female. Age: __ f:s Years

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

I DERMATOLOGIC DISORDER No Yes ot
1.  Psorijasis ? o
2.  EBczema? —
3. Skin Cancer ? -
4, Skin Allergies 7 Please specify: -
5. Hives ? -
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No "Yes Ilzgz:r
1. Allergies.? Please specify. -
2. Hepatitis ? L
3. Heart and Vascular Disease? —
4.  Liver Disease ? A
5.  Kidney Disease ? o
6. Tuberculosis ? o
7. Diabetes 7 Controlled? Diet[ ] Oral[ ] Insulin[ ] v
8. Cancer ? v
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? -
© 10,  Organ transplant ? -
11.  Any other condition not listed ? Please specify: —
Is the subject taking any medication? If yes, please specify below:
IIL. MEDICATION No Yes Don't
. Know
1. Antibiotics, oral or systemic ? —
2, Cortisone, Steroids, ACTH, Anti-reaction Drugs ? o
3. Heart Medication ? -
4. Insulin ? -
5. Other ? -
Comments£
Based on the above medical history, the sub]ect is: Qéuahfed or J Not qualified for the study.
Interviewer's ngnature pate: O 7 4 ] S 05 .
m mm 3 ¥




Data Collection Form 2

HTR Study No.: 03-122085-106

INCLUSION / EXCLUSION FORM Page No: XL = | 157
Visit Code Date Subject Initials Subject Sc['ée n Study #
Subject 0 50 J 1 H | Permanents: N 03-122085-106
. Qualification A,
i mm dd vy f m 1
INCLUSION CRITERIA
Check one
YES NO Subject:
1. Is 18 through 65 years ?
. Has signed informed consent 7

. Is healthy as evidenced by responses on DCF 1 ?

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

hjwris]jwliN

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

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

showering, and handwashing during the entire study ?

0o ~3

. 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, tales and other deodorant/antiperspirant products during the entire study, unless prescribed by a

physician for an intercurrent illness ?

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

physician for an intercurrent illness ?

3

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 ?

NN N IS NN

11.

Is willing to comply with all study protocol requirements ?

EXCLUSION CRITERIA

Check one -.

) YES NO NA 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 ?

AN

SNjaajnislwie

. Has eczema or psoriasis on their hands or wrists ?

Female | Female { Male

. Is currently pregnant? 0 Yes O No  Of child-bearing potential: 0 Yes 0O No

0O Surgically Sterile, year O Post-menopausal, year
If of child bearing potential - B-HCG Test Results: [ negative O 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
erythematosus, thyroiditis or rheumatoid arthritis ?

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

1L

v
% 10.
e

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 isopropyi alcohol or the ingredients in antibacterial soaps ?

. & Qualified

Reasons for disqualification: _

Based upon de/n;ﬁologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:

0 Not Qualified for participation in this study.

Tnterviewer's Initils/Date: SO 7SS

) : . 7 B - h - ) ) -
Investigator's Signature: /é Z/)/’ % '/ Date: : vgmm 4 ) 1.0 Byy



HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.. T = { I
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM .
Visit Code Date Subject Initials S“bljgg‘“ een #: Study #

mm dd

Subject -
Qua‘,‘;—;’::ﬁon QZ/A"EJ_Qﬁ QF__/ "Lg}‘“ /%_ Pe’manent#N A 03-122085-106

Gender:

0 Male B/Female .

Age: QE i Years

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

1. DERMATOLOGIC DISORDER No Yes Don't
/ Know
1.  Psoriasis ? 4 /
2. Eczema ? P
3. Skin Cancer ? ,,
4, Skin Allergies 7 Please specify: S/
5. Hives ?
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No "Yes / 1]3.32‘»:
1. Allergies.? Please specify. DOl ,ey) mold s V4
2.  Hepatitis ? v
3. Heart and Vascular Disease? v )
4.  Liver Disease ? \/ )
5. Kidney Disease ? \/ /
6. Tuberculosis ? \/ '/
7.  Diabetes? Controlled? Diet{ ] Oral{ ] Insulin[ ] v’
8. Cancer ? ‘/ /
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? ,//
10.  Organ transplant ? V.
11.  Any other condition not listed ? Please specify: v’
Is the subject taking any medication? If yes, please specify below:
IIL. MEDICATION No Yes Don't
- e Know
1.  Antibiotics, oral or systemic ? V',
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 1 / /
3, Heart Medication ? :/ /
4, Insulin 7 / /
5. Other? Apr, |xday_birth contro| v
Comments£
Based on the above medical history, the s_ubject is: l]{ualiﬁed or O Not qualified for the study.

Omz/lﬁadzﬁﬁ

Interviewer's Signav% M Date:

5%



Data Collection Form 2
INCLUSION / EXCLUSION FORM

Visit Code Date Subject Initials S“b]jz;%s“““ #: Study #
Qui;‘l‘;’i’:::] o | 02156,03 | T /LS | Fermanenth: N A, 03-122085-106
mm dd vy f m 1
INCLUSION CRITERIA
Check one
YEY/ NO Subject:
v /1 1. Is 18 through 65 years ?
Vv / 2. Has signed informed consent ?
[/ // 3. Is healthy as evidenced by responses on DCF 1 7
L /S v 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 ?

[ 2 B |

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

. 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 ?

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

physician for an intercurrent illness 7

N\

10.

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

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 ?

vV
W/

. 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?

a
NP4
/

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

v,
4
v

Qfalw|piw]e

. Has eczema or psoriasis on their haads or wrists ?

<

[

Female | Female

‘Male

. Is currently pregnant ? 0 Yes ¥ No

Of child-bearing potential: @ Yes O No
0  Surgically Sterile, year 00 Post-menopausal, year
If of child bearing potential - B-HCG Test Results: 0 negative [ positive

NA

AL

/

. Is currently lactating ?

f22)0%

. 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 theumatoid arthritis ?

/
/

10.

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

NARHN

)

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 dcrrgyd(ogic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
" & Qualified

Reasons for disqualification:

00 Not Qualified for participation in this study.

Interviewer’s Initials/Date:

N/

mm

10711503
o5

dd

Date: .

Yy

Investigator's Signature: 142 % _— ‘
B - i EN - / .

HTR Study No.: 03-122085--10§a

Page No.: -




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.: :E - l(ao
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM .
-_, Visit Code Date Subject Initials S“bj"'/c‘osg een #: Study #
Subject ¥, [ $,03 6 / T / H Permanent #;
. A 03-122085-106
Qualification mm  dd _yy F M L N vA(
Gender: E/ Male 0 Female. Age: .__?.’_Z._‘z___. Years
Does the subject have any of the following at the treatment sites?
1. DERMATOLOGIC DISORDER No Yes Don't
: Know
1.  Psoriasis? o
2. Eczema ? -
3. Skin Cancer ? -
4,  Skin Allergies 7 Please specify: —
5. Hives ? —
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No "Yes 11232":
1.  Allergies.? Please specify. Dairy Yeodvets - o a5t o
2.  Hepatitis ? ' y —
3, Heart and Vascular Disease? o
4, Liver Disease ? -
J 5.  Kidney Disease ? —
6. Tuberculosis ? —
7.  Diabetes? Controlled? Diet{ ] Oral[ ] Insulin[ } —
8. Cancer ? —
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 —
10.  Organ transplant ? -
11.  Any other condition not listed ? Please specify:' T, ¢5 yers. color: A o
. ‘ y 1.§563
Is the subject taking any medication? If yes, please specify below: Depression @4/ 7150
. MEDICATION No Yes Don't
- Know
1. Antibiotics, oral or systemic ? o
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? w
3. Heart Medication ? v
4. Insulin ? % .
5. Other ? S -
Comments: ‘ 20(0"‘:'*‘ - SOMj { XG(DY - D{/?' CSSS o 63 43 [21S03
Based on the above medical histo'fy, the subject is: . B@aliﬁed _or 0 Not gualified for the study.
‘| Interviewer's Signature: _ A . ) Date: _ 07 / [5- ;] O3 »
. i’b—’& [ . /0%;57”‘1 . mm dd yy



INCLUSION / EXCLUSION FORM Page No.:

Data Cellection Form 2 HIR Study No.: 03-12208f[§ EG {

Visit Code Date Subject Initials Subject Screen #:

/ o q Study #

Subject

>

Qualification | O/ S,03 | b 47T /H |Fermanent# NA, 03-122085-106

mm dd vy 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 17

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

anjwnmslwit

. 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 ?

Y

. 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 ?

. Ts willing to'refrain from using topical steroids during the entire study, unless prescribed by a

physician for an intercurrent illness ?

U RIONYR?

10.

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

11.

Is willing to comply with all study protocol requirements ?

EXCLUSION CRITERIA

- Check one -.

™)) YES NO N/A Subject:

X

1L

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

. 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?

NAAATAY

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

Glajulsiw]e

Has eczema or psoriasis on their hands or wrists ?

Female | Female | Male

. Is currently pregnant 7 0 Yes O No  Of child-bearing potential: 3 Yes O No

O Surgically Sterile, year 0 Post-menopausal, year
If of child bearing potential - B-HCG Test Results: [} negative [ positive

\

. Is currently lactating ?

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

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

10.

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

11

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

WIS

12.

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

- B Qualified

- "} . Reasons for disqualification:

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

O Not Qualified . for participation in this study.

_ Interviewer’s Initials/Date: SKH’ / 71 5 ’03

WoN

Invcstigator:s Signa;mrc: ’4 2'47 ﬂ//’—_\/—\ - Date: _/_zm » / ‘ // dd/ 7 7)




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No..JIC ~
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL BISTORY FORM
- Visit Code Date Subject Initials | SuPIect Ser ee" # Study #
Subject ‘D’} Vs, _b'b M \é Permanent #
. . i / /! !& 03-122085-106
Qualification mm 3 ML ,\] A
Gender: 7 Male 0O Female . Age: _ﬁ___ Years
Does the subject have any of the following at the treatment sites?
L. DERMATOLOGIC DISORDER No Yes Don't
: Know
1. Psoriasis ? o
2. Eczema ? -
3. Skin Cancer ? —
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 Ilz:’:):'
1. Allergies.? Please specify. .
2. Hepatitis ? —
3. Heart and Vascular Disease? <\yvel o QDOI —
—_ ) 4.  Liver Disease 7 L
K 5.  Kidney Disease 7 /
6. Tuberculosis ? 1
7. Diabetes ? Controlled? Diet[ ] Oral{ ] Insulin[ ] —
8. Cancer ? N
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? -
10.  Organ transplant ? -
11.  Any other condition not listed ? Please specify: \\o\esye(o | Nz
Is the subject taking any medication? X yes, please specify below: ‘
I MEDICATION No Yes Don't
- Know
1. Antibiotics, oral or systemic 7 s
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? e
3. Heart Medication ? Conpmadiy,_ Siva. [Xdaus Weupei\icing Ixday o~
4, Insulin ? U/
5. Other? Q(‘:’.’\*&\ QDm”deaM W
Comments:“
) Based on the above medical history, the subject is: EJ/Quahﬁed or O} Not qualiﬁed for the study.
4 ) ) ’ ) ) - -

Interviewer's Signature: S@.E,LI\) t ?DO\MM'\
, . —— : !

Date: 67

/66'

vy

1162



——

Data Collection Form 2

HTR Study No.: 03-122085-106
INCLUSION / EXCLUSION FORM Page No.: - 9
Visit Code Date Subject Initials | Subject Seren #: Study #
Subject Permanent #: ‘
Qualification / —LCZ/ 63 EV K 1M M\b( 03-122085-106
1 mm dad f m 1
INCLUSION CRITERIA
Check one
NO Sibject:
1. Is 18 through 65 years ?
2. Has signed informed consent ?
3. Is healthy as evidenced by responses on DCF 1 ?
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ?
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ?
6

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

OO'\l

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

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

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

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

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

unless prescribed by a physician for an intercurrent illness ?

NS TS NYANYY P

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

EXCLUSION CRITERIA

Check one ...
YES NO ' NA

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?

NN NS

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

Has eczema or psoriasis on their hands or wrists 7

\I.G\U\#-wN

Female | Female | Male

. Is currently pregnant? 0 Yes [ No  Of child-bearing potential: O Yes O No

0 Surgically Sterile, year 3 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 theumatoid arthritis ?

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

/
4
-

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

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

—

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

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

.- Reasons for dlsguahﬁcatlon Interviewer’s Imtkals/Date % / 7/ l S'/ 03

Investxgator's Signature:

/ Z%/&W o m@,~/,dd',‘ﬁ q)yy




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No..J3C — ! Ibq
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
Y Visit Code Date Subject Initials S“bj*;“; :,L-“ een #: Study #
Subject 01,1s, 03 N 1T 6 Permanent #: 03-122085-106
Qualification mm dd vy F M L N A
Gender: 0 Male & Female . Age: ____Sﬂ__ Years
Does the subject have any of the following at the treatment sites?
L DERMATOLOGIC DISORDER No Yes Don't
: Know
-1, Psoriasis ? -
2. Eczema ? -
3. Skin Cancer ? -
4,  Skin Allergies ? Please specify: =
5. Hives ? -
Does the Subject have any of the following (present and past)?
. OTHER MEDICAL INFORMATION No "Yes Ilzgz‘v:
1. . Allergies.? Please specify. 5550wl Nz
2, Hepatitis ? -
3. Heart and Vascular Disease? —
s \ ) 4.  Liver Disease ? v
K 5.  Kidney Disease ? —
6. Tuberculosis ? (g
7. Diabetes ? Controlled? Diet{ ] Oral[ ] Insulin[ ] v
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? I yes, please specify below:
TIL. MEDICATION No Yes pon't
1.  Antibiotics, oral or systemic ? -
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? o
3.  Heart Medication ? v
4, Insulin ? o
5, Other ? (e
Comments£
Based on the above medical history, the subject is: B(ﬁaliﬁed or I Not qualified for the study.
£ |- - - : D - T ) .
Interviewer's Signature: A ’ z - - Date: 05 / / Y ;O 3
é/}/v . &EWV‘/‘ mm dd vy



INCLUSION / EXCLUSION FORM Page No.:

Data Collection Form 2 HTR Study No.: 03-122085-%261_,4

Visit Code Date Subject Initials | SuPject Screen #:

Subject

Qualification 02/i5/03 | NI & |Fermanenth: 03-122085-106

mm dd vy f m 1 MR

INCLUSION CRITERIA

Check one

NO

Subject:

1.

Is 18 through 65 years 7

. 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 ?

AW

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

showering, and handwashing during the entire study ?

~3

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

. 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 ?

—

NS SRS

10.

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

11.

Is willing to comply with all study protocol requirements ?

EXCLUSION CRITERIA

Check one ...
) YES NO

N/A  Subject:

L

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 7

Has artificial nails or nail tips?

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

NN

SNlajwnisiwin

. Has eczema or psoriasis on their hands or wrists ?

Female

&
g
B,
)

‘Male

. Is currently pregnant? 0 Yes ©-No  Of child-bearing potential: 0 Yes [T"No

Parksl um B/ Surgically Sterile, year (jKS gl Post-menopausal, year
If of child bearing potential - -HCG Test Results: O 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
erythematosus, thyroiditis or rtheumatoid 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 ?

" B-Qualified

Rr.asons for disqualification: .

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

0 Not Qualified for participation in this study.

Interviewer's Initials/Date; > H o, 75 0?

Invesugatox’s Signature: /% W Date: x%m A dd/ 17 Syy




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.:.E:’_l l bl
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM .
S Visit Code Date Subject Initials S“bjﬁ‘ é“ een #: Study #
Subject -
Quallljfg::ﬁon 0715 1 63| C RS |Fermanent #N A, 03-122085-106
mm dd vy F M L
Gender: & Male O Female . Age: RO Years
Does the subject have any of the following at the treatment sites?
1. DERMATOLOGIC DISORDER No Yes Don't
: Know
1. Psoriasis 7 s
2. Eczema ? —
3. Skin Cancer ? —
4, Skin Allergies ? Please specify: —
5. Hives 7 -
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No "Yes I]zz:::
1. Allergies.? Please specify. -
2.  Hepatitis ? —
3.  Heart and Vascular Disease? -
— 4, Liver Disease ? —
: / ) 5. Kidney Disease 7 e
6. Tuberculosis ? o
7. Diabetes ? Controlled? Diet[ ] Oral[ ] Insulin{ ] —
8. Cancer ? —
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? o
10. Organ transplant ? v
11.  Any other condition not listed ? Please specify: -
Is the subject taking any medication? Ifyes, please specify below:
I MEDICATION No Yes ot
1. Antibiotics, oral or systemic ? e
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? —
3.  Heart Medication ? -
4, Insulin? —
5.  Other? g
Comments;
Based on the above medical history, the subjebt is: ﬁ@aﬁfied or O Not qualified for the study.
- - N ' | pater ;1S ; 03
Interviewer's Signature: - Date: __ 0 ? L S /
ﬁ\/bfw /2 . Nb-ﬂ/h/’ mm dd yy



AN

Data Collection Form 2 HTR Study No.: 03-122085-1Q6
INCLUSION / EXCLUSION FORM Page No.: 3 = | i L‘T

Visit Code Date Subject Initials s"bj“lt‘squ’“ # Study #
Subject 07 /15 103 @/S Permanent #: p( 03-122085-106
. Qualification
i mm dd vy f m
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 hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders 7

ajwnijsjwliv

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

. 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 ?

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

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

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

physician for an intercurrent iflness 7

GOSN YN

10.

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

11

Is willing to comply with all study protoco] requirements ?

EXCLUSION CRITERIA

5

7]
2
&
8

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?

AN

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

Sloajuislvwle

Has eczema or psoriasis on their hands or wrists ?

Female | Female | Male

. Is currently pregnant? D Yes [0 No  Of child-bearing potential: 1 Yes 0O No

O Surgically Sterile, year 0O Post-menopausal, year
If of child bearing potential - B-HCG Test Results: [ negative [ positive

A

. 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 ?

10.

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

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.

R

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

ualified

Reasons for disqualification: _

Based spon denyogic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
‘IQ

D Not Qualified for participation in this study.
- Interviewer’s Initials/Date: 5[/ H 7 503

Invcsngator's Signature: / W/ Date: mm/ /7 _0_3_




R

Data Collection Form 1

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM

HTR Study No.: 03-122085-106

Page No.;E -

Visit Code Date

e

Subject Initials Subject Screen #:

Study #

mmdd F M L

Subject 5 e
Qualification D‘?/ 5-/03 8 IS ermanen N k

03-122085-106

Gender:

0 Male @ Female .

Age: / Ei Years

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

1. DERMATOLOGIC DISORDER

Yes

Don't
Know

1.

Psoriasis ?

Eczema ?

