Data Collection Form 1

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM

HTR Study No.: 03-122085-106

Page No. ,E_’_’} 2.9

Visit Code Date Subject Initials Subject S%een f:

Study #

mm dd yyi{ F M L

Quillliti’ijce:ttion 07,21,03| T j— N | permanent#: ,\U)( 03-122085-106

Gender:

/
E( Male 0 Female .

Age: 224— Years

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

1. DERMATOLOGIC DISORDER No Yes Don't
- Zz Know
1. Psoriasis ? v,
2.  Eczema? v,
3.  Skin Cancer ? vV
4.  Skin Allergies ? Please specify: v
5. Hives? v
Does the Subject have any of the following (present and past)?
I OTHER MEDICAL INFORMATION No, | Yes Don't
1. Allergies.? Please specify. v,
2, Hepatitis ? v’ P
3.  Heart and Vascular Disease? Vv
4.  Liver Disease ? v .,
5.  Kidney Disease ? iV
6.  Tuberculosis ? \/,
7. Diabetes ? Controlled? Diet[ ] Oral{ ] Insulin| ] \/ .
8.  Cancer? V4
S, 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? Ifyes, please specify below:
TIL MEDICATION No | Yes Don't
1.  Antibiotics, oral or systemic ? v,
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v P
3.  Heart Medication ? v,
4. Insulin? e
5. Other? 4
Comments:
Based on the above medical history, the subject is: [Aaliﬁed or { Not qualified for the study.

— 4 MW me 00, 2] 03
~ 74 @, - S

7
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Data Collection Form 2 HTR Study No.: 03-122085-10
INCLUSION / EXCLUSION FORM Page No.: JI__lié%

Visit Code Date Subject Initials | SUPJegt Sereen #: Study #
Quaiitieation | L1/ L 2= T /= /N | Permanent#: \ k 03-122085-106
] mm dd f m 1
INCLUSION CRITERIA
Check one
YES NO Subject:
v / 1. Is 18 through 65 years ?
\/ /| 2. Has signed informed consent ?
/ P, 3. Is healthy as evidenced by responses on DCF 1 ?
v° y 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 ?

~)

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

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

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

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

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

NN U

EXCLUSION CRITERIA
Check one -
| YES NQ/ 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?

K

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

Female | Female My . Is currently pregnant 20 Yes [ No  Of child-bearing potential: 0 Yes 0 No

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

N
BUEIRIESITAEY

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 ?
y:
/ ) 11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of
A 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 deny/ologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
Qualified O Not Qualified - for participation in this study.

Réasons for disqualification: i - Interviewer’s Imhals/Date JNB [ 07 ) ZI 03

T o & 1 -
Investxgator‘s Signature; Q M /- D te - /4 dd/ /s gyy




Data Collection Form 3

INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM

HTR Study No.: 03-122085-106
Page No.:;E_:}Z.é

. s . ree Subject Screen #:
Visit Code Date Subject Initials Study #
. J /98
est Permanent #:
. 07/90/03 | [1- 1
Period ey | M N M| os-122085106

I. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, and other skin disorders? OYes Eﬂ{o
If no, please indicate condition: _ ey ‘f o4 haad

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

ONo

II. Has subject been ill since the last visit? (JYes (Complete below) fY( No
IV. Has subject used any new oral or topical medication? [Yes (Complete below) M{Io

Based upon the above responses, the subject is: (JQualified 2ot Qualified _to continue on the study.
O nmw F.30-03
Reasons for disqualification:

401‘ on &‘ /\ud

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported:

Date Resolved:

Describe condition:

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

Action Taken: (INone  [J Continued onstudy [ Withdrawn from the study

00 Medication taken (Complete below) [JHospitalized

[J Consulted physician
[0 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)
I A
I I
T /]
Comments:

Dat: __£7 / Jo | &3
mm dd Yy

- Interviewer’s Signature: %uy—»éw P> r Y




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.. D = l yA
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM .

- G Subject Screen #:
; Visit Code Date Subject Initial
; . ubject Initials 20 2, Study #

Subject .

Oualifioation | 22/&L 103 | 7774} /& | Permanent #N ‘A( 03-122085-106
mm dd vy F M L
Gender: E/Male O Female. Age: /8 Years

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

1. DERMATOLOGIC DISORDER No Yes oom't
1. Psoriasis ? Ve
2. Eczema ? v
3. Skin Cancer ? e
4, Skin Allergies 7 Please specify: J
5.  Hives? e
Does the Subject have any of the following (present and past)?
I. OTHER MEDICAL INFORMATION No Yes ot
1. Allergies.? Please specify. v
2.  Hepatitis ? Ve
3. Heart and Vascular Disease? v
4., Liver Disease 7 /
5. Kidney Disease ? /
6. Tuberculosis ? v
7.  Diabetes? Controlled? Diet[ ] Oral[ ] Insulin[ ] /
8. Cancer ? /
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? V4
10.  Organ transplant ? v
11.  Any other condition not listed ? Please specify: /fo,1nq e
Is the subject taking any medication? If yes, please specify below:
TII. MEDICATION No Yes Don't
: Know
1.  Antibiotics, oral or systemic ? N
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v
3. Heart Medication ? Vv
4, Insulin? v
5.  Other? [
Comments£
Based on the above medical history, the subject is: - B@ﬂified “or OJ Not qualified - for the study. -
- ~ Date: A

Intervie&er's Signature: %,,7.% . MW B

7] Al | 03 -
mmﬂ_ i

dd

b2

L0
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Data Collection Form 2
INCLUSION / EXCLUSION FORM

Visit Code Date Subject Initials | SUPiect Sereen #:

Study #

Subject P s ‘
Qualification | 2L/RLI 03 7;/!4; / Cf' ermanent # N_[), 03-122085-106

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 ?

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

Ajlwnmid|WwiN

- 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

®i=N

. 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 ?

. 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 ?

SRS AEY \\\(\\é

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 7

. 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 ?

NN

Female Male

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

0 Surgically Sterile, year 0 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 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 ?

NAYANA

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 dermatelogic 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: M | 224 03

Investigator's Signature:

/éW " Date: %‘m / //dd)/)3yy

[

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




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

2.2085- Q06
- |00

Page No.
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | Subject Screen #: Study #
) Te.st 0’7 /o?g/t& T /l 2/ 6 Permane) tﬁ(
Period o iy | F ML /\S 03-122085-106

1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, 'and other skin disorders? [IYes Bﬁo
If no, please indicate condition: _ (’j‘)@\f\, = atwiest

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

III. Has subject been ill since the last visit? OYes (Complete below) FNo
IV. Has subject used any new oral or topical medication? [JYes (Complete below) Bé

Based upon the above responses, the subject is: JQualified Z/Not Qualified to continue on the study.
Reasons for disqualification: DWD@L{) o UT?&"’

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 [J Other (explain)

Action Taken: [(INone [ Continued onstudy [0 Withdrawn fromthe study [ Consulted physician
D Medication taken (Complete below) (Hospitalized 01 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 A
/ / A
Comments:

. Interviewer’s Sigx.mtx.lre: %&_/ C gz 4 : é‘/ Date: Oer / (iZf’ / Oyyj



3

HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.. I = I Zb%
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
Visit Code Date Subject Initials s“blzeg Sg"'“ # Study #

Subicct 07 / 2’ / 0 3 C y A} / H Permanent #:
. . 03-122085-106
Qualification ad vy F M L N A

Gender: 0 Male E( Female . Age: _&L_ Years
Does the subject have any of the following at the treatment sites?
L DERMATOLOGIC DISORDER No Yes Don't
pa Know
1.  Psoriasis ? v, :
2.  Eczema? v .
3. Skin Cancer ? v .
4.  Skin Allergies ? Please specify: Vv,
5.  Hives? v’
Does the Subject have any of the following (present and past)? ‘
IL OTHER MEDICAL INFORMATION No 'Yes Don't
2 Know
1. Allergies.? Please specify. v’
2.  Hepatitis ? v
3.  Heart and Vascular Disease? \/ i
4. Liver Disease ? \/‘
5.  Kidney Disease ? v,
6.  Tuberculosis ? V
7. Diabetes? Controlled? Diet[ ] Oral[ ] Insulin] ] L
8.  Cancer? v,
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 v
10.  Organ transplant ? v’
11.  Any other condition not listed ? Please specify: |/
Is the subject taking any medication? I 'yes, please specify below:
Don't
0L MEDICATION No Y Yes Know
1.  Antibiotics, oral or systemic ? v,
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v,
3.  Heart Medication ? VvV /
4, Insulin? v/
5. Other ? v
Comments:
- Based on the above medical history, the subject is: lﬁﬁﬁed or O Not qualified for the study.
Interviewer's Signaf ‘

. : _ 'Date:’07'/‘~‘2/ /;_03_
: W mm dd ¥y




el

Data Collection Form 2
INCLUSION / EXCLUSION FORM

Visit Code Date Subject Initials | SuPiect Screen #: Study #
Qui?i‘f?::ttion 01,21, O S| C /A H |Termanenth N A 03-122085-106
mm dd f m 1
INCLUSION 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 ?
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 ?

o | =

. 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 SRR SN

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

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 hapds or wrists ?

Qojulslvle

Female FeVe’ Male
s

Z.
. Is currently pregnant ? [} Yes @No Of child»beéf'gg potential: O Yes ® No

Surgically Sterile, year Zi O Post-mencpausal, year
If of child bearing potential - B-HCG Test Results: 0 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 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.

L

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

r4
Based upon der{?(ologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
‘& Qualified O Not Qualified for participation in this study. N
Rcasons for disqualification: Interviewer’s Initials/Date: O B ! 4 7 21 03

Date: 1 (1 LR
Investxgatox’s Signature: % 2/“ /// /_\\ ' = ) _Jyy

HIR Study No.: 03-122085-
Page No.: Y — ié&bf




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

22085-10
:E‘JZZU’

Page No.
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | Supject S"""‘g#’ Study #
o Test 07 /a g( /03 C_/ é! / Perman/eqj#'r
Period mm ddyy F M T{’L k 03-122085-106

L. Is skin on subject's hands and wrists still free of dermatoses, cuts, lesions, and other skin disorders? OYes &#No

If no, please indicate condition: _’ qn A ('Afh)r M

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

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

Based upon the above responses, the subject is: [(JQualified [@Not Qualified to continue on the study.
3
Reasons for disqualification: &) '.BQX\

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

Was reaction related to treatment? (ONotrelated  [J Possibly related 0 Definitely related [J Other (explain)}

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

Additional Comments:
CONCOMITANT MEDICATION
Medication Y : Start Date Stop Date Indication
(Oral or Systemic) Total Daily Dose mm/dd/yy mm/dd/yy (Reason for Taking)
/ / )
r !
f ! ! !
Comments:
. Interviewer’s Signature: 3@1‘ ‘ Date: 07 / d) gr / 03
' 0,1 mm dd vy
; 'l :



HTR Study No.: 03-122085-106

'Data Collection Form 1 Page No.: - }Zb(j
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM
- Visit Code Date Subject Initials S“bjectg?gez/“ # Study #
Subject \ 1
Qualification .02/_?2/_/_@ Ry Myt | Permanent# 03-122085-106
mm dd F M L I\]
Gender: Z/ Male O Female. Age: ___ﬁ{& Years
Does the subject have any of the following at the treatment sites?
1 DERMATOLOGIC DISORDER No Yes 112:)12:'
1. Psoriasis ? s
2. Eczema ? e
3. Skin Cancer.? P
4, Skin Allergies ? Please specify: P
5. Hives ? /
Does the Subject have any of the following (present and past)?
IL. OTHER MEDICAL INFORMATION No “Yes pon't
1, Allergies.? Please specify. -
2. Hepatitis ? S
3. Heart and Vascular Disease? -
4. Liver Disease 7 /
5.  Kidney Disease ? _
6.  Tuberculosis 7 -
7. Diabetes ? Controlled? Diet[ ] Oral[ ] Insulin{ ] e
8. Cancer ? o
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? i yes, please specify below:
II, MEDICATION No Yes Don't
. Know
1.  Antibiotics, oral or systemic ? -
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? -
3,  Heart Medication ? S
4, Tnsulin? e
5. Other? f /
. - /
Comments:
Based on the above medmal history, the subject is: ZKxahﬁed or [J Not qualified for the study.

Intervxewer's S1gnature S—@JB{M C &\MM Date: 07 12l O3 -
mm dd vy



[—

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

Visit Code Date Subject Initials | SUpiect Screen #:

o
Quilllif;':::ion O—-:)/ _QL/ _0_3 -—KF/%/_TE—

mm dd vy

Study #

Permanent #: N P( 03-122085-106

R

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 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 antimicrabial 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

)

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 iliness 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 durmg the entire study,
unless prescribed by a physician for an intercurrent iliness ?

NN RN

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 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 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 ?

Female | Female | Male

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

/
/ 8. Is currently lactating ?