Skin Cancer ?

ad P Dol B0

Skin Allergies ? Please specify:

Hives ?

LGS 2

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

II. OTHER MEDICAL INFORMATION

Yes

Don't
Know

Allergies.? Please specify.

Hepatitis ?

Heart and Vascular Disease?

Liver Disease ?

Kidney Disease ?

Tuberculosis ?

Diabetes 2 Controlled? Diet{ ] Oral{ ] Insulin{ ]

Cancer ?

Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ?

R R Bl B R B Bl Rad Rd K

0.

Organ transplant ?

CICRUCNCR SN #

1.

Any other condition not listed 7 Please specify: }bﬂ(‘ K y )I/U) 0 Min

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

1. MEDICATION

Yes

Don't
Know

Antibiotics, oral or systemic ?

Cortisone, Steroids, ACTH, Anti-reaction Drugs 7

Heart Medication ?

bal Bal ad Bad B

Insulin ?

NSYNE

Other ? LOA&LQ @O“’\C{ tokon m\r\mw

Comments: w%ﬂl"b - Cmupacds 1 €[a4ldl,)

Based on the above medical history, the subject is: Q{)ualifi‘ed or ]

Not qualified

for the study.

Interviewer's Signature: S@& %W
.
- — 7 : ~7

Datéi 07, /S’/ 08
mm dd Yy

IS



V) YES NO N/A _Subject:

®

)

\

~J

Data Collection Form 2

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

Page No.: -
Visit Code Date Subject Initials | Subject Screen #: Study #
Subject Permanent #:
Qualitation a6 Ll5,0 Z) SIS N A, 03-122085-106
Y mm _dd_ f m 1
INCLUSION CRITERIA
Check one
YES NO Subject:

3

OISR ENERD

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

. 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 ?

anla]lsiwiN

i

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

liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by 2
physician for an intercurrent illness 7

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

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

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

Check one ...

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 ?

. Is currently pregnant 70 Yes & No  Of child-bearing potential: @ Yes 0O No M.Ar .
O Surgically Sterile, year 00 Post-menopausal, year

If of child bearing potential - 8-HCG Test Results: 0 negative (O positive ’ \ 1‘%
8. Is currently lactating 7 ’7, 25’03 %Xt

SIEY R R RIS

Female ‘Male

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 theumatoid 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. \m;bu sﬁs 2400 0 U)-EQI< ]
12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ? \g) {\mé ng\'dq‘b £ ggs

\\\A

2

\3 SN RERRRARK

Based upon dermatologc evalua%md the mfonna’uon contained in Data Collection Forms 1 and 2, the subject is:

Quahﬁed ualifi for participation in this study.
} . Reasons for disqualification: ‘%lo Interviewer’s Initials/Date: ¢ i@’ ) 9 7[2 SZ 0__3
N ﬁ I/ [ / I3
Investigator's Signature; ‘/g i ,%/\ / o




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.. XL = I 70
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
j Visit Code Date Subject Initials Subject Screen #: Study #
Qui‘l‘i?f::fion 07:/5:03 1 L AgiM P"manen"jq :A( 03-122085-106
mm dd vy F M L
Gender: O Male E/Female . Age: __ﬁa___ Years

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

I DERMATOLOGIC DISORDER No Yes Don'’t
d Z Know
1. Psoriasis ? V'
2.  Eczema? V'
3.  Skin Cancer ? Vo,
4,  Skin Allergies ? Please specify: ,/ /
5. Hives? A
Does the Subject have any of the following (present and past)?
IL OTHER MEDICAL INFORMATION No Yes Don't
yd Know
1. Allergies.? Please specify. v/
2.  Hepatitis ? ' v/,
3.  Heart and Vascular Disease? vV /
4. Liver Disease ? vV /
5.  Kidney Disease ? v/
6.  Tuberculosis ? v/,
7.  Diabetes? Controlled? Diet[ ] Oral[ ] Insulin| ] V',
8.  Cancer? , vV
9.  Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? Vv /!
10.  Organ transplant ? V
11.  Any other condition not listed 7 Please specify: 4 /
Is the subject taking any medication? If yes, please specify below:
YL MEDICATION No Yes Don't
i Know
1. Antibiotics, oral or systemic ? v
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v
3.  Heart Medication ? [ B
4. Insuln? | =
5.  Other? "
Comments:
/
Based on the above medicgl history, the subject is: @{xaliﬁed or U Not qualified for the study. )
Interviewer's Signatyfre: : - Date: ﬂ7 ") /5 ﬁB T
mm dd Yy
NS - -




Data Collection Form 2 HTR Study No.: 03- 122085 10

INCLUSION / EXCLUSION FORM

Page No.:
bj :
Visit Code Date Subject Initials | °° }“t Screen #: Study #
Subject P :
Qualification 07:15. 03 L P/ P\ |Fermanents N ﬁ( 03-122085-106
} mm_ dd__ yy f m 1
INCLUSION CRITERIA
Check one
YES , NO Subject:

Lo 1. Is 18 through 65 years ?
‘/ Pd 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 ?

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

l/ 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 7
8. Is willing to refrain from using vody 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
P 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 ?
v/ 1L

Is willing to comply with all study protocol requirements ?

EXCLUSION CRITERIA

Check one -.

) YES NO/ N/A Subject:

V A,

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 ?
/ j/ 3. Has cuts, lesions, or other skin disorders on their hands or wrists ?
}/ / 4. Has artificial nails or nail tips?
[/ // 5. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?
6. Has eczema or psoriasis on their hgAds or wrists ? /
7. Is currently pregnant ? D fes ®/No  Of child-bearing potential: 0 Yes ¥ No
Female Fc‘n?v Male Surgically Sterile, year O Post-menopausal, year
, If of child bearing potential - B-HCG Test Results: 3 negative O positive
‘/ 8. Is currently lactating ?
/
4 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 thevmatoid arthritis ?
10. Has another medical condition which in the opinion of the Investigator would
preclude participation ?
11

A
V)

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 den?.%ogxc evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
Qualified

" "Reasons for dzsquahﬁcat:on

O Not Qualified for participation in this study.

Interviewer's Initials/Date; U—NB /Oj | 5&?

) \
Investigator's Signature: % Z/ A%“Y\ Date: m% 4 dd/ 2> -

{



HTR Study No.: 03-122085-106

Data Collection Form 3 Page No.. XL - |17
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Quhiact Scereen #:
Visit Code Date Subject Initials TR Study #
/R
) i Test

03-122085-106

Permanent #:
: 07123103 | _LI1AImM
Period | 1 "8 w | F M L NA

1. s skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, and other skin disorders? OYes B0
If o, please indicate condition: __g.an sfa b Arar Aot gudled p Aoty
ﬁ‘—*ﬁ“—Tﬁ*’jfff*' i P ~
II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? BYes [No
If no, please explain:

TIL. Has subject been ill since the last visit? OYes (Complete below) 2o
IV. Has subject used any new oral or topical medication? [IYes (Complete below) BNG

Based upon the above responses, the subject is: [lQualified BNot Qualified to continue on the study.
Reasons for disqualification: N

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

Was reaction related to treatment? ONot related  [] Possibly related  [J Definitely related [ Other (explain)

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

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

mm dd

. Date: 87 | 23 | o=
. Interviewer’s Signature: C61\.o‘u~e/| -
goatu /‘3111‘3%/ 2. -~

S ] U/ )



HTR Study No.: 03-122085-106

Data Collection Form 1 Page No..JI = l ( 73
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
m ] Visit Code Date Subject Initials Subject Screen #: Study #
Subj ect o0 — Permanent #;
bject /s /0% | Ds—/1F A/ 03-122085-106
Qualification mm dd vy ML M
Gender: O Male & Female Age: ___é_Q_______Years
Does the subject have any of the following at the treatment sites?
L DERMATOLOGIC DISORDER No Yes Don't
M Yy
1. Psoriasis ? -~
2. Eczema ? -
3. Skin Cancer ? —
4, Skin Allergies ? Please specify: -
5. Hives ? —
Does the Subject have any of the following (present and past)?
Il OTHER MEDICAL INFORMATION No Yes I’:;‘;‘:
1. Allergies.? Please specify. e
2. Hepatitis ? /
3.  Heart and Vascular Disease? o
\ 4. Liver Disease ? v
£ / ) 5. Kidney Disease ? v
6. Tuberculosis ? v
7. Diabetes ? Controlled? Diet[ ] Oral[ ] Insulin{ ] v
8. Cancer ? Ve
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? e
10.  Organ transplant ? g
11.  Any other condition not listed ? Please specify: —
Is the subject taking any medication? I yes, please specify below:
III. MEDICATION No Yes Don't
, Know
1. Antibjotics, oral or systemic ? v
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? e
3. Heart Medication ? v
4, Insulin 7 —
5 . Other ? -
Comments£

" Based on the above medical history, the subject is: DQ(aliﬁed or 0 Not gualified for the study.
Interviewer's Signature: ' "y . i Date: 071, (S ; O3 i
5/‘:»—"‘ Z 3 ﬂ‘oﬂ/"\» _ mm dd vy

e




Data Collection Form 2 HTR Study No.: 03-122085-106
INCLUSION / EXCLUSION FORM Page No.: :E__j_lj_':{

Visit Code Date Subject Initials | Subject Screen & Study #
12Y ?

Subject H
Qualifieation | ZL/LS 193 /F Permanent # N A/ 03-122085-106

j mm dd  yy f m
INCLUSION CRITERIA

Check one
NO Subject:

1. Is 18 through 65 years ?

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 ?

un

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

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

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

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

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

9. Is willing to 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 protoecol requirements 7
EXCLUSION CRITERIA

OIS TN SN

Check one -.
YES NO NA 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 ?

. Is currently pregnant 7 3 Yes ©No  Of child-bearing potential: 0 Yes =No

0O Surgically Sterile, year @Post-menopausal, year !?95
If of child bearing potential - B-HCG Test Results: O negative [ positive
8. Is currently lactating ?

MUK

Il B Rl Bl Bl B

Female

a
8
B
@

Male

9. Has been medically diagnosed as having a medical condition such as: diabetes,
hepatitis, an prgan transplant, an immunclogic 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 dermatologlc evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
ualified 0O Not Qualified for participation in this study.

Reasons for disqualification: _ Interviewer’s Initials/Date: X, 21503

= : :
Invesﬁgazqés Signature: /g ZL %/\ - Date: mé/ /4 d&/ a3 .
o | A .




Data Collection Form 3

INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM

HTR Study No.: 03-122085-106

Page No.:l‘_‘_l 176

Visit Code Date Subject Initials S“bje;t 5"(;” # Study #
Test Permanent #:
; : 01,23/03 | D/—/ F
Period i vy F M L N A 03-122085-106

1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, -a.nd other skin disorders? [IYes %
If no, please indicate condition: ~__ £, vt on themb

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

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

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

Based upon the above responses, the subject is: [JQualified E’ﬁot Qualified to confinue on the study.
Reasons for disqualification: Cy 7(' on 7" ‘l yrb

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported:

Date Resolved:

Describe condition:

‘Was reaction related to treatment? ONot related  [1 Possibly related [ Definitely related [ Other (explain)

Action Taken: [JNone  [J Continued on study

[0 Withdrawn from the stady  [J Consulted physician
0 Medication taken (Complete below) UHospitalized (I 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:
. '. . Date: 07 23 ;03
- Interviewer’s Signature: z <
. ' 5,7.. - . lb‘o. ) mm dd vy



HTR Study No.: 03-122085-10,

Data Collection Form 1 Page No
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM
S Visit Code Date Subject Initials S“bjeigf-’}““ e Study #
Subject ol NS 03 D/ W Permanent #:
. . E 03-122085-106
Qualification mm dd vy ML M A_
Gender: 2" Male [0 Female . Age: .__..__9@__._ Years
Does the subject have any of the following at the treatment sites?
L DERMATOLOGIC DISORDER No Yes Don’t
: Know
1.  Psoriasis ? =
2 Eczema ? —
3. Skin Cancer ? —
4. Skin Allergies ? Please specify: —
5. Hives ? —
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No "Yes 1232:,
1, Allergies.? Please specify. -
2. Hepatitis ? -
3. Heart and Vascular Disease? Hel —
A~ ) 4, Li'ver Dise’zase ? -
K 5. Kiduney Disease 7 v
6. Tuberculosis ? -
7. Diabetes 9 Controlled? Diet[ ] Oral{ ] Insulin{ ] o
8. Cancer ? -
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? —
10.  Organ transplant ? ,‘/
11.  Any other condition not listed ? Please specify: < 5o ‘0 e e
: : o ; . gsth‘/ 4503
Is the subject taking any medication? If yes, please specify below:
III. MEDICATION No Yes llz:x;;
1.  Antibiotics, oral or systemic ? -
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? —
3. Heart Medication ? o Tpp(d | ~ oD mg | N{W e
4. Insulin? DRw/7.1S03
5. Other ?
Comments; U VSC ={Sumq | xday = Blood (resgure
New va~ — Yo e ~ | x hight —Stomach
wellevtn - IQOM’ ()WQY MiLd Depress.on
- Based on the above medical lnstory, the sub_]ect iss - [Meyualified or O Not qualified for the study.
Intemewers Signature: Date: 0/ (5 o3
) i éf*w K. W mm ad vy

=117



Data Collection Form 2 HTR Study No.: 03-122085-106
INCLUSION / EXCLUSION FORM Page No.: -

Visit Code Date Subject Initials Subject Screen #:

/3‘7 Study #

Subject on w Permanent #:
bject /15103 | DJE M 03-122085-106
1 Qualification dd vy o m 1 A.—

INCLUSION CRITERIA

Check one
YES NO Subject:

1. Is 18 through 65 years ?
. Has signed informed consent ?
. Ishealthy as evidenced by responses on DCF 1?7

A

. 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) mom 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 ?

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

ajnlpiwiv

00§

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

liguids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a
physician for an intercurrent illness 7

\ VS INGVS

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 iliness ?

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

A

- Check one -

. '} YE§ NO NA Subject:

'( 1. Is currently participating in another clinical study at this or any other facility 7
. 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 eczema or psoriasis on their hands or wrists ?

. Is currently pregnant 70 Yes O No  Of child-bearing potential: 0 Yes O No
Female | Female Mﬁ- [0 Surgically Sterile, year O Post-menopausal, year
If of child bearing potential - §-HCG Test Results: 0 negative O positive
- 8. Is currently lactating ?

NS

2
3
4
5. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies 7
6
7

9. Has been medically diagnosed as having a medical condition such as: diabetes,
hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus
erythematosus, thyroiditis or rheumatoid arthritis ?
10. Has another medical condition which in the opinion of the Investigator would
preclude participation ?

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

ALV

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

Reas'ons for disqualification: Interviewer’s Initials/Date: §ﬂ I, - (5-0%

) ’ ) p L .
Investigator;s Signature: /Z i’ /‘/%’\/‘ Date: m? / // = / ,@3 =




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.. T - ] )7%
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
AT j Visit Code Date Subject Initials Subject Screen #: Study #
Subject ' e
wbjeet | N7, 15,03 | K D G | Permanent# 03-122085-106
Qualification
mm dd yy F M L
Gender: 0 Male IY/ Female . Age: _Z_Q___ Years
Does the subject have any of the following at the treatment sites?
1. DERMATOLOGIC DISORDER No / Yes Eon't
ya Kuow
1.  Psoriasis ? vV,
2.  Eczema? V /
3. Skin Cancer ? 4 )
4.  Skin Allergies ? Please specify: v’ /
5. Hives ? lf
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No ‘Ye?r Ilzgﬁ;:
1.  Allergies.? Please specify. €nvjron menh[ / V4
2.  Hepatitis ? \[/
3.  Heart and Vascular Disease? 4 /
. 4. Liver Disease ? v, /
j ) 5.  Kidney Disease ? v/
6.  Tuberculosis ? v/
7.  Diabetes? Controlled? Diet[ ] Oral[ ] Insulin{ ] v/,
8.  Cancer? / / L
9.  Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? v/
10. Organ transplant ? 4 /
11.  Any other condition not listed ? Please specify: ) /
Is'the subject taking any medication? I yes, please specify below:
1. MEDICATION No / Yes ﬁﬁﬁ;
1. Antibiotics, oral or systemic ? \//
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? V /
3.  Heart Medication ? v /
4, Tosulin? v /
5. Other? V4
Comments£
/
Based on the above medxcal hxstory, the subject is: Quahﬁed or [T Not qualified for the study.

Intervxewer s S:gna M

Dat,e:‘ &7 / /5 Y aj i
mm dd " yy




Data Collection Form 2 HTR Study No.: 03-122085-106
INCLUSION / EXCLUSION FORM Page No.: -

Visit Code Date Subject Tnitials | UoioSk Sereen #: Study #

a3

Subject Permanent #: .
— Quattation 07150 Kf /2 / _lé N JS( 03-122085-106

mm dd vy
INCLUSION CRITERIA ’

Check one
YES / NO Subject:

1. Is 18 through 65 years ?

AN

: :
. Has signed informed consent ?

N,

N

. Is healthy as evidenced by responses on DCF 1?7

. 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 ?

— b~
\\\

N
alulsalw|o

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

IS
N,

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

00|

. 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 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

NSNS

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

v
V
V4
v

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?

/I
va
/
/

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

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

Female | Fe Male . Is currently pregnant 7 0 Yes | No  Of child-bearing potential: # Yes O No N

0O Surgically Sterile, year 00 Post-menopausal, year
,/ If of child bearing potential - B-HCG Test Results: O negative O positive
8. Is currently lactating ?

NN

RQlvntfr]H WD

5% g

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

/ erythematosus, thyroiditis or rheumatoid arthritis 7
t 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 ?

WS SN

Based upon den;x.?o{ogic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
" ® Qualified [ Not Qualified - for participation in this study.

Reas;ms for disqualification: Interviewer’s Initials/Date:; J‘-@) i 01 leB

Invesﬁgator:s Signature: A % ' é W%’V “Date: ?m / //d d] ¥/ Syy
- - : 7 = — =




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.. J¥- = ll%o
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
} Visit Code Date Subject Initials | Subject Sé‘ge“ # Study #
Subject
Qua‘l’ﬁg::ﬁon o 15,6 § P, , R |Permanent# 03-122085-106
mm “aa F M L N
Gender: 0 Male El/ Female . Age: __ii_Years

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

1. DERMATOLOGIC DISORDER No Yes Ilz;::;
1. Psoriasis ? o
2. Eczema ? v
3. Skin Cancer ? /
4, Skin Allergies ? Please specify: e
5.  Hives? g
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No Yes Don't
1. Allergies.? Please specify. -
2, Hepatitis ? —
3, Heart and Vascular Disease? o
4, Liver Disease 7
5.  Kidney Disease ? -
6.  Tuberculosis ? —
7. Diabetes ? Controlled? Diet][ ] Oral[ ] Insulin| ] -
8. Cancer ? S
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? I yes, please specify below:
TIL. MEDICATION No Yes Don't
: Know
1. Antibiotics, oral or systemic ? —
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? e
3. Heart Medication ? e
4, Insulin ? L—
5, Other ? B
Comments£
Based on the above medxcal h1story, the subject is: Quahfied “or 0 Not qualified for the study.
Interviewer's S1gnature Cﬁ Date: 07 / / 6 16 3
mm dd Yy




Pata Collection Form 2
INCLUSION / EXCLUSION FORM

Visit Code

Subject Screen #:

/33

Date Subject Initials

Study #

S

Subject
Qualification

s LE03 ) Pl R

03-122085-106
mm dd vy f m 1

Permanent #: N A/

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 7

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

]l iwiN

. 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 ?

s 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 ?