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

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

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

\\\\

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

Based upon derm ;E/o!ogxc evaluation and the information contained in Data Collection Forms 1 and 2, the sub_] ect is:
Q

nalified 0 Not Qualified for participation in this study. / a [ /(B
Rcasons for dxsquahﬁcauon ) Interviewer’s Initials/Date:

- — -0
Invcstigaxoz’s Sigxiatgrc: ? M%ﬂ /‘ Date z / // dd/ Byy



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

:22085’-['92 %

Page No.
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | Subiect S°;e;‘ # Study #
Test Permanent #:
: 0714F103 | L IM IH Nk
Period — T ML 03-122085-106

I. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, and other skin disorders? OYes Ko
If no, please indicate condition: o ,, ¥

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

III. Has subject been ill since the last visit? [JYes (Complete below) E/No
IV. Has subject used any new oral or topical medication? [T¥es (Complete below)@ﬁ‘o

Based upon the above responses, the subject is: JQualified [ENot Qualified to continue on the study.
Reasons for disqualification: Cy 7‘ o4 ‘)gre,a_cA

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 [J Other (explain)

Action Taken: [(INone [ Continued onstudy  [1 Withdrawn fromthe study  [J Consulted physician
O Medication taken (Complete below) UHospitalized [ 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)
[ I
1 /A
I /o
Comments:

mm dd yy

. Interviewer’s Signature: Cﬂ?u.yv-(/y) (JW Date: 07 1 AF¥ | o3




Data Collection ¥Form 1

HTR Study No.: 03-122085-10

-1

Page No.: -
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
o~ Visit Code Date Subject Initials S“"j“:‘ Screen #: Study #
Subject .
Qua‘lliﬁj::tion O11R jp3 | T jD | Fermanent #N fo| osiz208s06
mm dd vy F M L
Gender: 0 Male 3~ Female . Age: _ JFp  Years
Does the subject have any of the following at the treatment sites?
I. DERMATOLOGIC DISORDER No Yes Don't
, Know
1. Psoriasis ? s
2. Eczema ? o
3. Skin Cancer ? o
4, Skin Allergies ? Please specify: o
5. Hives 7 g
Does the Subject have any of the following (present and past)?
. OTHER MEDICAL INFORMATION No Yes I?;:'\:
1. Allergies.? Please specify. v
2. Hepatitis ? o
3. Heart and Vascular Disease? v
. 4, Liver Disease 7 /
: )) 5. Kidney Disease ? v
6. Tuberculosis ? /
7. Diabetes ? Controlled? Diet{ ] Oral[ ] Insulin[ ] v
8. Cancer ? v
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? v
10. Organ transplant ? /
11.  Any other condition not listed 7 Please specify: v
Is the subject taking axiy medication? If 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 7 v’
4, Insulin ? v~
5. Other ? e
Comments£
) * Based on the above medical history, the subject is: l]Q{xéliﬁed or [J Not qualified for the study.
: Date:

¢7 | 2/ | D3 -

mm

dd

vy

Interviewer's Signat;xre: %M% %7 . Mm



Data Collection Form 2
INCLUSION / EXCLUSION FORM

HTR Study No.: 0
Page No.:

3-12208i-106 ‘

Visit Code

Date

Subject Initials

Lo 4

Subject Screen #:

Study #

Subject
Qualification

07 1R/ 1063

71 J 1D

mm dd vy

f m 1

Permanent #:; N P<

X

03-122085-106

INCLUSION CRITERIA

Check one

NO

Subject:

LIs

18 through 65 years ?

. Has signed informed consent ?

. Ishealthy as evidenced by responses on DCF 1 ?

. 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 9
5
6

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

OO'\I

. Is willing to refrain from using antj-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 ?

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 ?

NSNS \\\\\\\.5

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

EXCLUSION CRITERIA

YES NO-

Check one .

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 ?

. Has eczema or psoriasis on their hands or wrists ?

Female

Male

SNjfonjwnwilwiN

. Is currently pregnant 2 0 Yes &@"No
O Surgically Sterile, year
If of child bearing potential - B-HCG Test Results: 0 negative

Of child-bearing potential: @ Yes O No
O Post-menopausal, year
0 positive

8. Is currently lactating ?

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

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

Based upon derm

Reasons for disqualification:

Qualified

0 Not Qualified

for participation in this study.

Interviewer’s Initials/Date:

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

- s | 7Rl 03

Invcstlgatofs ngnaturc / WV

Dmﬁ

/1 03

dd ¥y




Data Collection Form 1

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM

HTR Study No.: 03-122085-106
Page No.Eil’) ’

] Visit Code Date Subject Initials | Subject Screen #: Study #
. 20%7
Subject Permanent #:
g 07/R(10% | £/ S5/ AH p( 03-122085-106
Qualification mm 4 3y F M L N
Gender: 0 Male B Female . Age: 32  Years
Does the subject have any of the following at the treatment sites?
I DERMATOLOGIC DISORDER No Yes ID{EE;
1. Psoriasis ? L :
2. Eczema? L
3. Skin Cancer ? g
4, Skin Allergies ? Please specify: v
5. Hives? el
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No Yes 2;2;:
1. Allergies.? Please specify. P
2. Hepatitis ? +« |
3. Heart and Vascular Disease? |
4, Liver Disease 7 v
5. Kidney Disease ? v
6.  Tuberculosis ? L
7.  Diabetes? Controlled? Diet[ ] Oral[ ] Insulin[ ] e
8.  Cancer? v
9.  Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? e
10. Organ transplant ? e
11.  Any other condition not listed ? Please specify: L
Is the subject taking any medication? Ifyes, please specify below:
IIL. MEDICATION No Yes Don't
‘ Know
1.  Antibiotics, oral or systemic ? L
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? L
3. Heart Medication ? e
4, Insulin?
5. Oi?her? Tr';sgétrn/ ',ﬁ;rTA Confrel "
Comments:. .
- Based on the above medical history, the subject is: E()ualiﬁed or O Not qualified for the study.

Int'eh-rié'wer'S Signattxre;~ K),,,ﬂ/f %7 Co—n,o/o-e/}

Date: 07 /[ &I [ 0= -

mm

dd vy




& BC =/-ax
A TN Y

AN

Data Collection Form 2

HTR Study No.: 03-122085-106
INCLUSION / EXCLUSION FORM Page No.: I = lb 19
- Subject Screen #:
Visit Code Date Subject Initials Study #
Qo | Y

Subject ; )

Qualiﬁjcation o1 &1/ 23 LIS/ H Fermanent NPY 03-122085-106

PN 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 ?

. 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 ?

c/‘ . 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

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

i lWwWibD

A\

~]

\
O

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

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

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

Check one -.
lyYES 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?

2
3
4
5. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?
6. Has eczema or psoriasis on their hands or wrists 7

7

Female

o

Male . Is currently pregnant ? O Yes & No  Of child-bearing potential: & Yes O No NK %!gﬁ t ku})
O Surgically Sterile, year O Post-menopausal, year

If of child bearing potential - B-HCG Test Results: 1 negative O positive )

- 8. Is currently lactating ?

9. Has been medicaily diagnosed as having a medical condition such as; diabetes,
hepatitis, an organ fransplant, an immunologic disease such as AIDS (or HIV positive), Lupus
erythernatosus, thyroiditis or theumatoid arthritis ?

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

WA

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 derma;tologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
E’Quahf ed O Not Qualified for participation in this study.

Reasons for dxsquahﬁcauon Interviewer’s InitialsDate:___ 1 __07-2/-83

\ = = - T D ” -
- T ' ’ ' - Dae: __ & 1A 1 I3 :
Investigator's Signature: / /i %\ :
vestigator's Sign o 2 mm dd vy ]




HTR Study No.: 03-122085-106

Data Collection Form 1 _ Page No.. T - |
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM )
: Visit Code Date Subject Initials | Subject S‘“;“;z Study #
Subject Permanent #:
. f o7/l ex | 77/ T I 03-122085-106
Qualification mm dd gy | F ML % )
~ L
Gender: 0 Male & Female . Age: 56  Years
Does the subject have any of the following at the treatment sites?
L DERMATOLOGIC DISORDER No Yes 1]232:
1. Psoriasis ? e '
2. Eczema? v
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 11222:'
1. Allergies.? Please specify. [
2. Hepatitis ? —
3. Heart and Vascular Disease?
4, Liver Disease 7 /
5.  Kidney Disease 7 v
6. Tuberculosis ? L
7. Diabetes ? Controlled? Diet[ ] Oral[ ] Insulin[ ] o
8. Cancer ? v
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? v
10.  Organ transplant ? e
11.  Any other condition not listed ? Please specify: P
Is the subject taking any medication? Ifyes, please specify below:
Don't
1L MEDIC%.TION No Yes Know
1. Antibiotics, oral or systemic ? o
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? ,/
3.  Heart Medication ? [y
4, Insulin ? e P
5. Other ? 1
Comments:-
Based on the above medical history, the subject is: Eﬁualiﬁed or [1- Not qualified _for the study.

»-7D'ate: 07 1 2] ] 6=

mm

dd Yy

Interviewer's Signature: B W 7}7‘ W

\

715



Data Collection Form 2
INCLUSION / EXCLUSION FORM

Visit Code

Subject Screen #:

_L 1

Date Subject Inttials Study # °

Subject
y Qualification

__.7_/.._1_/__5_

03-122085-106
mm dd

"r / J’ /J" Permanent #: ”
=T /\f X

]NCLUSION 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 ?

alunlsjwv]ly

. 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 ?

o0 |~

. 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 itlness 7

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

physician for an intercurrent illness ?

10.

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

N NANAA \\\\i’é’

11.

Is willing to comply with all study protocol requirements ?

EXCLUSION CRITERIA

Check one .

JYES NO

" N/A  Subject:

1.

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

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

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

. Has artificial nails or nail tips?

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

\NVAN

o |wmlslwie

Has eczema or psoriasis on their hands or wrists ?

Female | Female

Male

, Is currently pregnant ? 0 Yes

00 No  Ofchild-bearing potential: 0 Yes &No
@ Surgically Sterile, year O Post-menopausal, year
If of child bearing potential - B-HICG Test Results: O 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 ?

‘.‘\'\\

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

- Reasons for disqualification:

0 Not Qualiﬁed for participation in this study.

Interviewer’s Initials/Date: "2 O

[07.2(-C3

Inthlgatox’s Signature: _/g 'E %

G- 14 102

mm dd

Date:

Yy

HIR Study No.: 03-122085-10
Page No.: T -~ L 14’




HTR Study No.: 03-122085- 106

Data Collection Form 1 Page No. T - 27~“
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM
| Visit Code Date Subject Initials | Supiect Seree 4‘ Study #
Subject 57 L Permanent #
; O R Q% Y L/ W 03-122085-106
Qualification o id M T A/ A(
Gender: 0 Male B/ Female . Age: ___j&_ Years
Does the subject have any of the following at the treatment sites?
I. DERMATOLOGIC DISORDER No Yes ot
: ow
1. Psoriasis ? P
2. Eczema ? ~
3. Skin Cancer ? —
4, Skin Allergies? Please specify: -
5. Hives ? e
Does the Subject have any of the following (present and past)?
I OTHER MEDICAL INFORMATION No “Yes pon't
1. Allergies.? Please specify. e
2. Hepatitis ? -
3. Heart and Vascular Disease? —
4.  Liver Disease 7 -
5.  Kidney Disease ? —
6. Tuberculosis ? _—
7. Diabetes ? Controlled? Diet[ ] Oral[ ] Insulin{ ] e
8.  Cancer? 4
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:
TII. MEDICATION No Yes pon't
1. Antibiotics, oral or systemic ? _—
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? %
3. Heart Medication ? -
4,  TInsulin? o
s, Other ? e
Comments;
Based on the above medical history, the subject is: . uahfied or [] Not qualified for the study.

Inter\‘newers Signature: m 6\ M M ‘Date:” ()mz / -_Q/dd, O3

Yy,




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

Page No.:

Visit Code Date Subject Initials | S0Diet Sm(r? Study #

Subject

Qualification D7 / 9(/ 65 p /L : | e N D( 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 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 ?

ajlulsniw]e

. 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 ?

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

physician for an intercurrent illness ?

10.

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

VN N RPN

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 ?

. 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

Male

B Bl Bl Bl Ead

. Is currently pregnant 70 Yes .8 No  Of child-bearing potential: 0 Yes [2"No

O -« Surgically Sterile, year Post-menopausal, year 2 9%
If of child bearing potential - B-HCG Test Results: {1 negative O 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 ?

SN IVNEN RN

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:

nalified
Reasons for dxsqualxﬁcatxon

01 Not Qualified for participation in this study. , l
" Interviewer's Inmals/Date Qﬂé ! 7 & L &3

Invesugaxofs Signature; ‘/% %—\ /‘" Date: m% - y,dd : ﬁ ’3)’}’




HTR Study No.: 03-122085- 106

Data Collection Form 1 _ Page No.;E__
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
| Visit Code Date Subject Initials | SuPiect Sé‘;";e; #: Study #
Subject Permanent #:;
. . 07/&{1 1 5 [/ L 7 : 03-122085-106
Qualification . dd M -%— N P(
Gender: O Male & Female . Age: _Rp  Years
Does the subject have any of the following at the treatment sites?
I DERMATOLOGIC DISORDER No Yes 11232;:
1. Psoriasis ? e :
2. Eczema ? [
3. Skin Cancer ? o
4, Skin Allergies ? Please specify: e
5. Hives 7 e
Does the Subject have any of the following (present and past)? ’
I OTHER MEDICAL INFORMATION No Yes ot
1. Allergies.? Please specify. L
2. Hepatitis ? e
3. Heart and Vascular Disease? P
4. Liver Disease ? [
5. Kidney Disease ? /
6. Tuberculosis ? e
7.  Diabetes? Controlled? Diet[ ] Oral{ ] Insulin{ ] v
8.  Cancer? 1/
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? -
10. Organ transplant ? [
11.  Any other condition not listed ? Please specify: L
Is the subject taking any medication? If yes, please specify below:
YIL. MEDICATION No Yes Don't
1.  Antibiotics, oral or systemic ? L
2, Cortisone, Steroids, ACTH, Anti-reaction Drugs ? P
3. Heart Medication ? L~
4, Tosulin? /
Comments:r
Based on the above medical history, the subject is: - BQﬁaliﬁeyl or [J Not qualified for the study.

Interv1ewex’s Signature: 6 ! f f j | Date: __

071 2( I 0%

mm

dd

yy-

277



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

Page No.: X1 ~ !a Z%
Visit Code Date Subject Initials | Subject Screen #: Study # -
Sub 2/& ’
ubject P s
Qualification ..ZJZ.L/__::’; T/ L1 g |Fermanent® N P( 03-122085-106
§ 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 ?

<,
o\y-#-wN

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 ?

ool

. 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

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

WAV ASLATARRAN

10. Is willing to refrain from using topical or systemic antibiotic medication dunng the entire study,
P unless prescribed by a physician for an intercurrent illness 2

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

\

Check one «
| YES NO NIA 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-bearing potential: & ¥es O No N A/ Y A/ﬂ/’

A

Female chal‘/ Male

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

.7577/59/@9

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 isopropy! alcohol or the ingredients in antibacterial soaps ?