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

physician for an intercurrent illness ?

10.

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

VNN NS NN

11.

Is willing to comply with all study protocol requirements 7

EXCLUSION CRITERIA

Check one ...
| YES

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

Female

&
8
B
o

Male

Qv jwiiN

. Is currently pregnant ? 0 Yes & No

Of child-bearing potential: 01 Yes [FNo
Surgically Sterile, year Q7% 0O Post-menopausal, year
If of child bearing potential - B-HCG Test Results: [1 negative 1 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
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.

RSN s

12

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

Based upon derm

Bylogm evalnation and the information contained in Data Collection Forms 1 and 2, the subject is:
Qualified

Rcasons for dlsquahﬁcatlon

0 Not Qualified for participation in this study.

Interviewer’s Initials/Date:

SEb , 7/ISio3

Invcstigator‘s Signature:

¥y

%i,é/%_v . Date: _ ‘9//‘/(1/03

HIR Study No.: 03- 12208 -106,
Page No.: ‘




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No..TE = [ 192~
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
; Visit Code Date Subject Initials S“"jefés‘;’ cen #: Study #
Qu?lliti)‘xjceacttion 07 /15 j03 | 6 /A /& |Fermanent #’N A, 03-122085-106
mm dd vy F M L
Gender: 0 Male B Female . Age: __2_5_'__, Years
Does the subject have any of the following at the treatment sites?
1. DERMATOLOGIC DISORDER No Yes Don't
. Know
1. Psoriasis ? -
2. Eczema ? -
3. Skin Cancer ? : o
4, Skin Allergies 7 Please specify: -
5. Hives? -
Does the Subject have any of the following (present and past)?
T.. OTHER MEDICAL INFORMATION No “Yes pont
1. Allergies.? Please specify. Spzsona ! o
2. Hepatitis ? -—
3. Heart and Vascular Disease? o
4.  Liver Disease ? -
5. Kidney Disease ? s
6. Tuberculosis ? o
7. Diabetes ? Controlled? Diet{ ] Oral[ ] Insulin{ ]} Ve
8. Cancer ? -
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 o
10.  Organ transplant ? ' —
11.  Any other condition not listed ? Please specify: o
Is the subject taking any medication? I yes, please specify below:
1. MEDICATION No Yes Don't
. Know
1, Antibiotics, oral or systemic ? s
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? -
3.  Heart Medication ? -
5. Other ? N
Comments: 7111¢372 —'Db—ol +.>$-)- dxday - Alergics
m ‘ .
3 wodded MMW 7)15)0% Fn
Based on the above medical history, the subject s GQﬂ\liﬁed or {1 Not qualified for the study.
Interviewer's Signature: 4 . - Date: __ (O 1/ ( s . 0%
%«‘ (, . W‘/) mm dd Yy



Data Collection Form 2 HTR Study No.: 03-122085-[ §6

INCLUSION / EXCLUSION FORM Page No.:

Visit Code Date Subject Initials Subject Screen #:

,3({ Study #

Quillli?i’::ttion o1 /15 s 6f 1A /(:7 Permanent #; N P( 03-122085-106
m

mm dd vy

INCLUSION CRITERIA

Check one
NO

Sibject:

1. Is 18 through 65 years ?

. Has signed informed consent ?

Is healthy as evidenced by responses on DCF 1 7

. 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 ?

alw|{sfw]n

. 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 ?

AN A N

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

'} YES NO NA

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 ? .

Female | Female | Male

Qjoajulsjwln

. Is currently pregnant ? ) Yes BNo  Of child-bearing potential: 8&~¥es 0O No N A .

O Surgically Sterile, year O Post-menopausal, year
If of child bearing potential - B-HCG Test Results: [J negative [ positive

\
8. Is currently lactating ?

L
11340

EX

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

Reasons for disqualification: : Interviewer's InitialsDate:__ QL H 4 7:15-03

Investigator's Signature:

ol |
./4 mm dd yy



HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.;E:_l (
DEMOGRAPHICS/'DERMATOLOGICAL/MEDICAL HISTORY FORM ‘
-) Visit Code Date Subject Initials | SuPlectycreen # Study #
Subject s
wject 109 115,03 | C 1R |/ | Bermanent#: 03-122085-106
Qualification
mm dd vy F M L
Gender: 00 Male I{Female . Age: _;(ﬁ____ Years
Does the subject have any of the following at the treatment sites?
L. DERMATOLOGIC DISORDER No Yes Don't
) / Know
1.  Psoriasis? 4 J
2.  Eczema? v/
3. Skin Cancer ? V P,
4,  Skin Allergies ? Please specify: V' /
5. Hives ? vV
Does the Subject have any of the following (present and past)?
I OTHER MEDICAL INFORMATION No /| Yes Don't
Know
1. Allergies.? Please specify. v /1 .
2.  Hepatitis ? v/
3. Heart and Vascular Disease? / /
4.  Liver Disease ? V'
5.  XKidney Disease ? V4 i
6.  Tuberculosis ? V'
7.  Diabetes? Controlled? Diet[ ] Oral[ ] Insulin{ ] V' /
8.  Cancer? v P
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? / A,
10.  Organ transplant ? i
11.  Any other condition not listed ? Please specify: \ /
Is the subject taking any medication? If yes, please specify below:
Don't
L MEDICA.TION No / Yes Know
1.  Antibiotics, oral or systemic ? ) / /
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? V\/ ,
3.  Heart Medication ? ,/ /
4, Insulin ? . / /
5. Other? 4
Comments;
/
Based on the above medical history, the subiect ist - @éxaliﬁed‘ or UJ Not gualified for the study.’

5®)

: D—)/

1 03
vy

Interviewer's Si@%ﬂmk)

W Date

dd

%4



INCLUSION / EXCLUSION FORM

Data Collection Form 2 HTR Study No.: 03-122085-106
- l i &9

Page No.:

Visit Code Date Subject Initials Subject Screen #:

Study #

Subject ' : -
Qu;iﬁ::ﬁon Q71502 %L%./_%A/ Permanent # N b( 03-122085-106

mm dd vy

INCLUSION CRITERIA

Check one
YES / NO

Subject:

2

1. Is 18 through 65 years ?

N

/

. Has signed informed consent ?

. Is healthy as evidenced by responses on DCF 1 ?

N

. 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

alwlsriw]e

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

~3

. 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 2
physician for an intercurrent illness ?

ANNAN

N

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 uvsing topical or systemic antibiotic medication during the entire study,
unless prescribed by a physician for an intercurrent illness ?

N

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

EXCLUSION CRITERIA

Check one /.
YES NO/ N/A

Subject:

v A

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 ?

vV A
A/
V4

. Has artificial nails or nail tips?

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

. Has eczema or psoriasis on their h;:(ds or wrists 7 / n

SNl iwiNe

Female | Fe

. Is currently pregnant ?0 Yes & No  Of child-bearing potential: & Yes O No NA

O Surgically Sterile, year O Post-menopavusal, year
If of child bearing potential - B-HCG Test Results: [ negative O positive

8. Is currently lactating ?

-

7-24.0

SNSRI

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 ?

/s
/]

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.

v

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

Z

Based upon dermatblogic 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 disqualification: Interviewer’s Initials/Date: J i 3 PJ / 0_7 I 503

Investigatér‘s Signature:

/{g%% Date: QO/// d‘d/&%yy




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No..JC = !
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM -
Ty Visit Code Date Subject Initials Subj;cgt %reen #: Study #
Qui‘;i?::fion 02,5103 | K/ A;S |Permanents N k 03-122085-106
mm dd vy F M L
Gender: 0O Male B Female . Age: _ 9 Years
Does the subject have any of the following at the treatment sites?
1. DERMATOLOGIC DISORDER No Yes 11232:
1. Psoriasis ? -
2 Eczema ? —
3. Skin Cancer ? —
4. Skin Allergies ? Please specify: —
5 Hives ? -
Does the Subject have any of the following (present and past)?
IL OTHER MEDICAL INFORMATION No Yes pont
1, Allergies.? Please specify. -
2. Hepatitis ? -
3. Heart and Vascular Disease? Hefe X —
) 4. Liver Disease ? — @553
‘ / 5. Kidney Disease ? —
6.  Tuberculosis ? -
7. Diabetes ? Controlled? Diet[ ] Oral{ ] Insulin| ] —
8. Cancer ? -
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? o
10.  Organ transplant ? s
11.  Any other condition not listed ? Please specify: A FRTA Y A -
) . R . . : (DSEH /7. /503
Is the subject taking any medication? If yes, please specify below:
L. MEDICATION ' No Yes Don't
1.  Antibiotics, oral or systemic ? —
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v
3. Heart Medication ? Moﬂoo‘*; ! - QO,M, I)‘dé\/’, |/
4. Insulin? ) v i o
5.  Other? -
Comments: £ Flexsr XR ~75mq =3 Indey —snxichy
Based on the above medical history, the subject is: EQ/ualiﬁed or 0 . Notqualified for the study.
Interviewer's Signature: . . | pate O/ (S 03
.@w Z. . M mm da vy

1%



PData Collection Form 2

HTR Study No.: 03-122085
INCLUSION / EXCLUSION FORM PageNo.: TL = |[%7
Visit Code Date Subject Initials | S°0) ‘;%sf?m“ : Study #
bj ’
uaitation | 205703 | K Af> | Permanent# N ﬁ( 03-122085-106
1 mm dd vy f m 1
INCLUSION CRITERIA
Check one
YES NO Subject:
o 1, Is 18 through 65 years ?
— 2. Has signed informed consent ?
- 3. Is healthy as evidenced by responses on DCF 1 7
— 4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ¢
— 5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ?
/ 6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing,
showering, and handwashing during the entire study ?
- 7. Is willing to refrain from using anti-dandruff shampoo during the entire study ?
8. Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing
o liquids, talcs and ather deodorant/antiperspirant products during the entire study, unless prescribed by a
physician for an intercurrent illness 7
9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a
" physician for an intercurrent illness ?
- 10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study,
unless prescribed by a physician for an intercurrent illness ?
— 11. Is willing to comply with all study protocol requirements ?

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 7

. Is currently pregnant 70 Yes &No  Of child-bearing potential: O Yes [No

Tvbs\ O Surgically Sterile, year \A994 O Post-menopausal, year
If of child bearing potential - B-HCG Test Results:  negative O positive
. Is currently lactating ?

‘Male

2
(<]

ANAVATANA

Female | Fe:

A\l
o0

’ 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 ?

IV RNANA

Based upen dermatologic 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 disqualification; . . Interviewcr’s'hﬁtials/D_ate:_ b(“ A '§03

) - -
; - . 5
Investigator’s Signaturé: “4 ﬁ‘ W Date: mx;%/ /4 = | & -

[ S



HTR Study No.: 03- 122085

Data Collection Form 3 Page No
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials S“bj‘*;‘;céee“ # Study #
Test 07 ;24 . A <, | Permanent#:
; 124703 ¥ aY)
Period T oML N A 03-122085-106

- 1143

1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, and other skin disorders? OJYes B’l(o

If no, please indicate condition:

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

Cvton F‘Wu‘\;c’

If no, please explain:

{INo

II. Has subject been ill since the last visit? UYes (Complete below)

o

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

Based upon the above responses, the subject is: JQualified B’{ot Qualified to continue on the study.

Reasons for disqualification:

61/7‘"0/\ AI\J‘(/

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset:

Describe condition:

Date Reported:

Date Resolved:

‘Was reaction related to treatment? ONotrelated [ Possibly related  [J Definitely related [] Other (explain)
Action Taken: ONone [0 Continued onstudy [0 Withdrawn from the study  {J Consulted physician
D Medication taken (Complete below) [JHospitalized [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)
{7 /!
A /]
[ !/
Comments:
i . . Date: __ 07 / 24 ; 063
Interviewer’s Signature: 5 1 . l' o, v



HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.:,E - l loﬂ
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM
; Visit Code Date Subject Initials | Subject f,gg{“ # Study #
Subj ect b’\ ‘j) Permanent #:
. by /___3 SIEG b( 03-122085-106
Qualification mm ad F M L N
Gender: Z{ Male [0 Female . Age: _____Zi_ Years
Does the subject have any of the following at the treatment sites?
1. DERMATOLOGIC DISORDER No Yes 11222:'
1. Psoriasis ? ~ :
2. Eczema? .
3. Skin Cancer ? —
4,  Skin Allergies ? Please specify: ~
5. Hives ? -~
Does the Subject have any of the following (present and past)?
0. OTHER MEDICAL INFORMATION No "Yes II;:):;:’
1. Allergies.? Please specify. \\,D\SS‘\ W Ux.... o
2. Hepatitis ? —
3.  Heart and Vascular Disease? o
4,  Liver Disease ? -
5. Kidney Disease 7 P
6. Tuberculosis ? -
7. Diabetes ? Controlled? Diet| ] Oral [ 1 Insulinf ] e
8. Cancer ? —
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? N
10.  Organ transplant ? v
11.  Any other condition not listed ? Please specify: -
Is the subject taking any medication? Ii'yes, please spécify below:
YL MEDICATION No Yes Don't
ow
1. Antibiotics, oral or systemic ? o
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? ,
3.  Heart Medication ? ’T 7
4. Insulin ? (/
5. Other? V
Comments:
Based on the above medical hxstory, the sub]ect is: ,lZéuahﬁed or [J- Not qualified for the study.

Yy

Interviewer's Signature: %{\M Q@)M}J\/\ Date: | %m——}/ jzl O B - | B




Data Collection Form 2

HTR Study No.: 03- 122085~
INCLUSION / EXCLUSION FORM Page No.: O
Visit Code Date Subject Initials | Subject Screen #: Study #
Subject t S s
Oualiﬁlcation ARy \S /B—S /'——F /———6 Fermanent# AN [ A./ 03-122085-106
i i mm dd f m 1 INTY
]NCLUSION CRITERIA
Check one
YES NO Subject:

1. Is 18 through 65 years 7
2. Has signed informed consent ?
3. Is healthy as evidenced by responses on DCF 1 7
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 ?

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

00|

. 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 iliness 7

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

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

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

VSN M PRI

) Check one ...
*Y} 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 ? 0 Yes O No  Of child-bearing potential: 0 Yes 3 No

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

VVANAN

Qloajwlisniwin

Female | Female | Male

\ [\

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

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

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

\\\\

Based upon dcrmato ogic evaluation and the information contained in Data Collection Forms 1-and 2, the subject is:
- ualified D Not Quahﬁed for participation in this study.

" Reasons for disqualification: Intervxewer s Initials/Date: g ;___é_! Y /- Z‘[ 305 -

inx;cstigator:s Signature: /; w_‘\ / Date: mm9/ f dd/ @9 =




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.:,E "f l
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
~, Visit Code Date Subject Initials S“bj?f{s;m" # Study #
Subject o Permanent #:
ibject /U103 S Ap ﬁ( 03-122085-106
Qualification mm dd vy F M L A/
Gender: 2 Male O Female. Age _ QS5 Years
Does the subject have any of the following at the treatment sites?
L. DERMATOLOGIC DISORDER No Yes Don't
. Know
1. Psoriasis ? -
2. Eczema ?
3. Skin Cancer ? —
4. Skin Allergies ? Please specify: —
5. Hives ? —
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No "Yes I]zfxz:r
1. Allergies.? Please specify. -
2. Hepatitis ? —
3 Heart and Vascular Disease? —
4, Liver Disease 7 -
5.  Kidney Disease ? —
6. Tuberculosis ? ) -
7. Diabetes ? Controlled? Diet[ ] Oral[ ] Insulin{ ] -—
8. Cancer ? —
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 -—
10.  Organ transplant ? —
11.  Any other condition not listed ? Please specify: -
Is the subject taking any medication? Ifyes, please specify below:
III. MEDICATION No Yes Don't
. Know
1.  Antibiotics, oral or systemic ? -
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? -
3. Heart Medication ? o
4.,  Insulin? v
5. Other ? "
Comments:
_ Based on the above medical history, the subject is:‘ ‘B@alified‘ or [ Not qualified- for the study.
| Interviewer's Signature: ’ £ o . 7| pate: 0 1 LS o3
_ 6 A v ld‘o-’?/\/"/’ mm . dd vy



Data Collection Form 2 HTR Study No.: 03-122085-
INCLUSION / EXCLUSION FORM XL - ! @ Z.

Page No.:

Visit Code Date Subject Initials Subject Screen #:

/‘/{ Study #

Subject

Qualification 07,15,0% | S, A’/7 Permanent #: N A/ 03-122085-106

mm dd  yy f m

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

AlwnlslwiN

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

. 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_\]

. 1s 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

, Ts willing to refrain from using topical steroids during the entire study, unless prescribed by a

physician for an intercurrent iliness 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 ?

AN A A G

11.

Is willing to comply with all study protocol requirements ?

EXCLUSION CRITERIA

Check one .

"} YES NO NA Subject:

L

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 ? '

1
-
-

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

. Has artificial nails or nail tips?

i

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

N | iAW

. Has eczema or psoriasis on their hands or wrists ?

Female | Female

. Is currently pregnant 70 Yes 0 No  Of child-bearing potential: 0 Yes O No

O Surgically Sterile, year 0O Post-menopausal, year
If of child bearing potential - B-HCG Test Results: D negative O positive

8

NN

. 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 rtheumatoid arthritis ?

10.