NANANANA

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

Reasons for disqualification: Interviewer's Initials/Date;____ [0 1 07.2/ -9 3

InvcsﬁthoﬁSignaﬁxre: ﬁ /A/’ /%/.—\ / Dats: mgn; /j dd/ Byy
- - ; ‘25




)

HTR Study No.: 03-122085-10
Data Collection Form 1 ) Page No.:E - I
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
; Visit Code Date Subject Initials | SuPiect Screen #: Study #
. XX
Subject Permanent #
Qualification | 22/ /03 | T /G /D I\] ;AS 03-122085-106
mm dd vy F M L
Gender: 0 Male B"Female . Age: _ 2K Years
Does the subject have any of the following at the treatment sites?
L DERMATOLOGIC DISORDER No Yes 11232;:
1, Psoriasis ? v :
2, Eczema ? B e
3. Skin Cancer ? ' L
4, Skin Allergies ? Please specify: -
5.  Hives? N
Does the Subject have any of the following (present and past)?
I. OTHER MEDICAL INFORMATION No Yes Dov't
1. Allergies.? Please specify. L~
2. Hepatitis ? el
3. Heart and Vascular Disease? [
4.  Liver Disease ? v
5. Kidney Disease ? /
6.  Tuberculosis ? [
7. Diabetes ? Controlled? Diet[ ] Oral{ ] Insulin[ ] ,/
8. Cancer ? v~
9.  Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? o
10.  Organ transplant ? e
11.  Any other condition not listed ? Please specify: /
Is the subject taking any medication? Ifyes, please specify below:
TIL. MEDICATION No Yes Don't
Know
1.  Antibiotics, oral or systemic ? s
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? e
3.  Heart Medication ? e
4. TInsulin? /
5. Other ? v
Comments; .
Based on the above medical history, the subject is: [JQualified  or E/ Not qualified for the study.

Date: _67) [ 2/ /02

mm

dd

p2d

Interviewer's Signature: % % ( :I : e
- Y4

6

m



Data Collection Form 2

HTR Study No.: 03- 12208 -10,
INCLUSION/ EXCLUSION FORM Page No.: 0

Visit Code Date Subject Tnitials | Sublect Screen #: Study #

Subject

Qualifieation ._Z/__L_/_ﬁ. _3_;_/_6_/_:;'[7_ Permanent #N A 03-122085-106
} m

mm dd

IN'CLUSION CRITERIA

Check one

NO Subject:

1. Is 18 through 65 years ?

. Has signed informed consent ?

N

. Is healthy as evidenced by responses on DCF 17

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

%
oA
Al iWwWiN

. 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 ?

o~

~

. 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 1;rcscribed bya
physician for an intercurrent illness ?

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

10. Is willing to refrain from using topical or systemic antibiotic medication durmg the entire study,
unless prescribed by a physician for an intercurrent illness ?
11, Is willing to comply with all study protocol requirements ?

EXCLUSION CRITERIA

AR RN

Check one -
JYES NO N/A Subject:

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

4. Has artificial nails or nail tips?
5
6
7

. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies 7
. Has eczema or psoriasis on their hands or wrists 7 .
. Is currently pregnant 70 Yes & No  Of child-bearing potential: @ Yes 0 No Nk

O Surgically Sterile, year O Post-menopausal, year %ﬁk
If of child bearing potential - 8-HCG Test Results: [] negative [ positive X lwole
8. Is currently lactating ?

Female Male

VYRR

- 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 opinjon of the Investigator would
preclude participation ?

AN

A

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

v 12. Has a known sensitivity to isopropy! alcohol or the ingredients in antibacterial soaps ?

Based upon dermatologw evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
" 0 Qualified B’ﬁot Quahﬁed for participation in this study.

Reasons for d1squa11ﬁcatlon Interviewer's Initials/Date;___ X~ [0 7: /- o

Invcsugator's Signature: /é M/\\ / Date: m{ 1 dd/ 25 -




HTR Study No.: 03-122085-106

Intemewers ngnamrﬁ#”w ! {5

Date: 07 / Zl / 03
mm dd vy

Data Collection Form 1 Page No.. T -| Z‘b \
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
W ] Yisit Code Date Subject Initials Subject Screen #: Study #
\ Subject Permanent #:
Qualification QZ_/QL/_Qﬁ _L_/ LA I\Lﬁ( 03-122085-106
mm dd M L
Gender: O Male N( Female . Age: _5_?_____ Years
Does the subject have any of the following at the treatment sites?
I. DERMATOLOGIC DISORDER No Yes 11232:,
1.  Psoriasis ? v '
2. Eczema ? \/ ,
3, Skin Cancer ? v ]
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 Dowt
1. Allergies.? Please specify. gujfa , v
2. Hepatitis ? v .
3. Heart and Vascular Disease? | (ﬂh bloed presglm ) v
. 4, Liver Disease ? \/‘
. 5. Kidney Disease ? v,
6.  Tuberculosis ? v,
7. Diabetes ? Controlled? Diet{ ] Oral[ ] Insulin{ ] V4
8.  Cancer? \/‘
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? Vv .
10.  Organ transplant ? v’ P
11.  Any other condition not listed ? Please specify: \RT UﬂoLes’fero [ v
Is the subject taking any medication? 103 yes, please specify below: '
Don't
1. MEDICATION N(} Yes Know
1.  Antibiotics, oral or systemic ? v,
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? V4 ,
3. HeartMedication ? Acpyreie, 20mg  |x daY v
4. Insulin? Vv
s. ther ? Estrace Img 1 x evevy aﬂu_g(ela«:\ v
Comments: 234 AGprin 3] mg |xday preventative
Liprsy IDMj Ix'day oholes-b’a [
Based on the above medical history, the subject is: [ibualiﬁed or UJ Not qualified _for the study.



Data Collection Form 2
INCLUSION / EXCLUSION FORM

Visit Code

Date Subject Screen #:

Study #

Subject
y Qualification

Subject Initials
07:21,03 | L/ LA 03-122085-106
mm dd yy f m 1

Permanent 7\’ C

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 ?

2
3
4.
S
6

. Has fingernails that extend no longer than approximately one (1) mum 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 ?

- BN |

. 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 7

. 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 N NA

Subject:

V_/

L

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 ?

Njo|wisiw]e

. Has eczema or psoriasis on their hagds or wrists ?

/

Female | F ‘Male

SIENNN

. Is currently pregnant ?

es WNo  Of child-bearing potential: 0 Yes INo
Surgically Sterile, year 1990 0O 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 ?

\\\\ 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 7

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

Reasons for dlsquahﬁcatxon

0 Not Qua]iﬁed for participation in this study.

Interviewer’s Initials/Date: —JNB / 072’0.3

Invcstlgatox‘s ngnaturc f/g W/ : o - d 3

g g4 1 73

Yy

Date

HTR Study No.: 03-122085-
Page No.: XL — l§%$




HTR Study No.: 03~ 122085

Data Collection Form 3 Page No
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | Subject Sé’;“;‘ Study #
- Test [l 0 Lol K Permanentﬁ(
i ; /el § Ry =y
Period — d 1 - v i 03-122085-106

1 5‘%@

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

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

[ONo

I0. Has subject been ill since the last visit? (JYes (Complete below)

%o

IV. Has subject used any new oral or topical medication? [JYes (Complete below) 2o

Based upon the above responses, the subject is: [JQualified E/Not Qualified

Reasons for disqualification:

Cand %LT Mg

to continue on the study.

Y

TO BE COMPLETED JF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset:

Describe condition:

Date Reported:

Date Resolved:

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

Action Taken: [INone

[J Continued on study

[J Withdrawn from the study
O Medication taken (Complete below) [JHospitalized

00 Consulted physician
[0 Other (explain)

Additional Comments:
CONCOMITANT MEDICATION
Medication . : Start Date Stop Date Indication
(Oral or Systemic) TotalDailyDose | - /dd/yy | mm/dd/yy (Reason for Taking)
/o /]
JA r
P !
Comments:
Date:

0l 29 1 O3
mm dd vy

- Interviewer’s Signature: R‘G P\M.
SO C
i e | = v



Pata Collection Form 1

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM

HTR Study No.

:03-122085-

Page No.:_lt_‘

Visit Code Date Subject Initials Subject jcreen #

Study #

Subject — Perman
Qualification —D—?—/ —@-'—L—/ ——03 —%—f —.M—_/ _§.

mm dd  vyy

ent#’N p( 03-122085-106

Gender:

0 Male Zl/ Female

Age: ff 56/ Years

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

I DERMATOLOGIC DISORDER No Yes 11232:’
1. Psoriasis ? -
2. Eczema ? _/
3. Skin Cancer ? -
4, Skin Allergies 7 Please specify: s
5. Hives ? -
Does the Subject have any of the following (present and past)?
I.. OTHER MEDICAL INFORMATION No Yes pon't
1. Allergies.? Please specify. _—
2.  Hepatitis ? _—
3. Heart and Vascular Disease? —
4, Liver Disease ? _~
5. Kidney Disease 7 -
6. Tuberculosis 7 P
7. Diabetes ? Controlled? Diet{ ] Oral[ ] Insulin{ ] e
8. Cancer 7 -
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 medjcation? Ifyes, please specify below:
1. MEDICATION No Yes Don't
. Know
1. Antibiotics, oral or systemic ? —
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? _—
3.  Heart Medication ? _—
4, Insulin ? —
5. Other ? /
Comments£
Based on the above medical history, the subject is: Q(ﬁliﬁed or OJ Not qualified for the study.

:' o d CQ/ / 0\3
dd

mm

p24

Interviewer's Signature: %{,{1 CMW Date
— - " - = T ‘ e ) — - ,. . - -



i >

Data Collection Form 2
INCLUSION / EXCLUSION FORM

HTR Study No.: 03-122081‘

Page No

Visit Code

Date

Subject Initials

Subject Screen #:
92Y

Study #

Subject
Qualification

b__/_a[/_j

IR

03-122085-106
mm dd

Permanent #: N p(

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 17

Has hands and wrists that are free of dermatoses, cuis, iesions, and other skin disorders 7

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

IS

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

. 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 ?

S)O

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

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

NN N SN

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

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 ?

ANE

. Has eczema or psoriasis on their hands or wrists 7

Nl jw]n

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

Female

:-:.1
3

Male

8. Iscurrently lactating ?

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.

IINNAY

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:

OQualified O Not Qualified for participation in this study. S@) y, /é
’ 3 \ 53

Reasons for dlsquahﬁcauon Interviewer’s Initials/Date:
I 4 9

! Investigator's Signature: % % //%_/—\ / Date Q / //d



HTR Study No.: 03-122085-

J.

Data Collection Form 1 Page No..JL -
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM .
o~ Visit Code Date Subject Initials S“"j“ésérzz“ # Study #
Sub;ect P t#:
Qualification 07,2l /_3 /PR | Permanent N k 03-122085-106
mm dd F M L
Gender: & Male (0 Female . Age: _i[LYears
Does the subject have any of the following at the treatment sites?
1. DERMATOLOGIC DISORDER No Yes ot
1. Psoriasis ? -
2. Eczema ? _—
3. Skin Cancer ? -
4, Skin Allergies 7 Please specify: _~
5.  Hives? =
Does the Subject have any of the following (present and past)?
1I. OTHER MEDICAL INFORMATION No "Yes llzgﬁ;t
1. Allergies.? Please specify. L
2, Hepatitis ? _—
3.  Heartand Vascular Disease? ot \bong \\\C(:d Wﬁ CUAD -
4.  Liver Disease ? —
S ) } 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 7 Please specify: -
Is the subject taking any medication? If 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 ?‘K&m\ YR Q. =
4. Insulin ? ( —
5.  Other? .
Comments£
- Based on the above medical history, the sitbject is: DQﬁliﬁéd or UJ . Not qualified for the study.
£ Interviewet's Signature: % C ﬁ Date: O 7 > [ dd 03



Data Collection Form 2
INCLUSION / EXCLUSION FORM

HTR Study No.: 03-122085

Page No.: -
Visit Code Date Subject Initials | SUCiect S:&fsfn Study #
Subject y P t#
Qualiﬁjcation 072, 05 = /Wy B | Permanen [)( 03-122085-106
I mm dd f m 1}
. INCLUSION CRITERIA
Check one
YES NO Subject:
— 1. Is 18 through 65 years ?
— 2. Has signed informed consent ?
— 3. Is healthy as evidenced by responses on DCF 17
- 4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders 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 ?
I 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 iliness ?
9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a
e 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 ?
g 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 ?

. Has eczema or psoriasis on their hands or wrists ?

ENVN AN

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

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

Female

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 ?

Besed upon dermatologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
.D/follif ed O Not Qnaliﬁed  for participation in this study.

- Reasons for disqualification: Interviewer’s Initials/Date: % / 7/@1 / &3

Invcsngatofs Signature: / Z - /%__Y_ Date: gin /A — IO ?yy



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

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM

A Visit Code Date Subject Initials Subject Screen #: Study #
Subject 0 7 / Z / p 3 I_/ é / Permanent #: -
. . Q \ i 03-122085-106
Qualification mm o F M L N A
Gender: 0 Male [/Female ) Age: ._._2'__2.:.___ Years
Does the subject have any of the following at the freatment sites?
L DERMATOLOGIC DISORDER Ng Yes Don't
: Know
1.  Psoriasis ? v, .
2. Eczema ? V4 J
3. Skin Cancer ? V4 g,
4.  Skin Allergies ? Please specify: v
5.  Hives? \ /
Doe§ the Subject have any of the following (present and past)?
L. OTHER MEDICAL INFORMATION No | Yes Don't
1.  Allergies.? Please specify. ' Vv, )
2.  Hepatitis ? \/,
3.  Heart and Vascular Disease? vV,
4, Liver Disease ? /
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.) ? \//
10. Organ transplant ? v
11.  Any other condition not listed ? Please specify: /
Is the subject taking any medication? I yeé, please specify below:
Don't
IIL MEDICATION No, Yes Know
1.  Antibiotics, oral or systemic ? Vv,
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? \/ P
3.  Heart Medication ? v
4, Insulin ? v /
5. Other ? v
Comments:-
Based on the above medical history, the subject is: uahﬁed or O Not qualified for the study.

| :5 ate: 2/ 3
Interwewers&gn% /?/\/ Dt‘ ﬂmZ/ dd/D =




Data Collection Form 2

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

Page No.: I — [

Visit Code Date Subject Initials S%f’;‘*;"’““ #: Study #

Subject :
e 07,2/,103 | T 16 1S |Permanent# 03-122085-106
N Qualification
. mm dd yy f m 1
INCLUSION CRITERIA

Check one
YES / NO Subject:

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

<\~
N\

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

NN

-

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

Al WIN

. 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

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

0012

NORNSANAN

9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a
// physician for an intercurrent illness ?
/ 10. Is willing to refrain from using topical or systemic antibiotic medication dunng the entire study,
. unless prescribed by a physician for an intercurrent iliness ?
11, Is willing to comply with all study protocol requirements ?
EXCLUSION CRITERIA
Check one .
} YES NO s N/A Subject:
\/ /, . 1. Is currently participating in another clinical study at this or any other facility ?
\/ 4/ 2. Has participated in any type of hand or arm wash study within the past 7 days ?
\// 3. Has cuts, lesions, or other skin disorders on their hands or wrists 7
4 4. Has artificial nails or nail tips?
\/ /] 5. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ? Ny
!/ Y 6. Has eczema or psoriasis on their h;m’ds or wrists 7 ,
Female | Female /M ale 7. Is currently pregnant ? D Yes & No  Of child-bearing potential: @ Yes [ No
/ O Surgically Sterile, year ; 0 Post-menopausal, year /0
If of child bearing potential - B-HCG Test Results: /negative O positive : 7/50
8. Is currently lactating ? [t
4
9. Has been medically diagnosed as having a medical condition such as: diabetes,
A hepatitis, an prgan 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
/1 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
Based upon da:y(ologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
Qualified O Not Qualified for participation in this study 0
Reasons for dlsquahﬁcatlon : Interviewer’s Initials/Date: NB ) 72| 0_3

Investlgator's ngnaturc /% %}aﬁ: ?m / // = I %yy




HTR Study No.: 03-122085-1

Data Collection Form 1 Page No..J -
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM ‘
— Visit Code Date Subject Initials | Subject Screen #: Study #
Subj ect Permanent #:
Qualification __Z/_L/_B. TiAu nen ‘P( 03-122085-106 _
mm dd F M L
Gender: & Male {0 Female . Age: _&L__ Years
Does the subject have any of the following at the treatmment sites?
I DERMATOLOGIC DISORDER No Yes ot
1. Psoriasis ? s
2. Eczema ? /
3. Skin Cancer ? o
4, Skin Allergies ? Please specify: v
5. Hives ? .
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No "Yes 11232;:
1. Allergies.? Please specify. L
2. Hepatitis ? /
3. Heart and Vascular Disease? e
. 4.  Liver Disease 7 e
) 5.  Kidney Disease ? =
6. Tuberculosis ? o
7.  Diabetes? Controlled? Diet[ ] Oral[ ] Insulin| ] ~
8.  Cancer? v
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? el
10. Organ transplant ? v
11.  Any other condition not listed ? Please specify: e
Is the subject taking any medication? Ifyes, please specify below:
III. MEDICATION No Yes pont
. ow
1. Antibiotics, oral or systemic ? e
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v
3.  Heart Medication ? e
4, Insulin? [
5. Other ? /
Comments£
. Based on the above medical history, the subj ect is: B¢ualified or O - Not qualified for the study.
: ' Intemewers Signature: W Cé'/Lo—()wn Date: _ 07 [ R~/ O
: mm dd vy



—)

Data Collection Form 2

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

Page No.: -
- . - Subject Screen #:
Visit Code Date Subject Initials Study #
S 22 & d
ubject t #:
Qualifieation ﬂl’tﬂ—’-—i .I_/ﬁ_/_lsj_ Permanen L 03-122085-106
- mm dd f m 1
INCLUSION CRITERIA
Check one
YES NO Sibject:

1. Is 18 through 65 years ?
. Has signed informed consent ?
. Ishealthy as evidenced by responses on DCF 17

3

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

A

- 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

. 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%
=,
alulalw|wL

OO,\!

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

AYAAAY RN

Check one -
YES NO N/A.  Subject:

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

Has artificial nails or nail tips?

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

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

1 0O Surgically Sterile, year O Post-menopausal, year
If of child bearing potential - B-HCG Test Results: 0 negative 0 positive
8. Is currently lactating ?
e
.~

JATATAWAY

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 ?

B 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 ?

AR

Based upon dermatologic 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: 230. 1 7 :R)-°R

Invcsngatox‘s ngnamre % % ,//%/\ s Date: _%m I / /dd/ @yy




Data Collection Form 1

HTR Study No.: 03-122085-

) Page No.. T\ -
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM .
-~ Visit Code Date Subject Initials S“bjjﬁ a‘i’éen i Study #
Subject ;
Qualification | 2 712{103| L £/ W | Permanent #N »( 03-122085-106
mm dd vy F M L
Gender: 0O Male E(Female : ge: _55_ Years
Does the subject have any of the following at the treatment sites?
I DERMATOLOGIC DISORDER Ny Yes Ilzg:; |
1. Psoriasis ? \/ 7
2.  Eczema? v/
3.  Skin Cancer ? v/,
4.  Skin Allergies ? Please speclfy v/
5. Hives? 74
Does the Subject have any of the following (present and past)?
1L OTHER MEDICAL INFORMATION No "Yes / Ilzgl(::'
1. Allergies.? Please specify. Seasonzl ' / -V
2. Hepatitis ? \//
3.  Heart and Vascular Disease? V)
- 4.  Liver Disease ? J/
/ ) ) 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 ? ‘//
11.  Any other condition not listed ? Please specify: v
Is the subject taking any medication? Ifyes, please specify below:
III. MEDICATION N/4 Yes ot
1.  Antibiotics, oral or systemic ? \/ /
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v/,
3.  Heart Medication ? v/ ,
4, Insulin? A ] v /
5. Oter? Zurtec Hm 7 1 Xday for _sessemal sllemes v

Comments: @Mﬁ addg_d ‘7/22_,06%3/(

Based on the above medical history, the subject is:

Bl)ualiﬁed or O

Not qualified for the study.

-
Interviewer's Sighature:

ﬂDat_é::O’—I / 2—‘ / 03
mm dd vy




Data Collection Form 2
INCLUSION / EXCLUSION FORM

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

Visit Code Date Subject Initials

SutﬁcéSqeen #:

Study #

Subject
Qualification

O_/le__ﬁ

03-122085-106
mm dd

LEN
f m 1

Permanent #: N 70(

06

INCLUSION CRITERIA

YES ,

Check one
NO

Subject:

-

1. Is 18 through 65 years ?

v/ /

. Has signed informed consent ?

. Is healthy as evidenced by responses on DCF 1 ?

NN

Wi

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

2
3
4.
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ?
6

Vi
V

N\

. 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

vV
Vv

N

physician for an intercurrent illness ?

. 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

v

™\

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

V7

10. Is willing to refrain from using topical or systemic antibiotic medijcation dunng 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 .

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 ?

NN

. Has artificial nails or nail tips?

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

No/
V/
v 4
v /
VvV /
/!
v

. Has eczema or psoriasis on their l;énds or wrists ?

N WIR

Female

Fem‘al/e

N,

Male

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

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

. Is currently lactating 7

05?*

. 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 ?

L

Reasons for disqualification:

Based upon den;}/ologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:

Qualified [0 Not Qualified for participation in this study.

Interviewer's Initjéls/Datc GNB 107 20 03

Date:

@//’/ 32
vy

dd

Invcst'iga;or:s Signature: %Z% V/h/



HTR Study No.: 03-122085- 106

Data Collection Form 1 ] Page No. I (27
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM
— Visit Code Date Subject Initials | SuPiect Screen #: Study #
Qui‘llilf)i‘::ttion 01,21, 05 J /M /1 | Permanent 7{) p( 03-122085-106
mom dd F M L
Gender: 0 Male E( Female . Age: __‘P__@_____ 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 ? / ,
3. Skin Cancer ? V4 .
4,  Skin Allergies ? Please specify: v/
5. Hives ? V4
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No/ "Yes Il:;l;:,
1.  Allergies.? Please specify. V.
2.  Hepatitis ? v,
3.  Heart and Vascular Disease? Vv .
S 4,  Liver Disease ? v
e 5.  Kidney Disease ? v,
6.  Tuberculosis ? v .
7. Diabetes? Controlled? Diet[ ] Oral[ ] Insulin| ] VA
8.  Cancer? v
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? \/‘
10. Organ transplant ? ‘y/
11. Any other condition not listed ? Please specify:
Is the subject taking any medication? Ifyes, please specify below:
1. MEDICATION No Yes llz:)ln't
- 2 ow
1.  Antibiotics, oral or systemic ? v/
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v/
3.  Heart Medication ? V/
4. Insulin? \//
5.  Other? \%
Comments:-
Based on the above medical history, the subject is: ahﬁed -or O - Not qualified for the study.

)
Interv1ewer ] ngan

;Daté: o1 / 2—1 /D._’_'?D
mm dd

p2d

229



Data Collection ¥orm 2

INCLUSION / EXCLUSION FORM Page No.:

Visit Code Date Subject Initials Subject Screen #:

262- Study # -

Subject ' 3 =
Qualification D7 /.&/ 03 O'f /l\:\ Aﬁ ermanen A} P(

03-122085-106
mm dd vy

-—

INCLUSION CRITERIA

Check one
NO

Subject:

E
\\\{n

1. Is 18 through 65 years ?

N,

. Has signed informed consent ?

N

. Ishealthy as evidenced by responses on DCF 1 ?

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

AJ

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

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 ?

oo | =

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

NAANNA

. 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 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 -.

\JYES 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?

A

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

. Has eczema or psoriasis on their h}tﬁds or wrists 7

Female Femal/c' Male

Qolwisivle

. Is currently pregnant ? 0 Yes ® No  Of child-bearing poteg#fal: 0 Yes O No

O Surgically Sterile, year Post-menopausal, year lq 90
If of child bearing potential - B-HCG Test Results: 0 negative  [1 positive

8. Is currently lactating ?

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

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

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

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.

v

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

Based upon denyélogic 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 dxsquahﬁcatmn Interviewer’s Initials/Date: s SNE> / 0 2 2 03

Invesugartox‘s Signature:

/%Z%/{ / Date: '%mJ /’/dd/ _42)7‘

HTR Study No.: 03-122085-106

XC-129%



Data Collection Form 1 Page No. JC - / g" b
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM
P Visit Code Date Subject Initials | SUPJESt Screen #: Study #
Qui‘ﬁlg:::ion 07 121,03 K.~ ;M | Permanent ’K] 03-122085-106
mm dd yy F M
Gender: 0 Male B/Female . Age: ....@:.Z__ Years
Does the subject have any of the following at the freatment sites?
1. DERMATOLOGIC DISORDER Ny Yes Don't
: : Know
1. Psoriasis ? 74 /
2.  Eczema? v /
3.  Skin Cancer ? V4 /
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 Ye;/ Ilz;:n’t
il
1. Allergies? Please specify. ohiorine, , Cabs, IOc,usk trepe, £ v
2. Hepatitis ? SN ‘/ '/
3.  Heart and Vascular Disease? ) ) / g
o 4.  Liver Disease ? ) v,
£ 5. Kidney Disease ? s
6.  Tuberculosis ? v’ P
7. Diabetes? Controlled? Diet[ ] Oral[ ] Insulin[ ] v,
8.  Cancer? v
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? (// )
10. Organ transplant ? v /
11.  Any other condition not listed ? Please specify: 4
Is the subject taking any medication? I yes, please specify below:
Don't
IIL MEDICATION No Y, Yes Know
1.  Antibiotics, oral or systemic ? N7
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v /
3. Heart Medication ? V/,
4, TInsulin? v/
5.  Other? 4
Comments£ .

HTR Study No.: 03-122085-106

L

Based on the above medjcal h1story, the subject is:

lB/ahfied or []

Not qualified for the study.

Intervwwers Signatyre:

L Buapmag

Date: 07 /Q‘l 1 O ;
: rom ad Sy




Data Collection Form 2
INCLUSION / EXCLUSION FORM

HTR Study No.: 0

3-122085- :%

Page No.
Visit Code Date Subject Initials s“"%“”‘ # Study # -
Subject — } 4 4
quititeaton | 112112, 3 K /=M |Fermanents 03-122085-106
mm dd f m
lNCLUSION CRITERIA )
Check one
YES NO Subject:
V4 1. Is 18 through 65 years ?
/4 2. Has signed informed consent ?
‘/ N/ 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 ? ]
vy 6

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

showering, and handwashing during the entire study ?

N

~)

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

V.
‘/ 9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a
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 ?
] / 11. Is willing to comply with all study protocol requirements ?
) EXCLUSION CRITERIA
Check one - '
o= JYES NO / NA Subject:
. ’ { / 1/ 1. Is currently parncxpatmg 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 ?
\ /Z/ / 4, Has artificial nails or nail tips?
‘/ // 5. Has soap, detergent, antibiotic, Polysporin® and/or perfurne allergies 7
v 6. Has eczema or psoriasis on their hy{ds or wrists ? /
7. Is currently pregnant ? D Yes ' No  Of child-bearing potential: @ Yes O No
Female | Femalg' } Male O Surgically Sterile, year 0 Post-menopausal, year
/ If of child bearing potential - B-HCG Test Results: [ negative O positive Y
\/ 8. Is currently lactating ? V ad 'I/ﬁ”/
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 ?
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
> A wounds, intravenous management or other bed-ridden related care roles,
\ / 12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ?
v T
Based upon dermagblogic 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: JT\SB / ol 2‘ Zb
~

Date: 9 /[ / ‘CZ ;

Investigator's Signature: / 2 . //4___,\ —




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No..J\C = Iﬂq
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
3 Visit Code Date Subject Initials | StPject Sereen #: Study #
. 2 “
Subject 0712( 103 2 1 Aim Permanent #:
R . 2 03-122085-106
Qualification | —-47 - ML /\/ A
Gender: O Male B~ Female . Age: 4/  Years
Does the subject have any of the following at the treatment sites?
| 1 DERMATOLOGIC DISORDER No Yes Don't
1. Psoriasis ? v
2. Eczema 7 //
3. Skin Cancer ? v
4.  Skin Allergies ? Please specify: -
5. Hives ? /
Does the Subject have any of the following (present and past)?
O. OTHER MEDICAL INFORMATION No "Yes }2;2:
1.  Allergies.? Please specify. v
2. Hepatitis ? L
3, Heart and Vascular Disease? "
4. Liver Disease ? P
) 5.  Kidney Disease ? /
6. Tuberculosis ? L~
7. Diabetes ? Controlled? Diet[ ] Oral[ ] Insulin{ ] el
8.  Cancer? e
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? L
10.  Organ transplant ? /
11. Any other condition not listed ? Please specify: ¢
Is the subject taking any medication? I yes, please specify below:
IIL. MEDICATION No Yes Don't
- Know
1.  Antibiotics, oral or systemic ? L
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? -
3. Heart Medication ? P
4. Insulin ? e
5. Other? v
Comments£
Based on the above medical history, the subject is: E(ﬂxaliﬁed or 0 Not qualified for the study.