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

e
v
e

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-Gualified

. Reasons for dxsquahﬁcatxon

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

0 Not Qualified for participation in this study.
) Interviewer’s Initials/Date: Sl ; 1-15-03

" Date: } /j / 0 3
Investxgator‘s S1gnamre / % mm tad vy




—

Data Collection Form 1

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM

HTR Study No.: 03-122085-10

T (45

Page No.' -

Visit Code Date Subject Initials | Supect Screen #:

Study #

Qualification

mm dd

Sublect | ) 9//5,03 | 14 /D |Permavent#: M P( 03-122085-106
ywl1 F M L

Gender:

0 Male (B/Female .

Age: _ﬁO__Years

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

1. DERMATOLOGIC DISORDER No Yes Don’t
Z Know
1.  Psorjasis ? v /
2.  Eczema? ‘/ /
3. Skin Cancer ? v %
4.  Skin Allergies ? Please specify: v /
5.  Hives? v
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No Yes Don't
/ Know
1.  Allergies.? Please specify. v
2.  Hepatitis ? v/
3.  Heart and Vascular Disease? v /
4.  Liver Disease ? Vo,
5.  Kidney Disease ? v
6.  Tuberculosis ? v
7. Diabetes ? 'Controlled? Diet[ ] Oral{ ] Insulin{ ]} [/ /
8. Cancer ? N A,
9.  Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? VA
10.  Organ transplant 7 4
11.  Any other condition not listed ? Please specify: iV
Is the subject taking any medication? If yes, please specify below:
L MEDICATION No o, | Yes pont
1. Antibiotics, oral or systemic ? V
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? (/ s
3. Heart Medication ? I/ /|,
4, Tosulin? %
5.  Other? v
Comments£
Based on the above medical history, the subject is: V%aﬁﬁed or J Not qualified for the study.
Interviewer's Signature/ !

d

’!?z . | pae _ 074 15 03 -
mm dd vy -



t
J—

Data Collection Form 2
INCLUSION / EXCLUSION FORM

Visit Code Date Subject Initials s“"j]“ Screen #: Study #
quitston | -L12. 5/23 DA /D |Fermanents: N P( 03-122085-106
mm dd f m 1
INCLUSION CRITERIA
Check one
YES ~ NO Subject:
v/ 1. 1s 18 through 65 years ?
/ pd 2. Has signed informed consent ?
{/ N 3. Is healthy as evidenced by responses on DCF 1 ?
\/ A 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 ?

[~ 2 I ]

. 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 iliness ?

. 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 iliness ?
[/ 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 ?
v ,/ 2. Has participated in any type of hand or arm wash study within the past 7 days ?
[/ // 3. Has cuts, lesions, or other skin disorders on their hands or wrists ?
v 4. Has artificial nails or nail tips?
1 / 5. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?
6. Has eczema or psoriasis on their h;v{ds or wrists 7
e P s I = ey o b

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

N

. 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 ?

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.

\\ N

L

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

A

Based upon dm?{logic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
; Qualified

" Reasons for disqualification:

O Not Qualified for participation in this study.

Interv1ewer s Initials/Date:

Investigator's Signaturc:

%z/ﬂﬂm/

AN/ AR “

Y

Date:

dd

HTR Study No.: 03-122085-
Page No.: [E !i%"{




HTR Study No.: 03-122085-1

Data Collection Form 3 Page No.:.l‘__(_
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | Supiect S"‘"""/‘ % Study #
A Test 072 51/ X D/ Q/ D Permanent #;
Period om  dd vy F M L N A 03-122085-106
1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, -and other skin disorders? (Yes EG
If no, please indicate condition: _ -
1. Has subject used non-antibacterial soap and followed the instructions in Appendix B? @¥es  [ONo
If no, please explain:
1. Has subjec.t been ill since the last visit? [JYes (Complete below) B-No
IV. Has subject used any new oral or topical medication? [JYes (Complete below) BNG
Based upon the above responses, the subject is: [JQualified {1 Not Qualified to continue on the study.
Reasons for disqualification: ML_M_M
TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS
Date of Onset: Date Reported: Date Resolved:
Describe condition:
@;;\ :
™)1 Was reaction related to treatment? ONot related [ Possibly related  [J Definitely related L[] Other (explain)
Action Taken: (INone [0 Continued onstudy [0 Withdrawn from the study  [J Consulted physician
O 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 I
i {
/o A
Comments:

Date:

07 | R¥ | 23

mm

b2

 Interviewer’s Signature: mﬁi/ ﬁ Céﬂ.&v&
U

4



Data Collection Form 1

HTR Study No.: 03-122085-106

Page No.;E -1
DEMOGRAPHICS/ DERMATOLOGICAL/MEDICAL HISTORY FORM
; Visit Code Date Subject Initials | Subject Screen #: - Study #
Subject i P s
Quatification | D5 /0D A /D /P | Permanent# NA/ 03-122085-106
mm dd vy F M L
Gender: 0O Male D/ Female .

Age: 3, § Years

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

1. DERMATOLOGIC DISORDER No Yes pont
1. Psoriasis ? -
2. Eczema ? o
3. Skin Cancer ? -
4, Skin Allergies ? Please specify: o
5. Hives 7 ~
Does the Subject have any of the following (present and past)?
. OTHER MEDICAL INFORMATION No “"Yes gﬁﬂ:
1. Allergies.? Please specify. 2l o
2. Hepatitis ? -
3. Heart and Vascular Disease? o
4,  Liver Disease ? —
5. Kidney Disease 7 —
6.  Tuberculosis ? _—
7. Diabetes ? Controlled? Diet[ ] Oral[ ] Insulin{ ] —
8. Cancer ? —
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 o
10.  Organ transplant ? /
11.  Any other condition not listed ? Please specify: —
Is the subject taking any medication? If yes, please specify below:
IIL. MEDICATION No Yes Don't
' Know
1. Antibiotics, oral or systemic ? _
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? -
3.  Heart Medication ? s
4, TInsulin? "
5. Other ? S
Comments£ _
Based on the above medical history, the sx}bject is: Z@naliﬁéd or [ Not qualiﬁed for the study.
Interviewer's Signature: ' o™ i 4 Date: _ O 1/ ) S / Q’:)
%‘ E‘ : - mm dd vy -
. " N = _ " R : : -



Data Collection Form 2 . HTR Study No.: 03-122085-106
INCLUSION / EXCLUSION FORM PageNo.: XIL ~ lé 2

Visit Code Date Subject Initials | S Dect S“‘Tn #:

Study #

03-122085-106
mm dd f m 1

]NCLUSION CRITERIA

Subject Por rers ’ .
A7 ] Qualification D_I/ \%/ bb D / b/ P manen N A

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 2
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 intercusrent illness ?

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

NN NN RNRRRE

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

1 1. Is currently participating in another clinical study at this or any other facility ?
Ve 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 ?
ol 4. Has artificial nails or nail tips?
,/ 5. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?
~ 6. Has eczema or psoriasis on their hands or wrists 7 R
Female | Female | Male | 7+ 15 curently pregnant 70 Yes o Of child-bearing potential: @ Yes O No NA

{0 Surgically Sterile, year O Post-menopausal, year }J"D
If of child bearing potential - B-HCG Test Results: 0 negative [ positive

8. Is currently lactating ? B 7 Zil: ,C’@ g

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

Reasons for disqualification: : Interviewer’ sImtxals/Date S% / 7/ [ S/ 63

Date: ) i
Invostlgator‘s Signature: ZMN‘ af nié 4 ddl Q 3yy




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.. T ~ 1l
DEMOGRAPRHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
. s . s Subject Screen #:
Yisit Code Date Subject Initials Study #
} ] udy
(SH
bject :
Quillli ﬁjce:tion 07,1503 | &/~ A Permanent # N A/ 03-122085.106
mm dd vy F M L
Gender: O Male Br” Female Age: ____}j______ Years
Does the subject have any of the following at the treatment sites?
L DERMATOLOGIC DISORDER No Yes 112;2;:
1. Psoriasis ? -
2. Eczema ? —
3. Skin Cancer ? —
4, Skin Allergies ? Please specify: —
s. Hives ? —
Does the Subject have any of the following (present and past)?
0. OTHER MEDICAL INFORMATION No "Yes llzgg:'
1, Allergies.? Please specify. -—
2. Hepatitis ?
3. Heart and Vascular Disease? U6l -
4, Liver Disease ? —
s. Kidney Disease 7 —
6. Tuberculosis ? -
7. Diabetes ? Controlled? Diet[ ] Oral{ ] Insulinf ] -
8. Cancer ? -
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? -
10.  Organ transplant ? o
11.  Any other condition not listed 7 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 ? L
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? —
3.  Heart Medication 7 Tp ere | - goom,‘ {xd oy —
4, Insulin ? "
5. Other ? e
Comments:'

Based on the above medical h1story, the subject is: BQfalified or [ _ Not qualified _for the study.
| Interviewer's Signature: ‘Date: - 0, (S ; O3
éfa—w [ thu"yvv‘ mm dd vy

Q%



~

Data Collection Form 2 HTR Study No.: 03-122085-
INCLUSION / EXCLUSION FORM IE:.LE??Q

Page No.:

Visit Code Date Subject Initials | SUrioct Sereen #:

159~ Study #

Subject

Qualification

03-122085-106

o215 03 G/~ /A Permanent #: NP(

mm dd vy f m 1

INCLUSION CRITERIA

Check one
NO Subj

ect:

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 7

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

Alainiwit

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

showering, and handwashing during the entire study ?

oot~

. 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 fo refrain from using topical steroids during the entire study, unless prescribed by a

physician for an intercurrent illness ?

10.

AR R

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

11,

Is willing to comply with all study protocol requirements 7

EXCLUSION CRITERIA

} YES

Check one .

Z,
=]

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 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 ?

RIE R R R D a

Female Male

. Is cunentli pregnant ? 0 Yes &~No  Of child-bearing potential: O Yes [No
s

. 8~ Surgically Sterile, year £O3 0 Post-menopausal, year
If of child bearing potential - B-HCG Test Results: 0 negative O positive

. Is currently lactating ?

AN
O

. 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 ?

LSS SE PNV

3 L.

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

12

\

Has a known sensitivity to isopropy! alcohol or the ingredients in antibacterial soaps ?

" ualiﬁed
_ Reasons for disqualification:

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

O Not Qualified for participation in this study.

Interviewer’s Initials/Date: iﬂ y S 03

l y - - : tc: - -
Investigator’s Signature: /g él //// Da zm / // dd/ 4 zyy
. A i <t
- - St i / - o = -

7}




R

HTR Study No.: 03-122085-1 (6
Data Collection Form 1 Page No. 2L - ﬁDO
DEMOGRAPHICS/DERMAT OLOGICAL/MEDICA\L HISTORY FORM
- Subject Screen #:
: Visit Code Date Subject Initials 4 Study #
, ) B (5>
Qni‘l‘i';.f:::ion Dl I5/ 05 ;_/A_/ E Permanent #: ’\W 03-122085-106
mm dd vy
Gender: E{ Male [0 Female . Age: _&*Years

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

1 DERMATOLOGIC DISORDER No Yes ont
1. Psoriasis ? J/ :
2. Eczema? /
3. Skin Cancer ? J/
4, Skin Allergies ? Please specify: e
5. Hives ? e
Does the Subject have any of the following (present and past)?
I OTHER MEDICAL INFORMATION No Yes Dou't
1. Allergies.? Please specify. 4
2.  Hepatitis ? /
3.  Heart and Vascular Disease? \i\\hD %
4,  Liver Disease ? ,
5.  Kidney Disease ? N
6. Tuberculosis ? %
7.  Diabetes? Controlled? Diet[ ] Oral[ ] Insulinf ] 4
8. Cancer ? 4
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? —
10. Organtransplant? ~
11..  Any other condition not listed ? Please specify: ——
Is the subject taking any medication? If yes, please specify below:
IIL MEDICATION No Yes Don't
. Know
1. Antibiotics, oral or systemic ? —
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 73| —
3. Heat Medication? Zestrd [0OMQ lxm B (3} X L/
4., Insulin? P
5. Other ? e
Comments:‘
Based on the above medical history, the subyact is: . l}éuéliﬁed‘ or [ Not qualified for the study.
Intervxewex’s Signature: ate: é 7 / /S, ./ éz
/ mm dd vy



Data Collection Form 2 HTR Study No.: 03-122085- 06(
INCLUSION / EXCLUSION FORM Page No.: XIC =~ [éﬂ

. s . opr Subject Screen #:
Visit Code Date Subject Initials Study #
g)s% ‘72!'51&3 w2

Qui‘]li%i:::ion NS 03 s.Lf./s%élA Permanent #: N P( 03-122085-106

1 mm dd vy
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 ?

2
3
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 ?

. Is willing to refrain from using anti-dandruff sharapoo 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 antibjotic medication during the entire study, -
unless prescribed by a physician for an intercurrent illness ? -

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

NN VY NP NE

EXCLUSION CRITERIA
Check one ..
YES NO - N/A Subject:
e 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 ?
e 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 ?
e 6. Has eczema or psoriasis on their hands or wrists ?
Female | Female | Male 7. Is currently pregnant 70 Yes O No  Of child-bearing potential: 0 Yes O No

O Surgically Sterile, year 00 Post-menocpausal, year
If of child bearing potential - B-HCG Test Results: O negative [ positive
8. Is currently lactating ?

ANIAN

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 theumatoid 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 dermagologic 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 disqualification: ) Interviewer's Initials/Date; % / 7 IS’ 03

Investlgator's Signature: % 2//7,,/%—/_—\&/ Date: ____%_/ V4 Ad 143 =




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.JLC - { 209’
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM ‘
.- . . Subject Screen #:
Visit Code Date Subject Initials Study #
| ISS Y
Qusa‘l’i‘g:::ion 0715 103 | R, B R |Permanent#: M P( 03-122085-106
mm dd vy F M L

Gender:

E/Male O Female .

Age: -ﬁ,' 5"7' Years
sl

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

2450 s
M

L DERMATOLOGIC DISORDER No Yes Dour't
1. Psoriasis ? —
2. Eczema ? —
3. Skin Cancer ? —
4, Skin Allergies ? Please specify: —
5. Hives ? -
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No "Yes 112:;2:
1. Allergies.? Please specify. -
2. Hepatitis ? —
3. Heart and Vascular Disease? -
4, Liver Disease 7 o
} 5. Kidney Disease 7 —
6. Tuberculosis ? w
7. Diabetes ? Controlled? Diet[ ] Oral[ ] Insulin{ ] o
8.  Cancer? Ve
9. Auto-immune disease (Lupus erythematosus, thyroiditis, ATDS, etc.) ? -
10.  Organ transplant ? s
11.  Any other condition not listed ? Please specify: e
Is the subject taking any medication? I yes, please specify below:
I MEDICATION No Yes Don't
' Know
1. Antibiotics, oral or systemic ? i
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? Ve
3. Heart Medication ? -
4, Insulin ? N
5.  Other? -
Comments:'
Based on the above medical history, the subject is: BQﬁaliﬂed “or O Not qualified for the study.
Interviewer's Signature: . . . Date: _ Q-7 ( S /03



)

Data Collection Form 2 HTR Study No.: 03-122085,10
INCLUSION / EXCLUSION FORM - @ 6

Page No.:
Visit Code Date Subject Initials | Subiect Screen #: Study #
(SS
Subject Pe t #:
st Qualiﬁjcation O7u €03 TL 1y ?_ " ' N )b( 03-122085-106
/ } mm dd vy f m 1
INCLUSION CRITERIA
Check one
YES NO Subject:
< 1. Is 18 through 65 years ?
o 2. Has signed informed consent ?
— 3. Is healthy as evidenced by responses on DCF 1 ?
e 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. Iswilling 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, tales and other deodorant/antiperspirant products during the entire study, unless prescribed by a
physician for an intercurrent illness ?
9. Ts willing to refrain from using topical steroids during the entire study, unless prescribed by a
-— physician for an intercutrent illness ?
- 10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study,
unless prescribed by a physician for an intercurrent illness ?
/ 11, Is willing to comply with all study protocol requirements ?
EXCLUSION CRITERIA
Check one --.

'} YES NO N/A Subject:

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

. 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 ?

AN

. Has eczema or psoriasis on their hands or wrists 7

SQfovjfwnibhiwie

. Is currently pregnant 70 Yes [0 No  Of child-bearing potential: 1 Yes O No
O Surgically Sterile, year 0O Post-menopausal, year
If of child bearing potential - B-HCG Test Results: [1 negative [ positive

Female | Female | Male

VA

- 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 theumatoid arthritis ?

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

O

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 derxémylogic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
- "B Qualified O Not Qualified for participation in this study.

_ Reasons for disqualification: Interviewer’s Initials/Date: 5,2!-/ [ 24503

Ixxvcstigator:s Signature: ' ‘/,f 2ﬂ WZH Date: ;%n /4 = /! ‘yy




HTR Study No.: 03-122085-106

Data Collection Form 1 ) Page No.:J E - 120{'(
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
1 Visit Code Date Subject Initials Subj{e; %creen # Study #
b; t s
Qu?lliffce:tion 07,15/ 03 | M/E /T |Fermanent? N N| 03122085106
mm dd vy F M L
Gender: O Male & Female . Age: ____l___g____ Years
Does the subject have any of the following at the treatmnent sites?
I DERMATOLOGIC DISORDER No Yes 1121.;2:'

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

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

II. OTHER MEDICAL INFORMATION No "Yes Ilzgg';
1. Allergies.? Please specify. Mo\d Pollen e
2.  Hepatitis ? ' —
3. Heart and Vascular Disease? —
4. Liver Disease ? —
) 5. Kidney Disease ? g

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

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

ML MEDICATION No Yes pont

ow

1.  Antibiotics, oral or systemic ? s
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? W
3. Heart Medication ? e
S, Other ? —

Comments£

Based on the above medical history, the subject is: EQﬁaliﬁed or [J Not qualified _for the study:

67/ (S/OB

mm - dd vy

Interviewex;s Signature: ' N - | Date:



Data Collection Form 2

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

Page No.:
Visit Code Date Subject Initials | SPIectSgEen ¥ Study #
bject : '
ooublect | 0015, 03 | M E T |Fermanent? NN 03-122085-106
.1 \¥4 SRRV LKL mm d d yy f m l fvi®
INCLUSION CRITERIA
Check one
YES NO Subject:
- 1. Is 18 through 65 years ?
g 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 ?
o 5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed 7 _
P 6. Is wxllmg to refrain from usmg antimicrobial soaps (1iquids and/or bars) for bathing,
L 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 ?
_ 10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study,
unless prescribed by a physician for an intercurrent iliness ?
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 ?

Male . Is currently pregnant ? 0 Yes (Mo  Of child-bearing potential: ®Yes 0 No N ?6( )
00 Surgically Sterile, year O Post-menopausal, year v
UL

Sja|vislwle

Female

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

8. Is currently lactating ? '-7.% .03
9. Has been medically diagnosed as having a medical condition such as: diabetes,
hepatitis, an prgan transplant, an immunologic disease such as AIDS (or HIV positive), Lupus
erythematosus, thyroiditis or rheumatoid arthritis 7

10. Has another medical condition which in the opinion of the Investlgator 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 ?