Interviewer's Signature: ‘ Date: _ 07 I R{( | &3
tervxgewers ignature _ e ‘ﬂz 7” Z = T =



o} YES NO N/A Subject:

Data Collection Form 2 HTR Study No.: 03-122085-10.
INCLUSION / EXCLUSION FORM Page No.: X1 = lﬁﬂ
Visit Code Date Subject Initials | D" Pject Screen #:

24/ Study #

Subject o

, j Qualification _Q_Z_IGQL_/ 0 L%_/ _ﬁ_/ _lln_ Permanent #: N N 03-122085-106
m

mm dd vy
INCLUSION CRITERIA

Check one
NO Subject:

1. Is 18 through 65 years 7
. Has signed informed consent ?

. Ishealthy as evidenced by responses on DCF 1 7

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

Q)

i
Nij
alunjslwin

. 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 stady ?

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

o013

. 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. 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

VNN T

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 ?
Has eczema or psoriasis on their hands or wrists ?

. Is currently pregnant? 0 Yes © No  Of child-bearing potential: 0 Yes B-No
B Surgically Sterile, year /99/ O Post-menopausal, year
If of child bearing potential - B-HCG Test Resuits: [J negative O positive
8. Is currently lactating 7

3

ATATASAY

Qajulslwie

Female

7
(1)
3

‘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 ?

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 alcobol or the ingredients in antibacterial soaps ?

VAN TN NS

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

Reasons for disqualification: Interviewer’s Initials/Date: IBC 107 R/ 23

gotor = _ pate: __ 90 1[I
Investigator's Signature: /g ZJ’ % /, ate __:ﬁ%— //‘ = dgyy
- _ - ) il -/ _ J ) T ] _




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.. T = ) %
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
Visit Code Date Subject Inijtials Subj:%:t;:{een s Study #
Subject

mm dd wyyw| F M L

Qualification | 21/ 2l103 | D K Kk |FPermanenti NA) 03-122085-106

Gender:

O Male B/Female .

Age: /X Years

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

1. DERMATOLOGIC DISORDER No Yes 12:2:,
1. Psoriasis ? -
2. Eczema ? v
3.  Skin Cancer ? o
4, Skin Allergies ? Please specify: —
5. Hives ? o
Does the Subject have any of the following (present and past)?
IL OTHER MEDICAL INFORMATION No Yes pon't
1. Allergies.? Please specify. <e4 cpief W
2.  Hepatitis ? -
3. Heart and Vascular Disease? v
4.  Liver Disease ? —
5. Kidney Disease ? —
6. Tuberculosis ? iz
7. Diabetes 7 Controlled? Diet[ ] Oral[ ] Insulin{ ] o
8. Cancer ? g
9,  Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? e
10.  Organ transplant ? v
11.  Any other condition not listed ? Please specify: N
Is the subject taking any medication? I yes, please specify below:
1L MEDICATION No Yes Don't
Know
1.  Antibiotics, oral or systemic ? ~
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v
3. Heart Medication ? e
4. Insulin ? s
5. Other ? 4/, egra,\D I ma I xd L Jor 44_@/\/;/'&5 —
Comments£ }
Based on the above medical history, the subjectis: - ) Qualified or O Not qualified for the study.
Interviewer's Signature: ~97’7 £ﬂ7 . &JM%W Date: o71-HZl 103
: . a : mm dd Yy

00



Py

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

 Visit Code Date Subject Tnitials | S0 0ject Screen #:

Subject P t #:
1 e | Pias1e3 | K [T L] s

mm dd vy f m 1

3-122085-10,
Page No.: - [

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 ?

Ajrin|win

. Has fingernails that extend no longer than approximately cne (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 ?

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

liquids, talcs and other deadorant/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 ?

QRN PR

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 bands or wrists ?

. Has artificial nails or nail tips?

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

N MAIA

. Has eczema or psoriasis on their hands or wrists ?

Female Fema.l}/ ‘Male

. Is currently pregnant 7 0 Yes B-No  Of child-bearing potential: @ Yes O No N c

O Surgically Sterile, year 0 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 ?

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.

SANAANEA

12. Has a known sensitivity to isoprepyl 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:

0 Not Qualified - . for participation in this study.
' Interviewer’s Initials/Date:__ MM/ | 7-2/-03

. o A - : Date:. g [ _7__@)_ ’
Investigator's Signature: 2T L mm " dd vy




S

HIR Study No.: 03-122085-106

Data Collection Form 1 _ Page No.. I -1%0 502
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM
— Visit Code Date Subject Initials | SUriect Screen #: Study #
Qui‘[xi%,:::ion 07,2/ /_QS V (K S |Permanents: 03-122085-106
mm dd F M L
Gender: O Male B/Female . Age: ..‘_3_.;__._ Years
Does the subject have any of the following at the treatment sites?
L DERMATOLOGIC DISORDER Ny Yes Don't
: : Know
1.  Psoriasis ? v/ ‘
2.  Eczema? v/
3.  Skin Cancer? V4 /,
4,  Skin Allergies ? Please specify: v/
5. Hives? vV
Does the Subject have any of the following (present and past)?
. OTHER MEDICAL INFORMATION No / . Yes 112::2:
1. Allergies.? Please specify. v/,
2.  Hepatitis ? v/
3.  Heart and Vascular Disease? v/
X 4, Liver Disease ? v, /
' 5. Kidney Disease 7 v/
6.  Tuberculosis ? \V /
7. Diabetes? Controlled? Diet{ ] Oral] ] Insulin ] v/
8.  Cancer? v/,
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? / /
10.  Organ transplant ? v/
11.  Any other condition not listed ? Please specify: vV
Is the subject taking any medication? If yes, please specify below:
Don't
0. MEDICATION Ny Yes Know
1. Antibiotics, oral or systemic ? v /
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? \/ P
3. Heart Medication ? v
4. Insulin? v/
5.  Other? v,
Comments:‘.
/
Based on the above medxcal hlstory, the subject Is: - Quahfied or D - Not qualified for the study.
|

Intervxewer 5 S1gna

07/2-1/03




Data Collection Form 2 HTR Study No.: 0

.£ 03-122085-106
INCLUSION / EXCLUSION FORM Page No.: YT — éoa
Visit Code Date Subject Initials Subjest Screen #: Study #
Subject P s
Qualitioation | 827211 03 VK S | Rormanents N A, 03-122085-106
| mm dd vy f m 1
' INCLUSION CRITERIA
Check one
YES NO Subject:
v, 1. Is 18 through 65 years ?
V4 / 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 ?
l/ P 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 ?

v,

\/ . 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
‘/,

%

o]l

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 2
physician for an intercurrent illness ?

10. Is willing to refrain from using topical or systemic antibjotic 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
Check one
Y ) YES NQ/ N/A Subject:
' \/ / 1. Is currently participating in another clinical study at this or any other facility ?

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

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

,/ ) 4. Has artificial nails or nail tips?

\// 5. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?

\/ 6. Has eczema or psoriasis on their hghds or wrists ? ‘ b -

7. Is currently pregnant ? 0 Yes f No  Of child-bearing potential: @’ Yes 0 No
y
Female F7{ale/ Male 0O Surgically Sterile, year 0 Post-menopausal, year N P(
. If of child bearing potential - B-HCG Test Results: 1 negative O3 positive 1 _ D?
' [ "ad
\/ I 8. Is currently lactating ? ,l(@U ?Y/
/ 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
L preclude participation ?
/ h 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 dergxf&logic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
" Qualified [ Not Qualified for participation in this study.

"~ Reasons for disqualification: Interviewer’s In.iﬁaJSIDate:JN B ; @7-21 ¢33

izxvesﬁga:oésSigrxan;re: /Z@,,/Z/’ﬁ/ ‘-"D"‘“‘-“—%—",.//ddfﬂBy)"
s % -




Data Collection Form 1

HTR Study No.: 03-122085- 106

) Page No
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM
.. . ops Subject Screen #:
Visit Code Date Subject Initials ' Study #
) 2% y
Subject |\ 1 7,2/,0 5 A/ L |Permanent#: AL oa 159085106
Qualification
mm “ad F M L
Gender: O Male @ Female . age @2 Years
Does the subject have any of the following at the treatment sites?
1 DERMATOLOGIC DISORDER No Yes Don't
/. Know
1.  Psoriasis ? 7 1
2.  Eczema? v/
3.  Skin Cancer ? vy
4,  Skin Allergies ? Please specify: V4 /
5. Hives? V4
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? \/ /
4,  Liver Disease ? |/ ,
) 5. Kiduey Disease ? V',
6.  Tuberculosis ? v, /
7. Diabetes? Controlled? Diet[ ] Oral[ ] Insulin] ] Vo
8. Cancer ? lQ
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? v X
10. Organ transplant ? ' 4
11.  Any other condition not listed ? Please specify: v
Is the subject taking any medication? If yes, please specify below:
Don't
j1i8 MEDICA..TION No / Yes Know
1.  Antibiotics, oral or systemic ? v,
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs 7 \/ y,
3. Heart Medication ? v’ /
4, Insulin? . v, .
5. Other? Boby Acpirin Flmg | xdau preventahve. v
Comments£
Based on the above meédical h1story, the subject is: [{Qualiﬁed or [ Not gualified _for the study.

Intemewer ] Slgnatur

Date: 07 -/ 2/ / 05
mm dd Yy

304



Data Collection Form 2

HTR Study No.: 03-122085-106
INCLUSION / EXCLUSION FORM Page No.: XL = | éO‘é
Visit Code Date Subject Initials | Subject Screen #: Study # -
Subject A 8 P t #:
Qualif;‘cation ﬂ/Z/ / A /ill— " N k 03-122085-106
mm dd f m 1
R CLUSION CRITERTA
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

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 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 infercurrent illness ?

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

N

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

W ) JYES NO

Check one -.
/ N/A Subject:

v/

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

7V

. 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 hagds or wrists 7

Qjajulslwiv

Female

7
4
v
V4
V

e /Malc

Vi
. Is currently pregnant 70 Yes @ No  Of child-bearing poteptial: 0 Yes ©'No
O Surgically Sterile, year Post-menopausal, year IQSO

. y If of child bearing potential - B-HCG Test Results: O 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 HIV positive), Lupus
/ erythematosus, thyroiditis or rheumatoid arthritis ?

N
MR

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

VA

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.

4

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

Reasons for disqu

Based upon de::a?a(ogie evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:

Qualified O Not Qualified for participation in this study.

alification: Interviewer’s Initials/Date: :YNB / O 7'2-l 9.3'

lnvestxgatox‘s Signature: %W/ Date: QO I '//dd/ g3 yy“




HTR Study No.: 03-122085-

%ot

06
Data Collection Form 3 * Page No.. T -
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials S“bleszzeen # Study #
Test

mm  dd  yy F M 1 03-122085-106

Permanent #:
Period o013 03 | AIE L NA(

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

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? B¥es  [No
Ifno, please explain:

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

Based upon the above responses, the subject is: [JQualified [2NGt Qualified to continue on the study.
Reasons for disqualification: aut

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

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

O Medication taken (Complete below) [JHospitalized ~ [J Other (explain)
Additional Comments:

CONCOMITANT MEDICATION

Medication : - Start Date Stop Date Indication
t I
(Oral or Systemic) TotalDaily Dose | /dd/yy | mm/dd/yy (Reason for Taking)
i /!
{1 !
[ !/
_{-Comments:
e . , Date: @7 /| Jo | &F
- Interviewer’s Signature: 1777447\(771 () e B — ™ -



HTR Study No.: 03-122085-10

Data Collection Form 1 Page No.;z ")
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
ot : . Subject Screen #:
Visit Code Date Subject Initials Study #
~ ’ 248 udy
Subject X
uojec 071163 | D imif | Fermanent# 03-122085-106
Qualification
mm dd vy F M L :
Gender: 0 Male 2 Female Age: AT Years
Does the subject have any of the following at the treatment sites?
1. DERMATOLOGIC DISORDER No Yes Don't
. Koow
1. Psoriasis ? >
2.  Eczema? v
3. Skin Cancer ? o
4, Skin Allergies 7 Please specify: v
5. Hives 7 o
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No Yes 1232:’
1. Allergies.? Please specify. o
2. Hepatitis ? v
3. Heart and Vascular Disease? /
4, Liver Disease ? v
5. Kidney Disease 7 o
6.  Tuberculosis ? v
7. Diabetes ? Controlled? Diet[ ] Oral[ ] Insulin[ ] o
8. Cancer ? v
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? v
10.  Organ transplant ? v
11.  Any other condition not listed ? Please specify: 4~ wonr replace. X v
. - M)
Is the subject taking any medication? If yes, please specify below: -@)'—“:u-v&
Don't
L MEDICATION No Yes Know
1.  Antibiotics, oral or systemic ? v
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? /
3.  Heart Medication ? v
4, Insulin? ¢ v
5. O’Fher? Actibella. (5&41){44 Sor ERT v
Comments: @ vmg aololed Lao per Adpect T/22[0D 9%
- Based on the above medical history, the subject is: Dqualified or O Not qualified _for the study.
Interviewer's Signature: % Con- tocelorm - Date 07 | Rt [ 03 -
b mm dd vy

07



Data Collection Form 2
INCLUSION / EXCLUSION FORM

HTR Study No.: 03-122085-106

Page No.: MCB

Visit Code Date

Subject Initials

Subject Screen #:

Permanent #: N P(
[}

Subject
| Qualification

0112103 | Dimia
mm dd vy f m 1

A}

03-122085-106

INCLUSION CRITERIA

Check one

NO Subject:

1. 1s 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

s ]lwi

. 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 ?

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

10.

VSRR SN

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 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 ?

[k R jwiN

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

Pent. Hyst. & Surgically Sterile, year /997 O Post-menopausal, year
If of child bearing potential - B-HCG Test Results: [] negative [ positive

Female Male

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.

NANAYA \\g\\\\\\

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

Based upon den;yogic 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:

Mmet | 7-21-©3

Date: &7 |/ // | 0>
mm dad yy

Investigator's Signature: /6 %_V'
A 7 AR vz




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

) Page No
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM
, Visit Code Date Subject Initials | Subject S Zfe“ # Study #
Subject Permanent #:
Oualifieation Omzl /Zd g 103 /F< / 1\L/I- ) N ﬁ( 03-122085-106

Gender: E/ Male 00 Female. Age: éb Years

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

1. DERMATOLOGIC DISORDER ' N‘y Yes Ilzgn't
ow
1.  Psoriasis ? V/
2. EBczema? v/
3. Skin Cancer ? v/,
4, Skin Allergies ? Please specify: v /
5. Hives ? /
Does the Subject have any of the following (present and past)?
1. OTHER MEDICAL INFORMATION No / "Yes Ilz;n't
oW
1.  Allergies.? Please specify. : /4
2.  Hepatitis ? v/
3.  Heart and Vascular Disease? V //
4, Liver Disease ?
5.  Kidney Disease ? v/
6.  Tuberculosis ? v/
7.  Diabetes? Controlled? Diet[ ] Oral[ ] Insulinf ] v/
8.  Cancer? ' v/,
9.  Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? v/
10. Organ transplant ? v/
11.  Any other condition not listed ? Please specify: v
Is the subject taking any medication? Ifyes, please specify below:
1. MEDICATION N7 Yes ' Ilzgx(: ‘:
1.  Antibiotics, oral or systemic ? v/
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? |/ / }
3.  Heart Medication ? v/ _
4, Insulin? v /
5. Other? Aep}n'n %‘nd. X oy preventatve. v
Comments£
Based on the above medjcal history, the subject is: . Déaliﬁed or [J Not qualified for the study.

| Tnterviewers Sl%tﬂf%(/ W ,. Date: Ozm-/ 2{1 ”, 03yy

107



Data Collection Form 2

HTR Study No.: 03-122085-106
INCLUSION / EXCLUSION FORM Page No.: YL = 310
Visit Code Date Subject Initials | Subjest Screen #: Stady # -
Suhiect p ~ 172V O T
Snasect 07,2/, 43| K /L ;o |Fermanent#: L 03-122085-106
Qualification
P mm dd  yy f m 1
g INCLUSION CRITERIA
Check one
YES / NO Subject:
// 1. Is 18 through 65 years ?
v’ / . Has signed informed consent ?
7

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

W

AN

. 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
Vi
v

liquids, talcs and other deodorant/antiperspirant products during the eatire 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 ?
l/ 4 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 -

JYES NO/. NA Subject:

S

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

N

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

TE ;/ . Is currently pregnant ? 3 Yes O No  Of child-bearing potential: 0 Yes O No
Femele | Female / 0O Surgically Sterile, year

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

V| 8 Iscurmently lactating ?

\S
Al jWwWiN

~3

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 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, infravenous management or other bed-ridden related care roles.

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

Based upon dengyéogic 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: U ) XB 07'2 X 03

o ihvesﬁgﬁoésSi;lan#e: ) % ‘ 24’, / //—\J P Date: 9/ [/ /& gyy
. . o i T




HTR Study No.: 03-122085-106

3l

Data Collection Form 1 Page No..JL ~ [
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM .
Visit Code Date Subject Initials | Subject Screen #: Study #
297

Subject
oject 07/2/103 | Bid /¢
Qualification o ad vy v M T

Permanent #: N k

03-122085-106

Gender: O Male > Female . Age: _ F&L  Years
Does the subject have any of the following at the treatment sites?
L. DERMATOLOGIC DISORDER No Yes Ilzgz;:
1. Psoriasis ? —
2. Eczema ? o
3. Skin Cancer ? J
4.  Skin Allergies ? Please specify: e
5. Hives ? —
Does the Subject have any of the following (present and past)?
1. OTHER MEDICAL INFORMATION No Yes pon't
1. Allergies.? Please specify. .
2. Hepatitis ? v
3. Heart and Vascular Disease? v
4, Liver Disease ? v
5. Kidney Disease ? iy
6. Tuberculosis ? L
7. Diabetes ? Comtrolled? Diet[ ] Oral[ ] Insulinf ] /
8.  Cancer? v
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? v
10.  Organ fransplant ? v
11.  Any other condition not listed ? Please specify: v
Is the subject taking any medication? If yes, please specify below:
I 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? Vv’
S. Other ? V4
Comments£
Based on the above medical history, the subject is: B&ialiﬁed or [ Not qualified for the study.

Date‘:v' 07 | 327 | 03 -

mm

dd

vy

Interviewer's Signature: %uf %7 Mo%«_,



Data Collection Form 2
INCLUSION / EXCLUSION FORM

HIR Study No.: 03-122085-106

Page No.:

Visit Code

Date

Subject Initials

Subject Screen #:
AT

Study #

Subject
Qualification

©7 |Atl 03

Bd /¢

Permanent #: ” A L 03-122085-106
wm  dd_ yy f m 1

L d

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

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

Ajf{h]wWiN

. 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 ?

o0 | =3

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

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

unjess prescribed by a physician for an intercurrent illness ?

GOV R

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 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 ?

e \N RN NN

. Has eczema or psoriasis on their hands or wrists ?

_{ajwnlpiwit

Female

Fem‘}{

Male

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

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

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

preclude participation ?

]
e
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 ?

Based upon denéngzl
HQ

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

Reasons for disqualification:

O Not Qualified for participation in this study.

Interviewer’s Initials/Date:,

Mmel| 7- &/ 03

Investigator's Signature:

. Date:

Gl 103
mm dd vy

g b =



o~

HTR Study No.: 03-122085-106

Data Collection Form 1 Page No. IC - I 3‘3
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM
Visit Code Date Subject Initials Subject Screen #: Study #
Subject T | P :
Quatioention mmZ) / Qddl/ 0 3 MF / I\1;{/ L[ ermanent ’Nﬁ( 03-122085-106
Gender: 0 Male & Female .

Age: ‘;3% Years

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

I DERMATOLOGIC DISORDER

Don't
Yes Know

1.

Psoriasis ?

Eczema ?

Skin Cancer ?

2
3.
4,
5

Skin Allergies ? Please specify:

Hives ?

NNNNINE

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

II. 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[ ] Insulin{ ]

Cancer ?

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

o P R Kl B Bl el Kl Bl B R

0.

Organ fransplant ?

NI

1.

Any other condition not listed ? Please specify: ﬁ%MJn a

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

L MEDICATION

(-]

Don't
Yes Know

Antibiotics, oral or systemic ?

Cortisone, Steroids, ACTH, Anti-reaction Drugs ?

Heart Medication ?

I Bl Bl Bl B

Insulin ?

ANAN «

Oer? Chogikin g Aelbnoswidel |0 asihing

Comments

Based on the above medxcal history, the subject is: Zl/uahﬁed or [J

- Not qualified for the study.

07 X, 03 -
mm dd

¥y

. Intervxewers S1gnature % C &\M‘/\q " Date:
< Ay



Data Collection Form 2

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

Page No.: T ~ IZZIL{
Visit Code Date Subject Initials | Subject Screen #: Study # -
Subject P s
‘ Qualification b2 [’_%} M L T | Fermanent# N A( 03-122085-106
) 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 7

- 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

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

afwnlisiwlin

oo | =3

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

10. Is willing to refrain from using topical or systemic antibiotic medication dunng the entire study,
unless prescribed by a physician for an intercurrent illness ?
11. Is willing to comply with all study protocol requirements ?

EXCLUSION CRITERIA

NS ST A RN

Check one
JYES NO. N/A Subject:

1. Is currently participating in another clinical study at this or any other facility ?
. Has participated in any fype 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 [2*No  Of child-bearing potential: O Yes & No

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

\ IV

:

Female | F 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 ?

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 7

NN

Based upon dermat6logic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
. Qualified 0O Not Qualiﬁed for participation in this study. \

Reasons for dxsquahﬁcauon . Intervxewer s Initials/Date: s / _D3

Investxgator’s S1gnaxure 4 M/___\/_ “Date: @mm 1/l dd/ C{Byy ‘




HTR Study No.: 03-122085-10? g
Data Collection Form 1 Page No.. . ~ 3l
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
3 Visit Code Date Subject Initials | Suoiect S“’;ez;" Study #
Subject P 3
Qualification | 82124103 | L/ =/ D ermanent # L 03-122085-106
mm dd vy F M L
Gender: O Male B Female . Age: G4  Years
Does the subject have any of the following at the treatment sites?
I DERMATOLOGIC DISORDER No Yes | Ilz;n't
ow
1. Psoriasis ? —
2. Eczema ? —
3.  Skin Cancer ? —
4,  Skin Allergies 7 Please specify: /
5. Hives ? /
Does the Subject have any of the following (present and past)?
IL. OTHER MEDICAL INFORMATION No Yes pone
1.  Allergies.? Please specify. o
2.  Hepatitis ? o
3. Heart and Vascular Disease? o
4. Liver Disease ? Iy
5. Kidney Disease 7 s
6.  Tuberculosis ? /
7. Diabetes ? Controlled? Diet[ ] Oral{ ] Insulin] ] L,
8.  Cancer? /
9.  Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? L~
10.  Organ transplant ? L
11.  Any other condition not listed ? Please specif%b. Bm . —
Is the subject taking any medication? I yes, please specify below: .
IIL. MEDICATION No Yes Don't
1.  Antibiotics, oral or systemic ? e
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? "
3,  Heart Medication ? v
4, Insulin? e
5. Other ? v

Comments X /“’L‘%I 2 4 /»§

oy

/X%;L%M 75/ma /x%, Vnw

U]

Based on the above medical history, the subject is: ualified or [1- Not qualified for the study.
Interviewer's éignaturei A : / Cd‘vbo-uuz/) - Date: _- @7/ pe WA A
W 777 p— 5 -




Data Collection Form 2
INCLUSION / EXCLUSION FORM

HTR Study No.: 03-122085-106

Page No.: -
Visit Code Date Subject Initials | SuPJect s“"':;Z‘ / Study #
Subject P #:
Qualifiation | L2021l 0B | T/~ [T |Fermanent MP‘ 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 ?

ot \3'//- . Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ?

> o

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

aluwlslwn

. 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

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

9. TIs 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 ?

SRR AR N

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

EXCLUSION CRITERIA
Check one -.
) YES NO NA Subject:
o 1. Is currently participating in another clinical study at this or any other facility ?
1 2. Has participated in any type of hand or arm wash study within the past 7 days ?
el 3. Has cuts, lesions, or other skin disorders on their hands or wrists ?
— 4. Has axtificial nails or nail tips?
o 5. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies 7
e 6. Has eczema or psoriasis on their hands or wrists ?
e e I - e
— 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 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, intravenons management or other bed-ridden related care roles.

AR

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:

" B-Qualified O Not Qualified for participation in this study.
Reasons for disqualification: ~____ Interviewer's InitialsDate:____JOC /0 7-2/:0
_' ‘ " Date: R
Investigator's Signature: “ . ooy dd g




-

-

HTR Study No.: 03- 122085-

Data Collection Form 3 Page No
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | Subject f{Ze;‘ # Study #

Test - Permanent #:
Peving 07 Jojo3 | S/~ é NA

mm  dd yy F M 03-122085-106

E LY

1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, ‘and other skin disorders? OYes BXo
If no, please indicate condition: ~___ def o4 Aead.

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

II. Has subject been ill since the last visit? [J¥es (Complete below) {No
TV. Has subject used any new oral or topical medication? [JYes (Complete below) Eﬁo

Based upon the above responses, the subject is: [JQualified E’ﬁot Qualified to continue on the study.
Reasons for disqualification: duf

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

Action Taken: (JNone  [1 Continued onstudy [0 Withdrawn from the study  [J Consulted physician
O Medication taken (Complete below) [JHospitalized [ Other (explain)
Additional Comments:

CONCOMITANT MEDICATION

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

mm dd vy

- Interviewer’s Signature: %,247, % AP R Date: 07/ 3o | o




HTR Study No.: 03-122085-106

Data Collection Form 1 Page NO-I.E_ZI
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM ‘
~_ Visit Code Date Subject Initials S“"jeisg;‘}“ #: Study #
Subject 07/201 03| /D A |Fermanent#: 03-122085-106
Qualification
mm dd vy F M L
Gender: 0 Male male. Age: 22  Years

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

I DERMATOLOGIC DISORDER

Don't

Yes Know

1. Psoriasis ?

Eczema ?

Skin Cancer ?

Skin Allergies ? Please specify:

w| sl w|w

Hives ?

AN

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

II. OTHER MEDICAL INFORMATION

Don't

Yes Know

oy
.

Allergies.? Please specify.

Hepatitis ?

Heart and Vascular Disease?

Liver Disease 7

Kidney Disease ?

Tuberculosis ?

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

Cancer ?

wleol Nl A R WIN

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

P
e

Organ transplant ?

11.

Any other condition not listed ? Please specify:

VSR RN 2

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

1. MEDICATION

Don't

Yes Know

Antibiotics, oral or systemic ?

Cortisone, Steroids, ACTH, Anti-reaction Drugs ?

Heart Medication ?

Insulin ?

Ll Pl Bl Rl B

Other ?

NARYUIANE

Comments:-

Based on the above medical history, the subject is:

OMAfy.03

ualified

‘Interviewer's Signature: %MW» Gy - L e e Rz

or lZ/ ~_Not qualified for the study.

07 | 27 1063
mm dd

Date:

Yy

2%



Data Collection Form 2

INCLUSION / EXCLUSION FORM Page No.:

Visit Code Date Subject Initials Subject Screen #:

DZ_.Q o Study #

P s
Oualitieation o7 /& 103 | J /DA | Termanent# /\J k 03-122085-106

Subject

mm dd vy f m 1

HTR Study No.: 03-122085-106

=129

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 2

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

aluisivle

. 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 i

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

physician for an intercurrent iliness ?

liquids, tales and other deodorant/antiperspirant products during the entire study, unless préscribed by a

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

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

YA

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

EXCLUSICN CRITERIA

}

YES

Check one ...

NO - N/A Subject:

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

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

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

. Has artificial nails or nail tips?

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

VTN

Has eczema or psoriasis on their hands or wrists ?

IR S ETE FS EES RN

Female

Female

Male

. Is currently pregnant 70 Yes @ No  Of child-bearing potential: 0 Yes B No
7TA @ Surgically Sterile, year={6©23 O Post-menopausal, year
If of child bearing potential - B-HCG Test Results: D negative [ positive

-
o

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 7

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

v

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 subjc& is:

" 0 Qualified ot Qualified for participation in this stady,
~ Reasons for disqualification: Al cenkleis F "Interviewer’s Initials/Date: Amu) | 2203
\qator's Signature: 22 ‘ ' | pae g i 1 O
Investigator's Signature: / o da vy



HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.JC -~
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM .
- Visit Code Date Subject Initials s“‘%“‘ Sereen #: Study #
Subject Permanent #
Oualifeation Q‘Z /Zd{1 13 ﬁF /,_SM / € /\J /A( 03-122085-106
Gender: I‘Z/Male 0 Female .