I N

Based upon dermatologxc 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 disqualification: : A Interviewer’s Initials/Date:__ S g 153

. ) v ‘ " Date: % I/ J;
Investigator’s Signature: / éﬂ Y ﬂ’M mm dd Yy
= ] - 7 v i)




' HTR Study No.: 03-122085-106

Data Collection Form 1 : Page No.. L~/
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
] Visit Code Date Subject Initials Subject Sereen #: Study #
Subject Permanent #:
Qualification 019,031 T /LK M 03-122085-106
mm dd vy F M L
K
Gender: 0 Male E/ Female . Age: ___H_____ Years
Does the subject have any of the following at the treatment sites?
L DERMATOLOGIC DISORDER . No Yes Ilzgl;';
1.  Psoriasis ? v/ '
2. Eczema ? |/ /
3. Skin Cancer 7 l/ )
4.  Skin Allergies ? Please specify: Vv,
s. Hives 7 '
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No / "Yes 1232:
1. Allergies.? Please specify. ’ VvV /1 .
2.  Hepatitis? v
3.  Heart and Vascular Disease? [V ,
4,  Liver Disease ? v’ P
5.  Kidney Disease ? ,/ j
6.  Tuberculosis ? ‘/ g
7.  Diabetes? Controlled? Diet{ ] Oral[ ] Insulin| ] '/
8. Cancer ? )
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? v Ay
10.  Organ transplant ? N
11.  Aay other condition not listed ? Please specify: /
Is the subject taking any medication? I yes, please specify below:
. MEDICATION No ) Yes Ilzzl(:;
1.  Antibiotics, oral or systemic ? l/ g
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? y
3,  Heart Medication ? ‘ ‘/ A,
4, Tnsulin? / /’
s, Other ?
Comments£
Based-on the above medical history, the subject is: - Béualiﬁed or O Not gualified for the study.
Interviewer's Sigpature: . ‘ - Date: 0—1 / l F) / 03
mm dd vy

P



Data Collection Form 2
INCLUSION / EXCLUSION FORM

HTR Study No.: 03-122085-106,
Page No.: - 07

Visit Code Date Subject Initials | SUDIeF) Screen #: Study #
. Qui‘lli‘;ii:::ion OLI5/03 | J LK |Fermanents 03-122085-106
] mm dd vy f m 1
INCLUSION CRITERIA
Check one
YES ~ NO Subject:
v 1. Is 18 through 65 years ?
|/ / 2. Has signed informed consent ?
(/ A/ 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 ?
v A 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 ?

o0 § =}

. 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, uniess 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 during the entire study,
unless prescribed by a physician for an intercurrent illness ?
Is willing to comply with all study protocol requirements ?

EXCLUSION CRITERIA

11.

——

) YES

Check one ...

NO /N/A Subject:

v

N

L

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

o

. 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 ?

NAAYRA

. Has artificial nails or nail tips?

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

PRTAN

Qifajnisiwite

. Has eczema or psoriasis on their hyzé or wrists 7

/

Female

&
8
B
Q

E

. Is currently pregnant 20 Yes @ No

i A
Of child-bearing potential: @ Yes O No N g
O Surgically Sterile, year {1 Post-menopausal, year

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

. Is currently lactating ?

.
i il

1. 94.0%

A

. 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 ?

e

<{ N\

N

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.

N

12.

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

Z

P

Based upon de

74

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

" ¥ Qualifted

- Reasons for disqualification:

{1 Not Qualified for participation in this study.

Tnterviewer's InitialsDate;__ N> 07" |5 -03

Date: /Q/ /4 /03
mm dd vy

-Invesﬁgatpr:s Signan;re: /4 gﬂ /’///ﬂ/ o~




.,
R

HTR Study No.: 03-122085-106

Pata Collection Form 1 Page No.:
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
] Visit Code Date Subject Initials Subject Screen #: Study #
Subject D’l /5, S / / ‘h K | Permanent#:
L 3) AN, k 03-122085-106
Qualification mm T F M L N
[
Gender: 0 Male d Female . Age: __ﬂi Years
Does the subject have any of the following at the treatment sites?
L DERMATOLOGIC DISORDER N Don't
. ) o Yes Know
1.  Psoriasis ? %
2. Eczema ? P
3. Skin Cancer ? N
4. Skin Allergies ? Please specify: i
5.  Hives? —~
Does the Subject have any of the following (present and past)?
. OTHER MEDICAL INFORMATION No "Yes llzgz';
1. Allergies.? Please specify. O&DW WA i
2. Hepatitis ? —
3. Heart and Vascular Disease? —
4,  Liver Disease ? o
5. Kidney Disease ? —
6.  Tuberculosis ? -
7.  Diabetes? Controlled? Diet[ ] Oral{ ] Insulin{ ] -
8. Cancer ? —
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? -
10.  Organ transplant ? /
11.  Any other condition not listed ? Please specify: o
Is the subject taking any medication? If yes, please specify below:
JIL MEDICATION No Yes pon't
1.  Antibiotics, oral or systemic ? L/
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? L
3.  Heart Medication ? —
4, Insulin? e
5. Omer? Tg\eNol Stws %mawm Y L
Comments: @vacl&w VY pt_{udl,liau‘f: 7/15]103 g

Based on the above medical histoiy, the subject is:

. Zéualiﬁed . or {1

‘Not qualified for the study.

Interviewer's Signat:ure:(g‘aﬁ/bbL C 5@ 4 ' ! .

Date:

OIS IR

mm dd vy

..ZD%



Data Collection Form 2 HTR Study No.: 03-122085-106
INCLUSION / EXCLUSION FORM -2 09

Page No.:

Visit Code Date Subject Initials Subject Screen #:

Study #

Subject

Qualification W 15,05 1v\f’ h/_li Permanent #: N p( 03-122085-106
m

mm dd vy

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?7

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

2
3
4.
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 ?

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

/
/
"
(P
el
o
"
o
>l
1
e

11,

Is willing to comply with all study protocol requirements ?

EXCLUSION CRITERIA

Check one ...
N/A  Subject:

YES NO

1.

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

. 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 ?

. Has artificial nails or nail tips?

NN

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

SNjiajwieslwite

. Has eczema or psoriasis on their hands or wrists ?

Female | Female

Male

1. A
. Is currently pregnant 70 Yes &2"No  Of child-bearing potential: & Yes O No N'—H'

D Surgically Sterile, year 0 Post-menopausal, year
If of child bearing potential - B-HCG Test Results: [J negative I positive

. Is currently lactating 7 184 07|

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

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

10.

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

11

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

\\_\\ A

12.

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

Bascd upon dermatologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
& Qualified

Reasons for dxsquahﬁoanon

D Not Qualified for participation in this study.

Intervxewer s Initials/Date: % 7[ l%// 3

)
Investxgator‘s Signature: % Z ’/ f Date: @ /4 — / 03 =




HTR Study No.: 03-122085-106
Page No..JL - 1210

Data Collection Form 3
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | SublectSereen # Study #
Test 01,2, 03 (L /DS Permanent #:
Period mm ad vy F M L N A 03-122085-106

1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, and other skin disorders? OYes B0
If no, please indicate condition: * Ogér~ L@w"ﬂ ‘\}vm noi )

© 3(. H{7-2¥.05
II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? @fes DNo
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) ito

Based upon the above responses, the subject is: [JQualified E’ﬁot Qualified to continue on the study.
Reasons for disqualification: __ Open hon 3.\)5 {

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

Was reaction related to treatment? [ONot related  [J Possibly related  [] Definitely related [J Other (explain)

Action Taken: (INone  [J Continued onstudy [0 Withdrawn from the study ~ [J Consulted physician
D Medication taken (Complete below) [IHospitalized =~ [3 Other (explain)
Additional Comments:

CONCOMITANT MEDICATION

Medication - : Start Date Stop Date Indication
1 Dail
(Oral or Systemic) Total Daily Dose mm/dd/yy mm/dd/yy (Reason for Taking)
/o |
/ / /o
[ /o
Comments:

Date: O7/ ?"// 03

- Interviewer’s Signature: n? /' W mm dd yy




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.. T — )21 {
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM ‘
ST Visit Code Date Subject Initials | SuPiect E{’““ # Study #
Subject ' :
Qualifioation | 20/ 45/ 02 T, I/ H [Permanentd NP( 03-122085-106
mm dd vy F M L
Gender: 0O Male & Female . Age: ___‘/_0___. Years
Does the subject have any of the following at the treatment sites?
I DERMATOLOGIC DISORDER No Yes llzzg';
1. Psoriasis ? —
2. Eczema ? —
3. Skin Cancer ? e
4, Skin Allergies ? Please specify: —
5. Hives ? —_
Does the Subject have any of the following (present and past)?
I. OTHER MEDICAL INFORMATION No "Yes 112;?,;
1. Allergies.? Please specify. —
2. Hepatitis ? o
3.  Heart and Vascular Disease? -
4. Liver Disease ? —
5.  Kidney Disease ? _
6.  Tuberculosis ? —
7. Diabetes ? Controlled? Diet{ ] Oral[ ] Insulin| } v
8. Cancer ? v
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? w
10.  Organ transplant ? —
11.  Any other condition not listed ? Please specify: —
Is the subject taking any medication? If yes, please specify below:
YL MEDICATION No Yes pont
1.  Antibiotics, oral or systemic ? s
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? o
3.  Heart Medication ? w
4,  Insulin? -
5, Other ? [——
Comments£
Based on the above medical history, the subject is: B@liﬂed or [J Not gualified - for the study.

Interviewer's ngﬂatm*e: ] £— h - | Date: _ O) AN
G Kk . o1~ om dad -



R

Data Collection Form 2

INCLUSION / EXCLUSION FORM Page No.:

Visit Code Date Subject Initials Subject Screen #:

S
/ 2 tudy #

P t #:
outieston | 0205103 | T T Y | Permanent# ) | 03122085106

Subject

mm dd vy f m 1 IV T\

HTR Study No.: 03-122085-106

-

INCLUSION CRITERIA

Check one

NO

Subject:

1.

1s 18 through 65 years 7

. Has signed informed consent 7

. Ishealthy as evidenced by responses on DCF 1 7

. 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 ?

il jwin

. 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 ?

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

physician for an intercurrent illness ?

VRS A LAN AN

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

) YES NO

Check one ..

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?

NHUN

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

. Has eczema or psoriasis on their hands or wrists ?

Female | F

o
8
B,
3

‘Male

Sanjn s jwl

. Is currently pregnant ? 00 Yes &No Of chﬂd-beanng potential: 0 Yes ENo

Tubal KB Surgically Sterile, year j 0 Post-menopausal, year
If of child bearing potential - B-HCG Test Results: O negative [ positive

N

. 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 ?

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.

| InSNAY

12,

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

Based upon derma d

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

allﬁed

Reasons for diéqualiﬁcaﬁon: .

01 Not Qualified for participation in this study.
Interviewer’s Initials/Date: SHH L l S-o3

3 o . / ‘— o D-te: ) / :
Investigator's Siggaturc: Z 24 ,y/%/_\/b al i/m // & /05 =




HTR Study No.: 03-122085-106

XL -] 243

Data Collection Form 1 Page No.,
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
} Visit Code Date Subject Initials Subj;g_sgc,reen #: . Study #
Subject .
Qua‘lliﬁjceation 0711503 K/S S _ | Permamenth N })( 03-122085-106
mm dd vy F M L
Gender: 0 Male ﬂ/ Female . Age: ‘\_3_9____ Years
Does the subject have any of the following at the treatment sites?
1. DERMATOLOGIC DISORDER No Yes Don't
: Z Know
1.  Psoriasis ? Y,
2.  Eczema? v,
3.  Skin Cancer ? V)
4, Skin Allergies ? Please specify: ‘//
5.  Hives? v
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No "Yes Don't
/ Know
1. Allergies.? Please specify. vV
2.  Hepatitis ? V' /
3.  Heart and Vascular Disease? s
4, Liver Disease ? J P
5.  Kidney Disease ? V4 )
6.  Tuberculosis ? v,
7. Diabetes? Controlled? Diet[ ] Oral[ ] Insulin[ ] v,
8.  Cancer? vV
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? vV’ /
10. Organ transplant ? 1 /
11,  Any other condition not listed ? Please specify: sy pain V4
. \ .
Is the subject taking any medication? If yes, please specify below:
Don't
C
. MEDI A@ION No  / Yes Know
1.  Antibiotics, oral or systemic ? vV ,
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v P
3.  Heart Medication ? v
5. Other? Soms 3%0mg_1x cloy Muscle relaxer for arms D
Comments;
Based on the above medical history, the subject is: Quahi‘led or.0 Not qualified for the study.
Date: 07 / )5 /03
T mm da

vy

Interviewer's m



Data Collection Form 2
INCLUSION / EXCLUSION FORM

Page No.: -
Visit Code Date Subject Initials S“b’? Fergen #: Study #
Subject nt #:
Quitioaton | 0.1115:43 K/S,S |rermaen A_, 03-122085-106
1l mm dd vy f m |
INCLUSION CRITERIA
Check.one
YES NO Subject:
VA 1. Is 18 through 65 years ?
(/ // 2. Has signed informed consent 7
i / / 3. Is healthy as evidenced by responses on DCF 1 ?
V/ 4, Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ?
!/ y 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 ?

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

ool

. 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 iliness ?

. 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
. Check one ...
YES NO / N/A Subject:
v / 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 ?
1/ / 3. Has cuts, lesions, or other skin disorders on their hands or wrists ?
b 4. Has artificial nails or nail tips?
{/ E 5. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies 7
/ / 6. Has eczema or psoriasis on their hapds or wrists ? Y
- 7. 1s currently pregnant ? Xes ' No  Of child-bearing potential: I Yes No
Female | Female /ﬁale Surgically Sterile, year200] O Post-menopausal, year
If of child bearing potential - 8-HCG Test Results: O negative 0 positive
8. Is currently lactating ?
Z
/ 9. Has been medically diagnosed as having a medical condition such as: diabetes,
l/ 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 ?

L

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

Based upon dcn;?d{

" & Qualified
Reasons for disqualification:

O Not Qualified for participation in this study.

Interviewer’s Initials/Date:

JINB , 07 )5&3

- Date:

&SIl 14>

dd yy

I ‘ < .
Investigator's Signature: / %/\%‘\
2

HTR Study No.: 03-122082-1 06 [




Date: 27 | R« | 43R

mm dd vy

- Interviewer’s Signature: W m COM(’/?
(v ane )

HTR Study No.: 03-122085-106
Data Collection Form 3 Page No.. T - )2 15
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
- . " Subject Screen #: .
Visit Code Date Subject Initials Study #
/63 Y
A Test 09 12410 C /.S/.S Permanent #:
Period e —~5—yy T N A 03-122085-106
1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, and other skin disorders? UYes XNo
If no, please indicate condition: _ Yy
II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? BYes  [ONo
If no, please explain:
III. Has subject been ill since the last visit? OYes (Complete below) BNo
IV. Has subject used any new oral or topical medication? [Yes (Complete below) BN
Based upon the above responses, the subject is: JQualified &6t Qualified to continue on the study.
Reasons for disqualification: __WL on %AMZM
TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS
Date of Onset: Date Reported: Date Resolved:
Describe condition:
) ! ‘Was reaction related to treatment? UNot related  [J Possibly related [ Definitely related [ Other (explain)
Action Taken: (ONone [ Continued onstudy [ Withdrawn from the study [0 Consulted physician
D Medication taken (Complete below) [[Hospitalized  [J Other (explain)
Additional Comments:
CONCOMITANT MEDICATION
Medication i : Start Date Stop Date Indication
(Oral or Systemic) Total Daily Dose mm/dd/yy mm/dd/yy (Reason for Taking)
[ T |
/! r
/] !
Comments:



HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.-E - /Z/O
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM o
-~ Visit Code Date Subject Initials | Subiect Ser °°‘;)#‘ Study #
. )]
Subject °e s
ubject Ol s 63| Ly, \ |Fermanents 03-122085-106
Qualification .
mm dd vy F M L
Gender: 0 Male Z Female . Age: __Cﬁ_ Years
Does the subject have any of the following at the treatment sites?
Don't
1. DERMATOLOGIC DISORDER No Yes Know
1.  Psoriasis ? 4
2. EBczema? 4
3.  Skin Cancer? S
4.  Skin Allergies 7 Please specify: S
5.  Hives? S
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No Yes pont
1. Allergies.? Please specify. &\S}o\ [
2, Hepatitis ? -
3. Heart and Vascular Disease? o/
Py 4.  Liver Disease ? S
/ S. Kidney Disease 7 P
6. Tuberculosis ? e
7. Diabetes ? Controlled? Diet[ ] Oral[ ] Insulin[ ] "
8.  Cancer? "
9, Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? ——
10.  Organ transplant ? /
11.  Any other condition not listed ? Please specify: e
Is the subject taking any medication? I yes, please specify below:
IIL MEDICATION No Yes ot
1.  Antibiotics, oral or systemic ? —
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? o
3.  Heart Medication ? _—
4., Insulin? —
5. Omer? (Db -Thicyclemn. (Bt eadrol) -
Comments£
) Based on the above medical history, the subject is: : Eﬁﬁaﬁﬁed “or [] Not qualified for the study. -
Interviewer's Signature: : C v Date: O’Z / IS / O\% -
. mm dd yy



o

Data Collection Form 2

INCLUSION / EXCLUSION FORM Page No

HIR Study No.: 03-122085!1 06

Visit Code Date Subject Initials Subject Screen #:

1, Study #

' 03-122085-106

Subject 5 i
Qualification ﬁ-’? / (S_ / 65 Z.;-/ x'z( / ;5 ermanen Mp(

} mm dd
]NCLUSION CRITERIA
Check one
YES NO Subject:
—— 1. Is 18 through 65 years ?
— 2. Has signed informed consent ?
— 3. Ishealthy as evidenced by responses on DCF 1 ?
o« 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 ?
1 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
/ liquisls., talcs and. other deodgranf/antiperspirant products during the entire study, unless prescribed by a .
physician for an intercurrent illness ?
9. Ts willing to refrain from using topical steroids during the entire study, unless prescribed by a
— physician for an intercurrent illness ?
/ 10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study,
unless prescribed by a physician for an intercurrent illness ?
/ 11, Is willing to comply with all study protocol requirements ?
EXCLUSION CRITERIA
Check one ...
YES NO N/A  Subject:
— 1. Is currently participating in another clinical study at this or any other facility ?
— 2. Has participated in any type of hand or arm wash study within the past 7 days ?
— 3. Has cuts, lesions, or other skin disorders on their hands or wrists ?
4. Has artificial nails or nail tips?
e 5. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?
— 6. Has eczema or psoriasis on their hands or wrists ? .
Female | Female | Male |

e

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

. Is currently pregnant 70 Yes _G-No  Of child-bearing potential,[3*Yes 0 No N 1
00 Surgically Sterile, year D Post-menopausal, year M
4

8. Is currently lactating ? ' A

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

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

e
[
/|
P
=

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

Based upon de){ologlc 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 disqualification: Interviewer's Initials/Date: cSéf) 7 l

Invcstxgatox’s ngnaturc % W Date: _ (gm /4 o / _@_3 =



"

* Data Collection Form 1

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM

HTR Study No.: 03-122085-106

Page No..J¥= -/

I Visit Code Date Subject Initials

Subject Screen #:

Study #

Subject
Qualification

01/(5 1 62
mm dd vy

C /vt
F M L

Permanent #N p(

03-122085-106

Gender: E/ Male [0 Female .

Age: é ‘/ Years

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

1. DERMATOLOGIC DISORDER

Yes

Don't

1. Psoriasis 7

Know

Eczema ?

Skin Cancer ?

Skin Allergies ? Please specify:

Rl ol B

Hives ?

SWINE

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

II. OTHER MEDICAL INFORMATION

Z
o

"Yes

Don't
Know

Allergies.? Please specify.

Hepatitis ?

[\

Heart and Vascular Disease?

HB P

Liver Disease ?

Kidney Disease ?

Tuberculosis ?

Diabetes? Controlled? Diet{ ] Oral[ ] Insulin{ ]

Cancer ?

R Bl R B Bl ol el Bad R

Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ?

0. Organ transplant ?

11, Any other condition not listed ? Please specify: Se+ b {oww

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

AT

SH [7.15 03

L. MEDICATION

Yes

Don't
Know

Antibiotics, oral or systemic ?

Cortisone, Steroids, ACTH, Anti-reaction Drugs ?

B

Heart Medication ? Norv;sc_ ~2-Sma | )féev

Insulin ?

4] Bl Bl Bl B

3\

Other ?

. ) 20Co0 - [0maq Ixdey-Cholestre !
Comments: .kge.“r.'m- 134(51 ?m‘wh‘h}‘w

" Based on the above medical history, the subject is: Sealified

or O

" Not qualified - for the study.

- Date:

60, (S, 03

mm

dd

W

Interviewer‘s; Signature: é . ‘ ' z ; . .

a1t



Data Collection Form 2
INCLUSION / EXCLUSION FORM

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

Visit Code

Subject Initials

Subject Screen #:

Study #

677

Permanent #: N A/

Date
Subject o
Qualification 7/IS 103 [ R n=

} mm dd vyy f m 1

03-122085-106

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 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 ?

ofu|sfw]e

. 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 | 3

. 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 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 ?

ATV NN

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 ?

AR

. Has eczema or psoriasis on their hands or wrists ?

NQfonjrsjiwin

. Is currently pregnant ? 3 Yes O No  Of child-bearing potential: 0 Yes [ No

0 Surgically Sterile, year 0O Post-menopausal, year
If of child bearing potential - B-HCG Test Results: 0 negative [ positive

Female | Female | Male

L~ 8. Is currently lactating ?

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

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

preclude participation ?

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

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

\\\\

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

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

" Reasons for dxsquahﬁcatlon Interviewer’s Initials/Date:

ualified O Not Qualified for participation in this study.
S, 71503

Date:

: B / 622
Invesugator's Signature: % 2\ ﬂ . mm L dd ¥y




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No..JIC "[ Zﬂ-
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
re e s s et Tossiate | Subject Screen #:
Visit Code Date Subject Initials < Study #
172

mm dd vyy| F M L

Subject D | Permanent #:
Qualification 2 7 / 2 // 43 (T /-A /P N A( 03-122085-106

Gender:

r
0 Male d Female . Age: 59 Years

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

L DERMATOLOGIC DISORDER. N)/ Yes ]lzgl(;:r
1. Psoriasis ? 14 /
2. Eczema ? V4 /
3.  Skin Cancer ? v/,
4.  Skin Allergies ? Please specify: v /
5. Hives? 74

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

II. OTHER MEDICAL INFORMATION No Yes Ilzgz:'
1. Allergies.? Please specify. . v/
2.  Hepatitis ? Vj
3.  Heart and Vascular Disease? V4 '/

4, Liver Disease ? S/
5. Kidney Disease ? v/
6.  Tuberculosis ? 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 o
11.  Any other condition not listed ? Please specify: v’

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

. MEDICATION N? Yes llzgn‘t
, ow
1.  Antibiotics, oral or systemic ? v,
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? V.
3.  Heart Medication ? v P
4, Insulin ? 74 _
5. Other ? \/
Comments£
Bas_ed on the above medical history, t_he subject is: %aliﬁed or O Not qualified for the study.
Interviewer's Signature, ; ) : 1 Date: 4 7 / 2 [ -7 () 3
) mm dd yy

0



Data Collection Form 2 HTR Study No.: 03-122085-10,
INCLUSION / EXCLUSION FORM XL - ! Z 2(

Page No.:
Visit Code Date Subject Initials 5“7” Screen #: Study #
bject
w outitton | @721 143 J /A P |Fermanenth: ,\LD( 03-122085-106
i mm dd vy f m 1
INCLUSION CRITERIA
Check one
YES NO Sibject:
\// 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 ?

Ajripiwin

. 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, tales and other deodorant/antiperspirant products during the entire study, unless prescribed by a
physician for an intercurrent iliness ?

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 antibjotic 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

NANENARA SRNNAN

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

2

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

. Has artificial nails or nail tips?

v /
v/
v
/ y, . Has soap, detergent, antibiotic, Polysporin® and/or perfume allérgies ?

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

. Is currently pregnant 7 0 Yes ® No  Of child-bearjng potential: 0 Yes ¥ No

Female \/ Male Surgically Sterile, year 1 0O Post-menopausal, year
A If of child bearing potential - B-HCG Test Results: [ negative O positive

<R[ A jnislwi

N

8. Is currently lactating ?

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 wonld

preclude participation ?

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

N

\/ 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 d logic 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 disqualification: _ Interviewer’s Initials/Date: JNB 01 2’ ‘03

Investigators Signature: /g ZW%\% Deate: m% /A4 _ 63 _
- N ‘ — :




Pata Collection Form 3

HTR Study No.: 03-122085-106
79

Page No.:
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials Subje/ct ;«Ien #: Study #
Test Permanent #:
: o7 128103 | J4 /P
Period | piAETS | L /\/,A( 03-122085-106

1. Is skin on subject's hands and wrists still free of dermatoses, cuts, lesions, and other skin disorders? OYes m

If no, please indicate condition: @y 0n Fhumb

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

[INo

TI. Has subject been ill since the last visit? (0Yes (Complete below)

& No

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

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

Reasons for disqualification: Cot-on Fhemb

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset:

Describe condition:

Date Reported:

Date Resolved:

Was reaction related to treatment? [INot related

Action Taken: [(None

O Medication taken (Complete below) [JHospitalized

O Continued on study

0 Possibly related  [J Definitely related [J Other (explain)

00 Withdrawn from the study [0 Consulted physician

(O 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:

- Interviewer’s Siga;an;re: (77’} 4,,,7, % . &)%m'u/

Date:

071 XE | oF

mm dd

Yy




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.. T =/ ZZ%
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM .
} Visit Code Date Subject Initials | S °°; ,S;Ze" B Study #
Qui;li'g::ttion 0714 jod | T R & |Fermanents A, 03-122085-106
mm dd vy F M L
Gender: O Male & Female . Age: _F7 _ Years
Does the subject have any of the following at the treatment sites?
1. DERMATOLOGIC DISORDER No Yes Ilz;z:
1. Psoriasis ? v
2. Eczema ? S
3. Skin Cancer ? %
4, Skin Allergies 7 Please specify: o
5.  Hives? v
Does the Subject have any of the following (present and past)?
. OTHER MEDICAL INFORMATION No "Yes 112:’1!(:::
1. Allergies.? Please specify. 4 Fohr ol , S
2. Hepatitis? —
3. Heart and Vascular Disease? —
4, Liver Disease ? —
5. Kidney Disease ? —
6.  Tuberculosis ? e
7.  Diabetes? Controlled? Diet[ ] Oral[ ] Insulin[ ] e
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: 4y pp <74y roaf Lsh /
Is the subject taking any medication? Ifyes, please specify below: '
0. MEDICATION No Yes Ilzz!;‘;
1.  Antibiotics, oral or systemic ? v
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v
3.  Heart Medication ? v
4,  Insulin? v
5. Oter? Synth roid soomg {Xdey dar Hepo Hhyred s5u v
Comments£
Based on the above medical history, the subjéct is: ) Bﬁxaliﬁed or [J Not qualified for the study.
Interviewer's Signature: (777 , P>, & < _ Date: 27 |- 2y |23
2 ) mm dd vy



,\\

7

Data Collection Form 2

INCLUSION / EXCLUSION FORM Page No.:

Visit Code

Subject Screen #:
476

Date Subject Initials Study #

Subject

Qualification

71 A 103 SR IC
mm dd vy f m 1

t #: I W
Permanen N A L, 03-122085-106

HIR Study No.: 03-122085-

TC-1124

INCLUSION CRITERIA

Check one

:

NO

Subject:

1.

Is 18 through 65 years ?

. Has signed informed consent ?

. Ishealthy 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 ? )

Ajfwninsnlwib

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

showering, and handwashing during the entire study ?

Q

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

8. Is willing 1o 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 ?

. 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 ?

SIS NS EVRRP

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 ?

. 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 ?

NINMASA

Has eczema or psoriasis on their hands or wrists ?

Female | Female

Male

NMESPIEI IS

. Is currently pregnant 70 Yes B No

Of child-bearing potential: J Yes &No
7L © Surgically Sterile, year /496 D Post-menopausal, year
If of child bearing potential - B-HCG Test Results: 0 negative [ positive

. Is currently lactating ?

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

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

10.

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

NAAASEASE

12.

Has a known sensitivity to isopropy! alcohol or the ingredients in antibacterial soaps ?

Based upon derm:

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

Qualified

Rcasons for dxsqualxﬁcaﬁon

D Not Qualified for participation in this study.

Interviewer's Initials/Date; mmed | 1-Rl-o03

! Invcstxgator‘s Signature: / {ﬂ ”/%———\ / : “ mm / dd

Date

7 1 a3 -
¥y




HTR Study No.: 03- 122085 106

Data Collection Form 3 Page No.: L'{ 2%
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | Sublect sc"ez:# Study #
Test o) 7 ;g Permanent #;
; 18 1< 5 S B 1 C
Period - d a1 F M 1L /3 P( 03-122085-106

1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesmns, and other skin disorders? (IYes Bﬁo
If no, please indicate condition: _ w

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

I0. Has subject been ill since the last visit? (IYes (Complete below) & No
IV. Has subject used any new oral or topical medication? [TYes (Complete below) PNo

Based upon the above responses, the subject is: [JQualified (Z/Not Qualified to continue on the study.
Reasons for disqualification: C)W\

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

'Was reaction related to treatment? {INotrelated [ Possibly related [ Definitely related [J Other (explain)

Action Taken: ONone {1 Continued onstudy U Withdrawn from the study [ Consulted physician
D Medication taken (Complete below) [Hospitalized [ 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)
/ / / /
/ / /]
/ / T
Comments:

dd

. Interviewer’s Signature: %? . Date: 07 =% 5~ /03
] — =
. - ]



“ Interviewer's ngna?@/yw

Data Collection Form 1

HTR 8tudy No.: 03-122085-

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM

Page No. E

j Visit Code Date Subject Initials Subject Screen #:

17%

Study #

mm dd yy | F M L

Subject Permanent #:
Qualification 07:21:1031 T /LM N‘A, 03-122085-106

Gender: 0 Male &( Female . Age: Years
Does the subject have any of the following at the treatment sites?
1. DERMATOLOGIC DISORDER No Yes Don’t
/ Know
1.  Psoriasis ? v,
2, Eczema ? ‘//
3. Skin Cancer ? v )
4.  Skin Allergies ? Please specify: v’ /
5.  Hives? v
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No "Yes Ezg;:
ya
1. Allergies.? Please specify. v/
2.  Hepatitis ? v/
3.  Heart and Vascular Disease? v )
4.  Liver Disease ? V4 s
5.  Kidney Disease ? V4 %
6. Tuberculosis ? V4 /
7. Diabetes? Controlled? Diet{ ] Oral[ ] Insulin[ ] v/
8.  Cancer? V/
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? Vv /
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
II. MEDICATION No / Yes Know
1. Antibiotics, oral or systemic ? V,
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v’ A
3.  Heart Medication ? vV,
4.  Insulin? v/
5.  Other? v
Comments£ '
Based on the above medical history, the subject is: ahfied Cor 0 Not qualified for the study.

M D120 03

106

(226



Data Collection Form 2
INCLUSION / EXCLUSION FORM

HTR Study No.: 0.
Page No.:

3-122085-1 027

Visit Code

Date

Subject Initials

Subject Screen #:

| 7%

Study #

Subject
Qualification

07,2103

T /M

03-122085-106

mm dd  yy f m 1

Permanent #:
NN

INCLUSION CRITERIA

Check one
YES ya

NO

Subject:

Y

1.

Is 18 through 65 years ?

. Has signed informed consent ?

A
Ve,

. Is healthy as evidenced by responses on DCF 1 7

Z,
%

/

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

V4

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

v

alujrjwln

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

showering, and handwashing during the entire study 7

V.

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

N

o0} =}

. 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 ?

/]
[/
vy
/

10.

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

V4

11.

Is willing to comply with all study protocol requirements ?

EXCLUSION CRITERIA

Check one -

L YES NO

N/A

Subject:

X

1.

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

VA

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

vA

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 hghds or wrists ?

/

Female

Qojulsjwle

. Is currently pregnant ?

es @No Of chnd-gf ing potential: 0 Yes & No
Surgically Sterile, year O Post-menopausal, year
If of child bearing potential - B-HCG Test Results: 0 nepative 0 positive

. Is currently lactating 7

. 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 theumatoid 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 ?

2

Based upon derr;?{l

ogic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
" ¥ Qualified

* Reasons for disqualification:

0 Not Qualified for participation in this study.

'Interviewcr’slnitials/Dates;“SB“ 10721 QB
2 (/dd/OB -

¥y

) R . .N N ’ Date:
Investigator's Signature: L —
N . _ hd & ] - . 0 .




HTR Study No.: 03-122085-106

Data Collection Form 3 Page No..IL -[ 2
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials S“"j“}s‘;?"“ # Study #
Test Permanent #:
; 07138163 | _T1 L 1m
Period e | WY N A, 03-122085-106

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

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

II. Has subject been ill since the last visit? (Yes (Complete below) [E/No
IV. Has subject used any new oral or topical medication? OJYes (Complete below) Bl

Based upon the above responses, the subject is: Bﬁuaﬁﬁed {J Not Qualified to continue on the study.
Reasons for disqualification: \Q/}(f"ra,

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

S

Was reaction related to treatment? (Not related L] Possibly related  [] Definitely related [ Other (explain)

Action Taken: (None [ Continued onstudy [ Withdrawn from the study I Consulted physician

D Medication taken (Complete below) [THospitalized =~ [J Other (explain)

Additional Comments:
CONCOMITANT MEDICATION
Medication - : Start Date Stop Date Indication
(Oral or Systemic) TotalDaily Dose | \/dd/yy | mm/dd/yy (Reason for Taking)
/ / / /
/ / / /
/ / / /
Comments:

mm dd vy

- Interviewer’s Sigxl'tan;rc: %L(T% . QJ@W Date: __ 0]/ A& 1 ©3




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.. T~ 22
DEMOGRAPHICS/DERMATOLOGICAL/MEDICATL HISTORY FORM '
Visit Code Date Subject Initials Subj ec; S‘;r;en #: Study #

Subj ect

mm dd vyy|] F M L

oulitieation | £Z/AL 123 4 /< 1A |Fermanent# /U—,B( 03-122085-106

Gender:

E/Male O Female.

Age: {z I~ Years

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

1. DERMATOLOGIC DISORDER

Don't

Yes Know

1.

Psoriasis 7

Eczema ?

Skin Cancer ?

SIESESIES

Skin Allergies ? Please specify:

NN

Hives ?

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

0. OTHER MEDICAL INFORMATION

Don't

Yes Know

Allergies.? Please specify.

Hepatitis ?

Heart and Vascular Disease?

Liver Disease ?

Kidney Disease 7

Tuberculosis ?

Diabetes ? Controlled? Diet[ ] Oral{ ] Insulinf ]

Cancer ?

Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7

=lwol ool ool sl wlo] =

0.

Organ transplant ?

11.

Any other condition not listed ? Please specify:

ISR RINNE NN 2

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

. MEDICATION

Don't

Yes Know

Antibiotics, oral or systemic ?

Cortisone, Steroids, ACTH, Anti-reaction Drugs ?

Heart Medication ?

Insulin ?

L Pl d Bl S

Other ?

ANANANNANE:

Comments:

Not qualified _for the study.

Based on the above medical history, the subject is: Elﬁualiﬁed or

) ~Daté:

271 _R7 [ OF.

mm dd yy

VInterviewer's Signature: %W 977 [()a,zz,x/



e

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

INCLUSION / EXCLUSION FORM Page No.:

Visit Code Date Subject Initials Subject Screen #:

/7 ? Study #

]

Subject #:
Quall‘ifilceation 1A iod A /o '8 Fermanent NA/ 03-122085-106

mm dd vy f m |

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 the nail bed ?

alwlrijwir

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

showering, and handwashing during the entire study ?

Q

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

SN RIS RN

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 ?

SAjavjnnf]jwiN

. Has eczema or psoriasis on their hands or wrists ?

Female | Female

. Is currently pregnant ? 3 Yes O No  Of child-bearing potential: 0 Yes [ No

00 Surgically Sterile, year [0 Post-menopausal, year
If of child bearing potential - B-HCG Test Results: 0 negative [ positive

\ \E

. 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
erythermatosus, 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.

NAVANAN

12.

Has a known sensitivity to isopropyl alcohol or the ingredients in antijbacterial soaps ?

‘2 Qualified
Reasons for disqualification:

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

0 Not Qualified for participation in this study.

Interviewer’s Initials/Date:___ mme) | - g?/ <o

oo | " I ow_0i7 143
Investigator's Signature: ./4 24 - —3
A ’///’_/\j " e

%



HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.:
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
~ Visit Code Date Subject Initials | Subject Screen #: Study #
Subject :
Quallxifi]ce:tion 0 /21 /03 Dy By | Fermment® A’ 03-122085-106
mm dd vy F M L
Gender: O Male B/Female. Age: _i/LYears

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

1. DERMATOLOGIC DISORDER No Yes 11232;
1. Psoriasis ? o
2. Eczema ? -
3. Skin Cancer ? —
4, Skin Allergies ? Please specify: —
5.  Hives? -
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No "Yes Ilzgg:,
1. Allergies.? Please specify. v
2.  Hepatitis ? v
3.  Heart and Vascular Disease? \,\ln‘\ L
- 4, Liver Disease ? _
) } 5. Kidney Disease 7 ——
6. Tuberculosis ? —
7. Diabetes? Controlled? Diet[ ] Oral[ ] Insulin[ ] ——
8. Cancer 7. -
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? —
10.  Organ transplant ? _—
11. Any other condition not listed ? Please specify: \ —px~aA_ v
. 1) .
Is the subject taking any medication? I yes, please specify below:
II. MEDICATION No Yes Don't
' Know
1. Antibiotics, oral or systemic ? ——
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? o —
3. Heart Medication ? Nygyasc. \hm& xdau. onedSunmedsl —
4. Insulin? PO abmglxldo
5. Other? Resperdol _oma, J_da.-,{\l,ib\ -pdon)  ydaman, -
Commentsi@addﬂ,d V) puﬁ)‘)(ﬂ 7/9[/06 %
Based on the above medical history, the subject is:’ Qéuahﬁed or [ Not qualified for the study.
-}

Intemewers Signature: xh:(‘ ? Hf‘ }WM
,//4

Date:

D2, v&{m‘/ O3

/231



Data Collection Form 2 HTR Study No.: 03-122085-106
INCLUSION / EXCLUSION FORM Page No.: S~ [727-

Visit Code Date Subject Initials Subject Screen #:

] Quilllilf)ii:::ion m/ _QL/ 05 b 1= P‘ Permanent #: M A—

Study #

]

03-122085-106
mm dd f m

IN'CLUSION 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 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 ?

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

Al xIWIN

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

o001

. 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,
uniess prescribed by a physician for an intercurrent illness ?

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

VALY VN VSN

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 ?
Has eczema or psoriasis on their hands or wrists 7

. Is currently pregnant 20 Yes & No  Of child g potential: 0 Yes ,B-No
B Surgically Sterile, year lﬁajn O Post-menopausal, year
If of child bearing potential - B-HCG Test Results: 0 negative [ positive
8. Is currently lactating ?

E

VD

Qlolulralwie

Female

"y
g
o

Male

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 ?

d 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 alcoho! or the ingredients in antibacterial soaps ?

AN AN

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

B Qualified O Not Qualified for participation in this study. &B g _
-Reasons for dlsquahﬁcanon Intemewer s Initials/Date: / 7 > l/OS

' .In\tesﬁgatox"s.Signanuc 'é éﬂ 7 //——"7/“ Date: ,9 a -/ a9 yy




' HTR Study No.: 03-122085-1Q6
Data Collection Form 1 ,E:? 232

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM

Page No.'

| Visit Code Date Subject Initials | Subject 72”“ # ' Study #

Su.bject. b’?l U 03 R |~ k) Permanent #:

03-122085-106
Qualification T ML A’) A,
Gender: EZ/Male O Female . Age: };ﬂ__Years
Does the subject have any of the following at the treatment sites?
I DERMATOLOGIC DISORDER No Yes aont
1. Psoriasis ? -
2. Eczema ? P
3. Skin Cancer ? ~
4,  Skin Allergies ? Please specify: -/
5. Hives ? _~
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No Yes 113;12;:
1 Alerges? Plesse speefy._ Qron, Woeeds foicslling —
2. Hepatitis ? —
3.  Heart and Vascular Disease? \W -
4, Liver Disease 7 -
5. Kidney Disease ? _
6. Tuberculosis ? o
7. Diabetes ? Controlled? Diet[ ] Oral|[ ] Insulin] ] —
8. Cancer ? -~
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? v
10.  Organ transplant ? —
11.  Any other condition not listed ? Please specify: —
Is the subject taking any medication? I yes, please specify below:
TIL. MEDICATION No Yes Don't
Know
1. Antibiotics, oral or systemic ? e
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? Py /
3.  Heart Medication 7 .M%W 90,” 4 /x M"’ —
4, Insulin? —
5. Other ? e
conments; &7 aolded/an pow sPAN INFO  7[31103 g
_ Based on the above medical history, the subject is: UQualified  or [2/ Not qualified for the study.
Interviewer's Signature: T ’ ) o Date: 07 / O')/ / Q5 .
. mm dd vy
‘ ~ - { - ] .



Data Collection Form 2 HTR Study No.: 03- 122085-1 02 Lf

INCLUSION / EXCLUSION FORM

Page No.:
Visit Code Date Subject Tnitials | Subject Screen # Study #
Subject — P . '
A Qualification BUal _Oﬁ [ SETAN) "’“m 03-122085-106
i mm dd 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 the nail bed 7

Ajwnips|wLID

. 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 7

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

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

VNN NN PR

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 ?

e 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 ?

L 4. Has artificial nails or nail tips?

- 5. Has soap, detergen@ﬁb@olyspoﬁn@ and/or perfume allergies ? M\C{L\\V\J
— 6. Has eczema or psoriasis on their hands or wrists ? l
7

Female | Female | Male . Is currently pregnant 70 Yes [ No  Of child-bearing potential: 0 Yes O No

- 00 Surgically Sterile, year 0O Post-menopausal, year
If of child bearing potential - B-HCG Test Results: 1 negative [ positive

L 8. Is currently lactating ?
_ y g

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

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

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.

/ preclude participation ?
/

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:
" 0 Qualified ot Quahfied \\ for participation in this study.

Reasons for dlsquahﬁcahon ﬂMu G/ o~ Q UQ L—\/* Interviewer’s Im'aals/Datc C_Qé)g 7 [/ &3

’ ~ Date: - / .
Investigatox’s Signature: ©

mm dd yy ﬂ




(g

M AA

HTR Study No.: 03-122085-106

e ACMITDNA A
DEMOGRAPHICS MOYY MOITVAY AN MAY mcmn‘nv FOD\H’

AT L INLVALM A NS ANT N AN AL WAL AP RN £33 SIS AT AN X

i Visit Code Date Subject Initials

Subject Screen #:

Subject | 07,2/ 03 | D M /1

Qualification mm dd vy F M L

Permanent #N _A/ 03-122085-106

Gender: 3 Male B/Female .

Age: 3 i Years

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

1. DERMATOLOGIC DISORDER N}/ Yes 112122;:
1.  Psoriasis ? v/
2.  Eczema? vV /
3. Skin Cancer? v /
4,  Skin Allergies ? Please specify: v/
5.  Hives? v
Does the Subject have any of the following (present and past)?
IL OTHER MEDICAL INFORMATION No Yes Don't
/[ Know
1.  Allergies.? Please specify. v/
2. Hepatitis ? v/
3.  Heart and Vascular Disease? v /
4,  Liver Disease ? / /
5. Kidney Disease ? v/
6.  Tuberculosis ? V' /
7.  Diabetes? Controlled? Diet{ ] Oral[ ] Insulin ] v s
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: v /
Is the subject taking any medication? Ifyes, please specify below:
III. MEDICATION No /| Yes pomt
1.  Antibiotics, oral or systemic ? v/
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? l/ /
3.  Heart Medication ? J/
4. Insulin? a4
5.  Other? V4
Comments£
/
Based on the above medical history, the subject is: EAuahﬁed or 0 . Not qualified "~ for the study.

Intemewer ] Slgna% E;
Q/\_J

Date: 0——1/ Zl /_;_Dj__"
dd vy

mm

Data Collection Form 1 Page No.. I - ' 23&

-~



Data Collection Form 2

HTR Study No.: 03-122085-10
INCLUSION / EXCLUSION FORM Page No: XL = [
Visit Code Date Subject Tnitials | SUDJSCEScreen #: Study #
Subject 0
ubject 07.2/,03 | DNy H |Fermanent# 03-122085-106
Qualification = e ——
* mm dd vy f m 1
INCLUSION CRITERIA
Check one
NO Subject:
\/ / 1. 1s 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 ?

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

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

alunisiuivn

~)

) . 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, tales and other deodorant/antiperspirant products during the entire study, unless prescribed by 2
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 7

N
\\i\\\ \ <\K\ \‘\&\

EXCLUSION CRITERIA
) Check one -
%) YES NO, N/A Subject:
/ . 1. Is currently participating in another clinical study at this or any other facility ?
/ A 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?
\/ / 5. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?
\/ 6. Has eczema or psoriasis on their hapds or wrists 7 /
Rea | e i | B et GO0 Psmenepah e __
yi If of child bearing potential - B-HCG Test Results: [1 negative [ 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 BIV positive), Lupus

p, erythematosus, thyroiditis or rheumatoid arthritis ?
10. Has another medical condition which in the opinion of the Investigator would
/, preciude 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 derg%ologxc 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 disqualification: Interviewer’s Initials/Date: JNB /07 2 03

o ‘ ' ’ | pae @ /(i?
Investigator's Signature: — e
- - o - i (7/ .




HIR Study No.: 03-122085-106

Data Collection Form 1 Page NO-'IE - IQ
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
| Visit Code Date Subject Initials S“bj“/t ?j;e“ #: Study #
S“biOCt o7 120103 | A1K Permanent #:
. . 4 03-122085-106
Qualification mm dd vy F M L /\} A/
Gender: O Male B~ Female . Age: _ 4/  Years
Does the subject have any of the following at the treatment sites?
I. DERMATOLOGIC DISORDER No Yes Don't
: Know
1. Psoriasis ? /
2.  Eczema? e
3. Skin Cancer ? s
4, Skin Allergies ? Please specify: e
5. Hives ? o
Does the Subject have any of the following (present and past)?
IL. OTHER MEDICAL INFORMATION No Yes ot
1. Allergies.? Please specify.  Jez.soq./ s
2. Hepatitis ? L
3. Heart and Vascular Disease? 4
4, Liver Disease ? 2
5.  Kidney Disease ? s
6. Tuberculosis ? v
7. Diabetes? Controlled? Diet{ ] Oral{ ] Insulin| ] e
8. Cancer ? ,/
9.  Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? e
10. Organ transplant ? v
11.  Any other condition not listed ? Please specify: v
Is the subject taking any medication? If yes, please specify below:
1
III. MEDICATION No Yes pont
ow
1.  Antibiotics, oral or systemic ? P
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v
3.  Heart Medication ? v
4, TInsulin? v
Comments£
Based on the above4mevdica1 history, the subject is: Eléfaliﬁed or O Not qualified for the study.
Interviewer's Signature: <777 oy -thecedsm. | Da o1/ At I 23
g? mm dd yy

37



Data Collection Form 2
INCLUSION / EXCLUSION FORM

Visit Code

Subject Screen #:

Date Subject Initials
157

Study #

Subject
Qualification

Permanent #:

N

e21Ay 03| A 1K 8

03-122085-106
mm dd vy f m 1

HTR Study No.: 03-122085-1
Page No.: X1 — lg%_%

INCLUSION CRITERIA

Check one

NO

Subject:

1. Is 18 through 65 years 7

. 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 9

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

Al lwinN

. 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 ?

00 | X

. 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 ?

NI \\\\\\\é

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 on¢ -.

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 ?

Female | F

Male

NS iWwiD

. Is currently pregnant?0Yes ©No  Of child-bearing potential: @ Yes O No N A
0 Surgically Sterile, year 0O Post-menopausal, year

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

8. Is cwrently lactating 7

/24

'033

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 theumatoid 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 AN E NI

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

Based upon dermatologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
B/Quahﬂed

Rcasons for dlsqualxﬁcanon

0O Not Qualiﬁed for participation in this study.

Interviewer’s Initials/Date:__ 414/} | J~2 (- 0.3

Invcsugator s Signature: %/"M

g il 03

mm dd vy

Date:




HTR Study No.: 03-122085-106

Data Collection Form 3 Page No.:
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials Subject Screen #: Study #
Test o) &/0’5 Pf / K/ B | e anent #:
Period p— d A F M L m 03-122085-106
4

I. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, and other skin disorders? [IVes @éc
If no, please indicate condition: {

IL. Has subject used non-antibacterial soap and followed the instructions in Appendix B? #iYes  [No
If no, please explain:

I0. Has subject been ill since the last visit? (J¥es (Complete below) lﬂféo
IV. Has subject used any new oral or topical medication? [JYes (Complete below) Béo

Based upon the above responses, the subject is: [lQualified @féot Qnualified to continue on the study.

Reasons for disqualification: ' DP-Q/”\ C,l)j T 8\)%3)/\—-)

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

Was reaction related to treatment? ONot related  [J Possibly related ) Definitely related [J Other (explain)
Action Taken: [(INone [J Continued onstady [ Withdrawn from the study [0 Consulted physician

O Medication taken (Complete below) (Hospitalized  [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)
i T
[ /!
[/ [

Comments:

. Interviewer’s Sig:'xat\.ne: Stﬁw‘p %Méfate: (2‘? / ag/ / éy?
U

J




HTR Study No.: 03-122085-10

6

Data Collection Form 1 Page NO.::UL’LI 240
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM .
— Visit Code Date Subject Initials S“bl?‘}g%“ cen #: Study #
Subject ,
wieet 1 47 121,031 M J ;| Permanent#: 03-122085-106
Qualification —— — e e
mm dd vy F M L
Gender: 0 Male d Female . Age: __53__ Years
Does the subject have any of the following at the treatment sites?
I DERMATOLOGIC DISORDER No Yes Don't
‘ )/ Know
1.  Psoriasis ? V4 /
2. Eczema ? / /
3. Skin Cancer ? v )
4.  Skin Allergies ? Please specify: v //
5. Hives 7 v
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No / "Yes I]zr(::
1.  Allergies.? Please specify. v/ )
2.  Hepatitis? v )
3. Heart and Vascular Disease? h'-a.h blond oressure. . V4
. 4. Liver Disease ? ' VvV ., | V= B 2ervors
) ) 5.  Kidney Disease ? / |—+V= [pT-ZI03
\ 6.  Tuberculosis ? P
7.  Diabetes? Controlled? Diet[ ] Oral{ ] Insulin[ ] 4 i
8. Camcer? breasst tancer 199Y Lin Yemissiow ) v
9.  Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? v
10.  Organ transplant ? ) v_ i
11.  Any other condition not listed ? Please specify: W v’
Is the subject taking any medication? If yes, please specify below: b/m’d'el’p/ %"’)
I MEDICATION No Yes Don't
1.  Antibiotics, oral or systemic ? v
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v
3.  Heart Medication 7V-e_r,g!)am; 1 2400 1 x day ’Préq__achol 4Orglt day v’
4.  Insulin? ~ 4 TV
5. Oter?Licinopn| 20[25 Ixdau Cholestero) v
Comments; - Other mfdsi A/flll/m 4‘0 /,1’ alag W"d ﬁM
"o pPE 10 mg [x @3y /sdder
Based on the above medical history, the subjectis: - @iﬁed or O Not qualified for the study.
Interviewer's Signat - » Date: ﬂ 7 / »2/ 10 3
mm dd yy



Data Collection Form 2
INCLUSION / EXCLUSION FORM

/s

Visit Code Date Subject Initials Subject Si%en #: Study #
quitoeton | 0142103 | M,/ | Fermanent#: N p( 03-122085-106
mm dd vy f m 1
I INCLUSION CRITERIA
Chjk one
YES NO Subject:
\/ R 1. Is 18 through 65 years ?
V 2. Has signed informed consent ?
/ Pl 3. Ishealthy as evidenced by responses on DCF 1 7
V / 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

V.

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

o0 | =X

. 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 iliness ?

/

N

. 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 iliness ?

v

11.

Is willing to comply with all study protocol requirements ?

EXCLUSION CRITERIA

} YES

Check one ...

NO/ N/A Subject:

v/

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

Ny

. Has eczema or psoriasis on their hgnds or wrists ?

Female | Fe

S8 | NS

Male

Sl AWM

. Is currently pregnant ?

e
es G/ No Of chil -%earing potential: O Yes /No
Surgically Sterile, year ! 8 (p O Post-menopausal, year
If of child bearing potential - B-HCG Test Results: 0 negative O 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
erythematosus, thyroiditis or rheumatoid arthritis ?

10.

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

<SS

/

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.

%

AN

\

v

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

HTR Study No.: 03-122085-10
Page No.: TIC — Iéé‘ (

"4 Qualified
Reasons for disqualification:

0 Not Qualified

Interviewer’s Initials/Date;

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

INB 12103

JOR21 -

| g8

Date: “?// 7
mm

dd

Yy

Iﬁvestigator's Signaturc: / W—\//’
4 =



HTR Study No.: 03-122085-106

Data Collection Form 3 Page No.:w‘-wz
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials S“bj“; f;;ﬁen # Study #

03-122085-106

Pz:is:d 071 RXE03 M ) (£ |Permanent#
mm dd  yy F M L ‘%

1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, ‘and other skin disorders? (Ves Bl(o
If no, please indicate condition: Go il

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

III. 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) Eo

Based upon the above responses, the subject is: [JQualified BNot Qualified to continue on the study.
Reasons for disqualification: e (/f

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  [J Possibly related [J Definitely related [] Other (explain)

Action Taken: UNone [0 Continued onstudy [0 Withdrawn fromthe study [0 Consulted physician
U Medication taken (Complete below) OHospitalized {1 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)
/ / / /
/ / / /
/ / / /
Comments:

. Interviewer’s Signature: %%%QW Date: _ 07 / A& | o3

mm dd vy




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

Page No.:
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM
o~ Visit Code Date Subject Initials | SuPiect Sereen #: Study #
Qui‘lxilt?ceacttion Ol b')) L s L X | Permanent#: N\| 03122085106
mm dd F M L
Gender: 0 Male & Female . Age: _‘Zéz[__ Years
Does the subject have any of the following at the treatment sites?
1. DERMATOLOGIC DISORDER No Yes II;;?;:
1. Psoriasis ? 4
2. Eczema? v
3. Skin Cancer ? i
4, Skin Allergies ? Please specify: /
5.  Hives? e
Does the Subject have any of the following (present and past)?
IL. OTHER MEDICAL INFORMATION No "Yes 112;2;: '
1. Allergies.? Please specify. P
2. Hepatitis ? _—
3. Heart and Vascular Disease? 7 ¢ (W\x\w\ Neoo X hea L
. 4. Liver Disease ? —
P! )
5. Kidney Disease 7 -
6. Tuberculosis ? —
7. Diabetes ? Controlled? Diet{ ] Oral[ ] Insulin| ] —
8. Cancer ? L
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:
TIL MEDICATION No Yes pon't
1.  Antibiotics, oral or systemic ? =
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? ——
3. Heart Medication ? o
4. Insulin? —
5. Other ? S
Comments:
Based on the above medical hxstory, the subJect is: ] E@ahﬁed or [ Not qualified for the study.
N Intemewer s Signature: Date: OP? / @/ / 63
mm . dd yy

249



Data Collection Form 2

HTR Study No.: 03-122085.10
INCLUSION / EXCLUSION FORM Page No.: 1L — (244
Visit Code Date Subject Tnitials | S"0Jet Tga#‘ Study #
. Subject 0L, 0% | Ay |Permanents: 03-122085-106
- Qualification —— e e e N
1 mm dd vy 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 7

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

Al jwiN

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

. 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 ?

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 7

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

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

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

\\\\\\ VAV

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 ? 0 Yes & No Of child-bts ing potential: 0 Yes .5-No

& Surgically Sterile, year \ 0 Post-menopausal, year
If of child bearing potential - B-HCG Test Results: O negative 01 positive

/
(/

~
/
/
et
-
—

Qojwslwin

Female | Female | Male

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

f 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, iniravenous 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:
- @ Qualified O Not Qualified for participation in this study.

. Reasons for disqualification: _ Interviewer’s Initials/Date: 5% / 7/ @l} Qg
o '. - - . vae: _ 2B 1 103 -
Investigator's Signature: _ % é)/& ///é.\_j // “om i -t

: ' S e “ e ) ) . i




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.;&lﬂ‘w
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM ‘
~ Visit Code Date Subject Initials | SuPiect ﬁcé‘g“ # Study #
Subject Permanent #:
ject 07/RL103 | Ji— 1d 03-122085-106
Qualification mm dd vy F M L
Gender: O Male B Female . Age: TG Years
Does the subject have any of the following at the treatment sites?
L DERMATOLOGIC DISORDER No Yes Ilzzz:
1. Psoriasis ? /
2.  Eczema? o
3. Skin Cancer ? o
4, Skin Allergies ? Please specify: /
5. Hives ? S
Does the Subject have any of the following (present and past)?
1. OTHER MEDICAL INFORMATION No Yes oon't
1. Allergies.? Please specify. v
2. Hepatitis ? v
3. Heart and Vascular Disease? e
, 4,  Liver Disease 7 v
S ) 5.  Kidney Disease ? i
6. Tuberculosis ? v
7. Diabetes ? Controlled? Diet[ ] Oral[ ] Insulin ] e
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:
Is the subject taking any medication? " yes, please specify below:
IIL MEDICATION No Yes Don’t
. 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:
i _ . Based on the above medical history, the subject is: " PQualified” or O Not qualified for the study.
A am ) - ] ] . ; C - L ) .
Interviewer's Signature: c?’)’}zu.?,(ﬁ'l . Cd.@mg«) | Date: o7 /| Rl 03
i . mm dd vy



Data Collection Form 2

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

Page No.: -

Visit Code Date Subject Initials | 5"} ﬁqu;m“ # Study #

Subject

Qualification | 2L "g |03 ‘é j~ 4 _of |Fermanent #IV }( 03-122085-106
i mm vy m

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 7

. 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 ?

2

3

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

6

OO.\I

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

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

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

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

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

ORI RV PN E

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 7
Has eczema or psoriasis on their hands or wrists ?

. Is currently pregnant? 0 Yes @"No  Of child-bearing potential: 0 Yes 2 No

0 Surgically Sterile, year g Post-menopausal, year /495
If of child bearing potential - B-HCG Test Results: 0 negative O positive
8. Is currently lactating 7

AANANAN

Female | Female | Male
/

—
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 posmve), Lupus
v’ erythematosus, thyroiditis or rheumatoid arthritis ?
10. Has another medical condition which in the opinion of the Investigator would
/ preclude participation ?
e 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.
e 12. Has a known sensitivity to isopropy! alcohol or the ingredients in antibacterial soaps ?
Based upon dermato!oglc evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
"B-Qualified 0O Not Qualzﬁed for participation in this study.
Rcasons for dlsqualxﬁcatlon Interviewer’s Initials/Date:___ M#2Le/ [ -2/ 03

A 7 i : - : 3 =
Invesugator‘s Signature m Date: %m / // dd/ o =




HTR Study No.: 03-122085-106

Dgta Collection Form 1 Page No.. 1D ~
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM .
~ Visit Code Date Subject Initials | SUPect S?g‘y” ’ Study #
Subject N, 03 C L ;S |Permanents: 03-122085-106
Qualification
mm dd vy
Gender: 0 Male U/ Female . Age: _j[_L__Years

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

1. DERMATOLOGIC DISORDER No Yes Ilézz:'
1. Psoriasis ? 4
2, Eczema ? /
3. Skin Cancer ? /
4,  Skin Allergies ? Please specify: e
S. Hives ? -
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No Yes Dot
1. Allergies.? Please specify. pd
2.  Hepatitis? i
3.  Heart and Vascular Disease? P
. N ) 4, Li.ver Discf,ase ? P
’ 5.  Kidney Disease ? S
6. Tuberculosis ? s
7. Diabetes 7 Controlled? Diet{ ] Oral{ ] Insulin{ ] J
8. Cancer ? pd
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? /
10.  Organ transplant ? P
11.  Any other condition not listed ? Please specify: _~
Is the subject taking any medication? I yes, please specify below:
L MEDICATION No Yes Don't
- Know
1. Antibiotics, oral or systemic ? —
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? —
3.  Heart Medication ? —
4, TInsulin? _—
5. Other? -
Comments£
Based on the above med;cal h1story, the subject is: Bﬂxaliﬁed or [ ‘Not qualified for the study.
Interviewer's ngnature Date: 07 j l / 65
I‘j }/[ mm dd vy

Zl{'l



M\\

P

Data Collection Form 2

HTR Study No.: 03-122085-10
INCLUSION / EXCLUSION FORM Page No.: 1L — lé L_i‘z
Visit Code Date Subject Tnitials | SUpect Screen #: Study #
Subject Pe t#:
) Quaiitiation | O ‘%d[ O3 Qf Sy S rmenent® NN 03122085106
mm m

INCLUSION CRITERIA

Check one

NO Subject:

1. Is 18 through 65 years ?

. Has signed informed consent 7

. Ishealthy 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 Jonger than approximately one (1) mm past the nail bed ? .

Al lwiN

. 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 ?

\\’\\\\\\\\\a

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

Check one ...
i} 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 ?

WA

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

2

3

4. Has artificial nails or nail tips?

5

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

Female

vry
d
o

Male . Is currently pregnant ? O Yes .,E’NO 'Of child- e%ring potential: 3 Yes /E’ﬁo
Surgically Sterile, year 0 o Post-menopausal, year

If of child bearig&p(;tenﬁal - B-HCG Test Results: 0 negative [ positive

)
oo

. Is currently lactating ?

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

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

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

\\\\\\

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

Based upon derm d

Reasons for disqualification: - ' Interviewer’s Initials/Date: 7[91/ 03

atojogic evaluation and the information contained in Data Collection Forms 1 and 2, the sub_)ect is:
ualified O Not Qualified for participation in this study.

hvesﬁg&oﬁs Signature: m Date: 9 / / / / ﬁ 3. -



HTR. Study No.: 03- 122085 106

Data Collection Form 3 Page No
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials Subject Screen #: Study #
Test 5 2% 63 C / L. ;S | Permanent#:
Period mm ddyy F M L 03-122085-106

1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesi’o 3 .and other skin disorders? [Yes Eﬁo
If no, please indicate condition: CS‘)QJ\ . {,':t‘: D

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

es [ONo

%o

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

III. Has subject been ill since the last visit? [JY¥es (Complete below)

Based upon the above responses, the subject is: [IQualified E(Not Quahfied to continue on the study.

Reasons for disqualification: Opwn

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 (1 Possibly related  [] Definitely related [ Other (explain)

[0 Withdrawn from the study
O Medication taken (Complete below) [THospitalized

Action Taken: [[None [] Continued on study

O Consulted physician
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)
/ / / /
/ / / /
/ / / /
Comments:

- Interviewer’s Signature: 3 i@ i 8 &M/
_ ‘ { -

S~



HTIR Study No.: 03-122085-106

Data Collection Form 1 Page No. I - /350
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM
Visit Code Date Subject Initials S“”“‘j?i“ # Study #

Qus:llilf,ij::ttion 072105 B_/_Z-:__/____W Pemanent#‘l\m( 03-122085-106

mm dd yvi{ F M L

Gender: 0 Male (J Female . Age: __4"_2__-_ Years
Does the subject have any of the following at the freatment sites?
I DERMATOLOGIC DISORDER No, | Yes Don't
: Know
1.  Psoriasis ? Vv, '/ ‘
2. Eczema ? v /
3. Skin Cancer ? V4 /
4,  Skin Allergies ? Please specify: v/
5. Hives ? ‘/
Does the Subject have any of the following (present and past)?
I OTHER MEDICAL INFORMATION No Yes Don't
/ Know
1.  Allergies.? Please specify. ' V/
2.  Hepatitis ? vV
3,  Heart and Vascular Disease? v ,
4, Liver Disease ? ,
) 5.  Kidney Disease 7 vV
6. Tuberculosis ? V4 ,
7.  Diabetes? Controlled? Diet[ ] Oral[ ] Insulinf ] vV
3. Cancer ? v ,
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? 74 P
10.  Organ transplant ? V4 P
11.  Any other condition not listed ? Please specify: ‘/
Is the subject taking any medication? I yes, please specify below:
Don't
1. MEDICATION No/ Yes Know
1.  Antibiotics, oral or systemic ? V4 P
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? V4 .
3.  Heart Medication ? v,
4.  Insulin? v /
5. Other? v
Comments£
Based on the above medical hzstory, the subject is: - ahfied or [J Not qualified for the study.

Interviewer's slgnay{ M W ‘b.ate-: O;]m/ 21 _ Q3 -yy



&

Data Collection Form 2
INCLUSION / EXCLUSION FORM

HIR Study No.: 03-12208

AT =351

Page No.:
Visit Code Date Subject Initials | Suciest Sereen #: Study #
7 Qualitnation %}’%’Qg _’5;_/_1%—_/_)&/_ Fermanent # NX| 03122085106
INCLUSION CRITERIA
Check one
YES NO Subject:
/, 1. Is 18 through 65 years ?
v / 2. Has signed informed consent ?
V4 P 3. Is healthy as evidenced by responses on DCF 1 ?
\/ 4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ?
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? _
6

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

~3

. 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 ?

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 antibjotic 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

Subject:

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

L, 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?
\/ y, 5. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?
\/ 6. Has eczema or psoriasis on their h}f(ds or wrists ?
7. Is currently pregnant 2 0 Yes & No  Of child-bearing potential: ﬂ Yes O No NA -
Female ch?k Male {3 Surgically Sterile, year 0 Post-menopausal, year
) If of child bearing potential - B-HCG Test Results: [ negative 0 positive
/ 8. Is currently lactating ? 7.2%:¢

9. Has been medically diagnosed as having a medical condition such as: diabetes,
hepatitis, an organ transplant, an immunologic disease such as ATDS (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 ?

£

Reasons for disqualification:

Based upon denglyéogxc evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
Qualified {1 Not Quahﬁed for participation in this study.

Interviewer’s Initials/Date: M E>

Investxgator's Signature / 24 g%_/\/ Date: %nn?) //c.ld‘/ dgyy



HTR Study No.: 03-122085-106

Data Collection Form 3 Page No. M 5
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Inltlals Subject Screen #: Study #
1 Test Permanent #:
’ Period | 4 %-/ o3 Jé—% W A 03-122085-106
32N ‘7155‘/63 i
1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesmns, d other skin disorders? O¥es @No
If no, please indicate condition: _ D&M\ o
II. Has subject used non-antibacterial soap and followed the instructions in Appendix B?’Eﬁ §§o
If no, please explain: 7/98163
I0. Has su‘bject~ been ill since the last visit? OYes (Complete below) @ No
IV. Has subject used any new oral or topical medication? (1Yes (Complete below) %08
Based upon the above responses, the subject is: [JQualified B{‘Iot Qualified to continue on the study.
Reasons for disqualification: (}?}Q/ﬂ Cu X AN
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  [J Possibly related [ Definitely related [ Other (explain)
Action Taken: (ONone [0 Continued onstudy  [J Withdrawn from the study [ Consulted physician
0 Medication taken (Complete below) [Hospitalized [ 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
Conmiments:

. Interviewer’s Signature: %“ f\ * Date: 07 / &g' / 0—5
' mm dd vy

2-



HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.;E__"/(g %%
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM ’
; Visit Code Date Subject Initials | SUP) °;t;i/“°“ #: Study #
Subject :
Qualification | 2Z/%L/ 83 & jm o) | Permanents 03-122085-106
mm dd  yy F M L
Gender: O Male B Female . Age: _ 33 Years
Does the subject have any of the following at the treatment sites?
1. DERMATOLOGIC DISORDER No Yes oot
1, Psoriasis ? ~
2. Eczema ? v
3. Skin Cancer ? %
4, Skin Allergies ? Please specify: o
5. Hives ? o
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No "Yes ﬁﬁﬁ:
1. Allergies.? Please specify. v
2. Hepatitis ? s
3. Heart and Vascular Disease? v
4.  Liver Disease ? v
5. Kidney Disease ? o
6. Tuberculosis ? v
7. Diabetes ? Controlled? Diet[ ] Oral{ ] Insulin| ] v
8. Cancer ? i
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? v
10. Organ transplant ? g
11.  Any other condition not listed ? Please specify: v
Is the subject taking any medication? Ifyes, please specify below:
TII. MEDICATION No Yes Don't
. Know
1. Antibiotics, oral or systemic 7 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: PiQualified _or (] Not qualified for the study.
Interviewer's Signature: SN e (7}4 (JW Date: 07 | 2/ | o3
. 2/7‘ ) ) mm dd vy



A

INCLUSION / EXCLUSION FORM

Data Collection Form 2 HTR Study No.: 03-12208i-1 06

Page No.:

Visit Code Date Subject Initials

Subject Screen #:

]

Subject Permanent #:
Qualification o7 (AL 03 CiM W N A/ 03-122085-106

mm dd vy f m 1

INCLUSION CRITERIA

Check one
YES NO

Subject:

L

Is 18 through 65 years ?

- Y

. Has signed informed consent 7

. Is healthy as evidenced by responses on DCF 1 ?

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

Aja| P IWIN

. 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 ?

oo

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

NENAEANENARIIT

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

. 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

ANAYAALRH

Ao juslwie

Has eczema or psoriasis on their hands or wrists ?

Female | Female | Male

. Is currently pregnant 70 Yes (#No  Of child-bearing potential: B"Yes 0 No

0O Surgically Sterile, year 0 Post-menopausal, year
If of child bearing potential - B-HCG Test Results: 0 negative 3 positive

N

. 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 ?

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.

NAYANAN

12. Has a known sensitivity to isopropy! 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:

E{)uallﬁed 0 Not Qualified for participation in this study.
‘ Reasons for disqualification: Interviewer’s Imtlals/Date pime) | 7203
Investxgatox’s ngnature

Z %\/ Date: fm / //dd/O'B_yy




Based on the above megdical history, the subject is: or [

Not qualified _for the study.

l{Qiialiﬁed

}- }
Interviewer's Si e:

pate: O 7 -'/ 2] 03 )
) mm dd vy

HTR Study No.: 03-122085-176
Data Collection Form 1 Page No.. T — 265
_ DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
~ Visit Code Date Subject Initials | SUPIeft Seyeen # Study #
1920
Subject ) c Permanent #:
hject 7121103 1A 03-122085-106
Qualification om dd Yy F M L N P(
Gender: O Male N/Female . Age: ___2-__2-_ Years
Does the subject have any of the‘ following at the treatment sites?
L DERMATOLOGIC DISORDER No /| Yes ot
1. Psoriasis ? ‘/ / )
2.  Eczema? v/
3.  Skin Cancer? vV /]
4,  Skin Allergies ? Please specify: v/
5. Hives? 4
Does the Subject have any of the following (present and past)?
IL. OTHER MEDICAL INFORMATION No Yes, g’lzv‘v
1. Allergies.? Please specify. Seasonal . cock roaches, P VvV
2.  Hepatitis ? " v
3.  Heart and Vascular Disease? \/
‘ 4.  Liver Disease ? Vv,
o) 5. Kidney Disease 7 4
e
6.  Tuberculosis ? 4 J
7. Diabetes ? Controlled? Diet[ ] Oral{ ] Insulin] ] \/ L,
8.  Cancer? vV
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? 4 y;
10. Organ transplant ? v
11.  Any other condition not listed ? Please specify: v’
Is the subject taking any medication? It yes, please specify below:
Don't
L MEDICA.ATION No/ Yes Know
1.  Antibiotics, oral or systemic ? v .,
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? ‘//
3.  Heart Medication ? "
4, Insulin ? ' @ - . v g .
5. Other? Csrippx Omalx dpy (5sneeded foralbrges) | —~~ | V/
Comments: @ M? aoLo&@/ J2 /obv ,cta»%z&é e 22.03 ?X@A_ZNE 07-2/-03



R

Data Collection Form 2 HTR Study No.: 0
INCLUSION / EXCLUSION FORM

Visit Code Date Subject Initials Subject Screen #: Study #
Subject Permanent #:
Qualification 07:2[/ 43\ C /ALY N p( 03-122085-106
3 mm_dd_ yy f m 1
INCLUSION CRITERIA
Check one
YES/ NO Sibject:

v/

1. Is 18 through 65 years ?

77

. Has signed informed consent ?

h

. 1s healthy as evidenced by responses on DCF 1 ?

V4
v/

v

2
3
4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders 7
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed 7
6

/)

2

. 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.\)

e

v
/

P~

. 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. Ts 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 ?

v
v,
7

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

EXCLUSION CRITERIA

| YES No/

Check one -

N/A

Subject:

v/

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

v/

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

V)

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

\//

Has artificial nails or nail tips?

v

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

v

. Has eczema or psoriasis on their hapé or wrists ? /

Female Fem{ﬂ/'Malc

0 Surgically Sterile, year 0 Post-menopausal, year
If of child bearing potential - B-HCG Test Results: [0 negative O positive

A
. Is currently pregnant 7 0 Yes /No  Of child-bearing potential: @ Yes [ No N W
7

8. Is currently lactating ?

9. Has been medically diagnosed as having a medical condition such as: diabetes,
hepatitis, an prgan transplant, an immunologic disease such as ATDS (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.

Vv

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

#r

Based upon dermafologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
Qualified O Not Quahﬁed for participation in this study.
Reasons for dlsquahﬁcauon

Interviewer’s Initials/Date: ﬁ% / O 7 2’&3

Invesugator‘s Signature: /4 {4/%\ / Date: fm / /4 dd/ 0> -

3- 122085~
Page No.: b