Age: 2—0 Years

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

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

Intervxewers S1gx{ W %W\/

ae: OF 1 2/ /_Q_?
mm dd vy

Zﬂ



Data Collection Form 2

HTR Study No.: 03-122085-106
INCLUSION / EXCLUSION FORM Page No.: XL~ lf%?,l
Visit Code Date Subject Initials Sulf?técriy’ # Study # -
Subj -~ ) H
‘l’.b-‘“t. 07,2043 | B (S ;£ |Fermanent# 03-122085-106
Qualification
- mm dd vy f m 1
INCLUSION CRITERIA
Check one
YES/ NO Subject:
' ‘/ y: 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 ?

. 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 ?

. Iswilling 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

A\
™

N

. Has eczema or psoriasis on their hands or wrists ?
7. Is currently pregnant 70 Yes [0 No  Of child-bearing potential: 0 Yes O No

/
Female | Female M\?@’

/ physician for an intercurrent illness 7
‘/ 9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a
e 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 an intercurrent illness ?
/ 11. Is willing to comply with all study protocol requirements ?
EXCLUSION CRITERIA
Check one -.
) JYES NO /'N/A Subject:
S o4 1. Is currently participating in another clinical study at this or any other facility ?
/ / ) s 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 ?
a 4. Has artificial nails or nail tips?
"/ 5. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies 7
o S
/ O Surgically Sterile,year____~ 0O Post-menopausal, year

If of child bearing potential - B-HCG Test Results: O negative 0 positive
,/' 8. Is currently lactating ?

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

AN

|/ erythematosus, thyroiditis or rheumatoid arthritis ?
t/ 10. Has another medical condition which in the opinion of the Investigator would
L/ 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.
V 12. Has a known sensitivity to isopropyl! alcohol or the ingredients in antibacterial soaps ?

Based upon dcn;}tﬁogic 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}Datc: j I\Y‘B '/Q? Z‘L%

},
} .- - . - . - N
. g 4 Date:- &// / d %
Investigator's Signature: / 2/7 //.///4’—_\ mm ad -
b4
« - : Z _ - //"




HTR Study No.: 03- 122085 106

‘Was reaction related to treatment? [Not related
Action Taken: [INone

[ Possibly related ] Definitely related [ Other (explain)

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

0 Continued on study [J 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)

T /]
T A
r A

Comments:

i (,JW Date: _ &7 [/ Jo (O3
- Interviewer’s Signature: %07—‘7’7 — i o~

Data Collection Form 3 Page No.: ZZ'
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Tnitials S“bj“;gze,;" # Study #
5 Te§t o7/ 30/03 AISI1E Permanent #:
Period | USROS | LS/ /\I M| 03-122085-106
1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, and other skin disorders? [Yes G0
If no, please indicate condition: @d'/’
II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? 84 es [INo
If no, please explain:
ITI. Has subject been ill since the last visit? (JYes (Complete below) B No /
IV. Has subject used any new oral or topical medication? [JYes (Complete below) Bfo
Based upon the above responses, the subject is: OQualified E/ot Qualified to continue on the study.
Reasons for disqualification: [ 7"
TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS
Date of Onset: Date Reported: Date Resolved:
Describe condition:
S



HTR Study No.: 03-122085-1

Data Collection Form 1 Page No. JC -~
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM @ 5 /
: Visit Code Date Subject Initials | SuPiect Screen #: Study # %‘”4\/
Subject 472
Qua;lid::ﬁon 072/21/63 | A ip 1B |Permanents: 03-122085-106
mm dd vy F M L
Gender: B/Male 0 Female . ge: /9 Years
Does the subject have any of the following at the treatment sites?
1. DERMATOLOGIC DISORDER No Yes 11232';
1. Psoriasis ? o
2, Eczema ? v
3. Skin Cancer ? v
4, Skin Allergies ? Please specify: v
5.  Hives? g
Does the Subject have any of the following (present and past)?
. OTHER MEDICAL INFORMATION No "Yes Ilzgg';
1. Allergies.? Please specify. |
2.  Hepatitis ? Iy
3. Heart and Vascular Disease? L
4, Liver Disease ? v
5. Kidney Disease ? 1/
6. Tuberculosis ? L
7. Diabetes ? Controlled? Diet[ ] Oral{ ] Insulin| ] e
8. Cancer ? N o
9.  Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? e
10.  Organ transplant ? o
11.  Any other condition not listed ? Please specify: ' /
Is the subject taking any medication? If yes, please specify below:
YL MEDICATION No Yes Don't
: Know
1. Antibiotics, oral or systemic ? v
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? /
3.  Heart Medication ? /
4., TInsulin? v
5.  Other? v
Comments£
Based on the above medical history, the subj ect is: EQfaliﬁed or [} Not qualified for the study.

Interviewer's Signature: &;@ﬁ‘/ 777 Ca-vw—u-e/)

Date:

071 Xt | 03 -

mm -

dd

p24

A,

32%



Data Collection Form 2

INCLUSION / EXCLUSION FORM Page No.:

Visit Code Date Subject Initials | SV PJect Screen #:
272
Subject

Study #

P t #:
Qualification | ZLJRL 10D _%_/_%/_T@_ erma"f" # N ﬁ( 03-122085-106

mm dd vyy

HIR Study No.: 03- 122085-

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 ?

AN

ajlulslwlL

. Has fingemails 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 ?

~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 ?

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

physician for an intercurrent illness ?

ASAVANAN

10.

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

v

11.

Is willing to comply with all study protocol requirements ?

EXCLUSION CRITERIA

Checkone .
YES NO NA

Subject:

1.

Is currently participating in another clinjcal 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?

VAR

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

N WM

. Has eczema or psoriasis on their hands or wrists ?

Female | Female | Male

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

O Surgically Sterile, year 0 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 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 respousibilities 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 dermatologxc evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:

" B Qualified
Reasons for disqualification:

O Not Qualified for participation in this study. .
Interviewer’s Initials/Date; BC 1272103

Invesngator‘s Slgnature

< Zm Py |
) _

IQ&L{



Data Collection Form 1

HTR Study No.: 03-122085-106

. ) Page No.:E - 132‘5
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
— Visit Code Date Subject Initials | Subiect S&?‘g&’ Study #
| Sub;e t 3
Qualifieation | 22721123 | L, R /S |Permanent#: P | toaz208s-106
mm dd vy F M L
Gender: O Male l{ Female . Age: B/  Years
Does the subject have any of the following at the treatment sites?
1 DERMATOLOGIC DISORDER No Yes Don’t
. . / Know
1.  Psoriasis ? 7 :
2.  Eczema? V'
3. Skin Cancer ? v
4.  Skin Allergies 7 Please specify: v
s. Hives ?
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No . Yes 11232:,
1. Allergies.? Please specify. v
2.  Hepatitis ? v
3.  Heart and Vascular Disease? v’
L 4,  Liver Disease ? v~
) 5. Kidney Disease ? v
6. Tuberculosis ? v
7.  Diabetes? Controlled? Diet[ ] Oral[ ] Insulin[ ] v
8. Cancer ? [
9.  Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? v
10. Organ transplant ? N
11.  Any other condition not listed ? Please specify: »
Is the subject taking any medication? If yes, please specify below:
L. MEDICATION No Yes Don't
‘ Know
1.  Antibiotics, oral or systemic ? Ve
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ?
3.  Heart Medication ? e
4, Insulin? v
5. Other 7 o1
Comments::.
Based on the above medical history, the subject is: @(Qiﬁed or [J Not qualified for the study.
™" | Interviewer's Signature: ) pate: __ (/)2 I, 03
mm dd

Y




Data Collection Form 2

INCLUSION/ EXCLUSION FORM Page No

HTR Study No.: 03-122085-%02

Visit Code Date Subject Initials | Supject Sereen fi: Study # -

mm dd

Subject Permanent #: .
Qualification 07,21 0 3 l;'/ 5 /_15_ N P( 03-122085-106

INCLUSION CRITERIA

YES

Check one

N\

NO Subject:

1. Is 18 through 65 vears ?

\

. 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

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

Afwnlp|lVIN

. 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 ?

A

00-\1

physician for an intercurrent illness 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

NAVARNARINAAN

. 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 ?

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

EXCLUSION CRITERIA

. JYES

8

Check one .
" N/A  Subject:

A}

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 ?

AV

. 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

Female

a
g

Male . Is currently pregnant 20 Yes ©No  Of child-bearing potential: B’Yes O No Nk

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

»

8. Is currently lactating ?

7:22.0% cg’t

NI

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

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

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

NAUA

11. Has any respousibility 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

Reasons for dxsqua.hﬁcatxon

" Based upon derx;gzﬁgic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:

Qualified [ Not Qualified for participation in this study.

Interviewer's Initials/Date:_____( ¥n 1 7/2] /O3

Lkwesugator's Signature: / Z/} /ﬂ/%_y Date: _ m% / k;’/dd ) ?y



Data Collection Form 1

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM

HTR Study No.: 03-122085—1(‘6 7

Page No.:& ZZ

— Visit Code Date Subject Initials | SUPIegt SFyeen # Study #
Qui‘l‘ili)ii::tticn 0 7 /2/ / 03 C /M / C Permanent #. 03_122085_106
mm dd F M L 7
Gender: 0 Male { Female . Age: w Years
Does the subject have any of the following at the treatment sites?
I DERMATOLOGIC DISORDER No Yes Don't
: : / Know
1.  Psoriasis ? Vs 1
2.  Eczema? \?
3,  Skin Cancer ? v,
4.  Skin Allergies ? Please specify: V /
5. Hives ? V4
Does the Subject have any of the following (present and past)?
JI. OTHER MEDICAL INFORMATION No Yes Dont
£
1.  Allergies,? Please specify. V/
2.  Hepatitis ? vV
3.  Heart and Vascular Disease? v,
4, Liver Disease ? \/ P
L ) 5.  Kidney Disease ? v,
6.  Tuberculosis ? V,
7.  Diabetes? Controlled? Diet{ ] Oral[ ] Insulin{ ] v ,
8.  Cancer? \/,
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 "4 Vi
10.  Organ transplant ? vV .
11.  Any other condition not listed ? Please specify: /,(4/7 cho. /es/m/ He7 v
Is the subject taking any medication? If yes, please specify below:
XII. MEDICATION No, Yes Don't
1.  Antibiotics, oral or systemic ? v ,
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v,
3,  Heart Medication ? v
4, Insulin ? \/ ,
5. Other? Lignpy [Dmg [Xday high cholestero v
Comments: Estrace ,mﬂ /% daﬂ HET
baby Asprin Glmg |xosy preventstve

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

) :
| meviowers ign “”Omu) %‘V%

Date: 07 / Zl /03
mm dd™ vy




Data Collection Form 2

HTR Study No.: 03-122085-10
INCLUSION / EXCLUSION FORM Page No.: -1%7%
Visit Code Date Subject Initials S“'?“ig—““ # Study # °
bject nt #: '
Subject 07:2043 | C /M ,C |FPermanents 03-122085-106

Qualification

P N mm dd _ yy f m 1

INCLUSION CRITERIA
Check one
YES / NO Subject:
v/ 1. Is 18 through 65 years ?

. Has signed informed consent ?

. Is healthy as evidenced by responses on DCF 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 ?

‘/ X . 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
y physician for an intercurrent iliness ?

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

N
N

N

|/ . 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

Chcck one -
o~ } 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 7
Has artificial nails or nail tips?

™

SNSS

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

Female | Femgt | Male . Is currently pregnant 7 f) Yes .VNO Of child-bearing potential: 0 Yes O No
Surgically Sterile, year,

O Post-menopausal, year
If of child bearing potential - 8-HCG Test Results: U negative [ positive

8. Is currently lactating ?

\
glalu|slvle

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

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

preclude participation ?

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 ?

ya

Based upon derfy/ologic 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: OT\E ! 072’ 03

o Invcstigator:s Sigx@e: /g 24‘//// - Date: | m% 1 = 10% yy
- T 7 —




HTR Study No.: 03-122085-106

Data Collection Form 1 ) Page NO.:E "__l 9Zﬁ
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
- : ops Subject Screen #:
Visit Code Date Subject Initials Study #
-~ ] i 27(0 udy
Subject 07,2103 | 3, A/ |Fermanents 03-122085-106
Qualification
mm dd yy F M L
Gender: 0 Male E/Female .

Age: "/ ’ Years

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

L DERMATOLOGIC DISORDER

Don't
Know

1.

Psoriasis ?

Eczema ?

Skin Cancer ?

R ES B RS

Skin Allergies ? Please specify:

Hives ?

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

II. OTHER MEDICAL INFORMATION

No . Yes

Don't
Know

Allergies.? Please specify.

Hepatitis ?

Heart and Vascular Disease?

Liver Disease ?

Kidney Disease ?

Tuberculosis ?

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

Cancer ?

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

0.

Organ transplant ?

11,

Any other condition not listed ? Please specify:

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

L. MEDICATION

No Yes

Don't
Know

Antibiotics, oral or systemic ?

Cortisone, Steroids, ACTH, Anti-reaction Drugs ?

Heart Medication ?

] Bl e Bad B

Insulin ?

Other ?

Comments:

Not qualified for the study.

Based on the above medical history, the subject is: ﬁxaliﬁed or [

It . 's Sienature: ) N | Date: 07/ 21/03
erviewer's Signature %@ ‘ 2 A < ) w




Data Collection Form 2

HIR Study No.: 03-122085-1
INCLUSION / EXCLUSION FORM Page No.: :WL.L%%O
Visit Code Date Subject Initials | SUDJect Sereen #: Study # -
Subject Y z Permanent #: ‘
Qualification 0221, /ﬂ _9_/_&_5_ M ﬁ( 03-122085-106
i mm dd f m 1 7 . )
INCLUSION CRITERIA
Check one
YES  NO Subject:
-V 1. Is 18 through 65 years ?
/// 2. Has signed informed consent ?
v 3. Is healthy as evidenced by responses on DCF 1 7
v y 4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders 9
5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? )
/ 6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing,
showering, and handwashing during the entire study ?
v’ 7. Is willing to refrain from using anti-dandruff shampoo during the entire study ?
P % 8. Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing
v’ 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 dunng 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
JYES 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 bands or wrists ?

. Has artificial nails or nail tips?

Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ? A
. Has eczema or psoriasis on their hands or wrists ? ’ AR .
. Is currently pregnant 20 Yes " No  Of child-bearing potential: 0 Yes O No N W

O Surgically Sterile, year 0 Post-menopausal, year " 0?
If of child bearing potential - B-HCG Test Results: 0 negative O positive .4/ 2(),

8. Is currently lactating ? i< gg/

NN

Female | Female/| Male

N

AN

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

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

a 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

NANANEAN

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

Reasons for dxsquahﬁcatlon ; Interviewer’s Initials/Date: Qg./ / ?/Q/’ / 03

M U L4 4
. )
Invcsugator‘s ngnature 0/ ‘24 %_\ / Date: i{n / é / }y




HTR Study No.: 03-122085-106

' Data Collection Form 1 Page No..JC =/ %%
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
.t ses Subject Screen #:
Visit Code Date Subject Initials Study #
: 277 Y
Subject
Qualifiation | 2/ AL103 | B 13 Im | Permanent® 03-122085-106
mm dd vy F M L
Gender: 0 Male 2 Female . Age: _ 44F  Years
Does the subject have any of the following at the treatment sites?
I DERMATOLOGIC DISORDER No Yes ot
1. Psoriasis ? _
2. Eczema ? o
3. Skin Cancer ? o
4, Skin Allergies ? Please specify: o
5.  Hives? e
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No "Yes 112:2:
1. Allergies.? Please specify. v
2, Hepatitis ? v
3. Heart and Vascular Disease? o
4, Liver Disease ? v
5. Kidney Disease ? Iz
6. Tuberculosis ? o
7. Diabetes ? Controlled? Diet[ ] Oral{ ] Insulin[ ] o
8. Cancer ? . N
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? v
10.  Organ transplant ? v
11.  Any other condition not listed 7 Please specify: v~
Is the subject taking any medication? I yes, please specify below:
IIL MEDICATION No Yes Don't
A Know
1. Antibiotics, oral or systemic ? v
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v
3. Heart Medication ? v
4, Insulin ? N
5. Other ? e
Comments:.
Based on the above medical history, the subject is: Eﬁaﬁﬁqﬂ or O Not qualified for the study.
Interviewer's Signature: [4’}7&7» G . (oo . Date: _ o7 «/__22 /o3
mm dd vy



Data Collection Form 2 HTR Study No.: 03-122083-1
INCLUSION / EXCLUSION FORM Page No.: XL~ l ’9'_%32‘

- ; . Subject Screen #:
Visit Code Date Subject Initials Study #
ZL77 v
Subject

Qualification | SL/ALI03 1%/.‘2’__/171_ Permanent #’N j}( 03-122085-106
m |

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 ?

. 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 7
5
6

. 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-dandmiff shampoo during the entire study ?

8. 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 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 ?

NANARAAYD \\\(gg

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?

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

SN VND

Has eczema or psoriasis on their hands or wrists 7

Female | Female

Slolalslwin

. Is currently pregnant? 0 Yes @'No Of ch1ld-bearmg potential: 0 Yes B-No

74 @~ Surgically Sterile, year (2 D Post-menopausal, year
If of child bearing potential - B-HCG Test Results: [J negative [0 positive

Male

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 ?

YOIV NS

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

Reasons for quualxﬁcatxon ____ Interviewer’s Imtxa.ls/Datc Mgl | 4-Ril- 03

) -
Date: / A
Invcstxgator‘s Sighature: ) ﬂ %——Y mm A - s, Eyy



~)

HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.. T - 323
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
| Visit Code Date Subject Initials | SuPiect S“’:?e‘;gi Study #
Subject :
Dect | 97421102 | IR 14 |TOmAmRtE | 03-122085-106
Qualification
mm dd vy F M L
Gender: & Male O Female. Age: 20  Years
Does the subject have any of the following at the treatment sites?
L DERMATOLOGIC DISORDER No Yes I‘g“'t
: ow
1. Psoriasis ? v
2. Eczema? g
3.  Skin Cancer ? v
4,  Skin Allergies ? Please specify: ~
5.  Hives? ‘ /
Does the Subject have any of the following (present and past)?
IL. OTHER MEDICAL INFORMATION No Yes pout
1. Allergies.? Please specify. —
2. Hepatitis ? d
3. Heart and Vascular Disease? v
4, Liver Disease ? -
5. Kidney Disease ? /
6. Tuberculosis ? o
7. Diabetes ? Controlled? Diet[ ] Oral[ ] Insulinf{ ] v
8. Cancer ? /
9. Auto-immune disease (Lupus erythematosus thyroiditis, AIDS, etc.) ? v
10. Organ transplant ? v J
11.  Any other condition not listed ? Please specify: ADD >( v
Is the subject taking any medication? X yes, please specify below: @ /9]‘:/3" 0%
YL MEDICATION No Yes pont
1.  Antibiotics, oral or systemic ? L
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? L
3, Heart Medication ? -
4, Insulin ? /
5.  Other? y’) L 2o v
& it
Comments:
Based on the above medical hxstory, the subject is: nalified or [J Not qualified for the study. -
| mterviewer's Signature: W? C,,,\m Date: _ 07 / &/ | 23
mm dd vy



Data Collection Form 2
INCLUSION / EXCLUSION FORM

HTR Study No.: 03-122085-106

T - [%%4

M’

Page No.: -
Visit Code Date Subject Initials | SUDiect Screen #: Study #
. 22X |
Subject P t #:
. Qualification '__'L/_L_/& DRy | Fermenen [\J k 03-122085-106
i mm dd f m 1
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
/zf’ Y ‘57 4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ?
@'\:’/f/ 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 ?

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 ?

. 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 ?

AT AN AR A

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 ?

VARAAN

Has eczema or psoriasis on their hands or wrists 7

Female | Female | Male
el

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

. 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
v preclude participation ?
11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of
[ wounds, intravenous management or other bed-ridden related care roles.
1 12.

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

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

" BQualified

" Reasons for dxsquahﬁcanon

0 Not Qualified for participation in this study.

Interviewer’s Initials/Date: .—50 | 07 Rr-OR

Invesngator's ngnature / % Date: m{ ,/ / dd/ ﬂyy




HTR Study No.: 03-122085-1%%
Data Collection Form 3 Page No.: -1 2
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials Suhjec:zs_c; ;en # Study #
‘ Test Permanent #:
i : 81/30/03 | B 1R 1H
Period mm Ay | F M M p{ 03-122085-106

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

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

I0. Has subject been ill since the last visit? [JYes (Complete below) B2No
IV. Has subject used any new oral or topical medication? LJYes (Complete below) Zﬁo

Based upon the above responses, the subject is: JQualified ot Qualified to continue on the study.
Reasons for disqualification: vt

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

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

Action Taken: ONone [ Continued onstudy [ Withdrawn fromthe study [0 Consulted physician
00 Medication taken (Complete below) [THospitalized =[] 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: 97/] ay, C/y] . (o~ Date:. 07 | Jo ;] o3

mm dd vy




Data Collection Form 1

HTR Study No.: 03-122085-106

Page No.;z_:_l Zzll

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM

Visit Code Date Subject Initials

Subject Screen #:

283

Study #

Subject Permanent
. s o7/t 103 glﬁ/H
Qualification m dd F M L

#N ()( 03-122085-106

Gender: B/Male 0 Female .

Age: 1'3 Years

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

1. DERMATOLOGIC DISORDER

Don't

No Yes Know

1. Psoriasis ?

Eczema ?

Skin Cancer 7

Skin Allergies ? Please specify:

S0 ol Bl B

Hives 7

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

. 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[ ] Insulin[ ]

Cancer ?

el B B Bt il ol ad i

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

—
e

Organ transplant ?

11. Any other condition not listed ? Please specify:

NMYNYERRNSNRKREK | 2

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

1. MEDICATION

Don't

Yes Know

Antibiotics, oral or systemic ?

Cortisone, Steroids, ACTH, Anti-reaction Drugs ?

Heart Medication ?

Insulin ?

] el Bad Bl B

Other ?

NSRRR | 2

Comments:

Based on the above medical history, the subject is: - » Bﬁualiﬁed or I

~ Not qualified for the study.

071 2/ | 63

Interviewer's Signature: %M%% e cH 2 Date:

mm dd vy



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

INCLUSION / EXCLUSION FORM Page No.: XL~ l % (
Visit Code Date Subject Initials Subject Screen #:

Study #
$3 , y
Subject

Qualification Ql/%/.é.é _&f/_]i_/_l’f_ Permanent # NP( 03-122085-106
mm bk 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 ?

Al jwinNn

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

~

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

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

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

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

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

SN RNSOR B

11, Is willing to comply with all study protocol requirements 7

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?

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

SINSSKN

. Has eczema or psoriasis on their hands or wrists 7

wlajulslvle

Female | Female

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

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

Male

AN

8. Is currently lactating ?

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

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

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.

v

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

Based upon derm: ea/tologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:

Reasons for disqualification: Intervxewer s Initials/Date: mmal 1 -R-03 1

ualified O Not Qualzﬁed for participation in this study.

Investlgators ngnature W Date: %m / /( édl o Eyy




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.:Ej@%
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
. - . cee Subject Screen #:;
1 Visit Code Date Subject Initials Study #
, 2 ¥+
Subject

oject 02/34103 | VN1 L/ & Pema“e“‘#‘M' 03-122085-106
Qualification mm dd Yy F M L

Gender: 0 Male Mmale . Age: A0  Years
Does the subject have any of the following at the treatment sites?
I DERMATOLOGIC DISORDER No Yes I]zgg‘v:
1. Psoriasis ? —
2, Eczema ? v
3. Skin Cancer ? o
4, Skin Allergies ? Please specify: e
5.  Hives? /
Does the Subject have any of the following (present and past)?
1L OTHER MEDICAL INFORMATION No “Yes Don't
1. Allergies.? Please specify. ) o~ .
2.  Hepatitis ? . — >
3. Heart and Vascular Disease? ' L
4.  Liver Disease ? L
5. Kidney Disease ? L
6. Tuberculosis ? ,
7.  Diabetes? Controlled? Diet[ ] Oral{ ] Insulin| ] e
8. Cancer ? s
9. Auto-immune disease (Lupus erythematosus, thyroiditis, ATIDS, etc.) ? e
10. Organ transplant ? /
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 ? v
3.  Heart Medication ? [
4, Insulin? -
5. Other? S Hred O 2T e ) A day e
Z\ . \ Z\
: U i aw)
Comments:
Based on the above medical history, the subjectis: OQualified or O Not qualified for the study.

mm  dd vy

Interviewer's Signature: /eu,tz/:f p/d Coniovars T Date: __ 07 | R/ [ O



Data Collection Form 2
INCLUSION / EXCLUSION FORM

Visit Code

Subject Screen #:

Date Subject Initials
R YL

Study #

Subject
Qualification

Permanent #:

07 /(103 \//1.//7'
mm dd vy f m

03-122085-106

INCLUSION CRITERIA

Check one

Z
o)

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 then approximately one (1) mm past the nail bed 7

Al |wi

. 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 ?

0

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

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

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

physician for an intercurrent illness 7

AR ARk

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

Check one ...
(o] N/A

Z

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 7

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

]

Has artificial nails or nail tips?

T

AATATANA

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

I - RV I E R E N

. Has eczema or psoriasis on their hands or wrists 7

Female

*ri
8
B,
&

Male

. Is currently pregnant? 0 Yes #No

Of child-bearing potential: § Yes B-No

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

. Is currently lactating 7

NIANAN

. 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.

\\\

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

Based upon de

Qualified

Reasons for disqualification:

logic 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:

B0 j07.2/ .07

Invcstxgatox’s Signature: ./g Z) /%//&Y

Date:

mm dd

o 10y
Wy

HTR Study No.: 03-122085-
Page No.: XL ~ l %




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

INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials Subject Screen #:

Study #

03-122085-106

mm dd yvy F M L

XEY
oy P t#:
Pe:isod o7, 30103 VL 1 H ermanen /\/Ar

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

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

III. Has subject been ill since the last visit? Yes (Complete below) ﬁlo
IV. Has subject used any new oral or topical medication? (Yes (Complete below) BNo

Based upon the above responses, the subject is: E@laliﬁed [0 Not Qualiﬁgd to continue on the study.
Reasons for disqualification:

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

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

Action Taken: ONone [0 Continued onstudy =[] Withdrawn from the study = [J Consulted physician

O 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)
/ / / /
/ / / /
/ / / /
Comments:

mm dd vy

- Interviewer’s Signature: (7441‘,(,7,(174 ) MW Date: ©7 | Jo | 03




HTR Study No.: 03-122085-106

Data Collection Form 1 ) Page No.: !E - l Zl‘{(
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM ‘
— Visit Code Date Subject Initials | Sublect SZ%”Z*‘ Study #
Subject | p7 ;20,103 | M, K, T |Fermanent#: 03-122085-106
Qualification
mm dd vy F M L
Gender: [0 Male E’.( Female . Age: S5O  Years
Does the subject have any of the following at the treatment sites?
1. DERMATOLOGIC DISORDER No Yes I]g:;:
1.  Psoriasis ? v '
2.  Eczema? v
3.  Skin Cancer? v
4,  Skin Allergies ? Please specify: v
5.  Hives? d
Does the Subject have any of the following (present and past)?
L OTHER MEDICAL INFORMATION No | Yes oot
1. Allergies.? Please specify. : .
2.  Hepatitis ? v’
3. Heart and Vascular Disease? v
- 4.  Liver Disease ? o1
) 5.  Xidney Disease ? e
a 6.  Tuberculosis ? e
7. Diabetes ? Controlled? Diet[ ] Oral[ ] Insulin| ] yap
8.  Cancer? v
9. Auto~-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 v i
10. Orgen transplant ? v
11.  Any other condition not listed ? Please specify: 177/ v
Is the subject taking any medication? X yes, please specify below: : W
III. MEDICATION No Yes Don't
_ Xnow
1. Antibiotics, oral or systemic ?
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs 7
3. Heart Medication ?
4, Insulin?
5. Ooter? \yJe ey, IDma \xAn ., OMZE DATHAIALD
' CHolesterol
Comments: 7PCE 20mg IXdoy Snefic
~ Based on the above medical history, the subject is: Eéaliﬁed or U Not qualified - for the study.

- | Inter\;ie;vefs Sigx%ttme: MM' #yﬁ;i - Date: gm7 /__Z/d - 123 yyA



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

INCLUSION / EXCLUSION FORM

Page No.:
Visit Code Date Subject Initials | Do raect Sereen #: Study # -
Subject r :
Quatituation | D242 03 M/ K, T |Permanents 03-122085-106
e NI mm _dd f m 1
].NCLUSION CRITERIA '
Check one
YES _, NO Subject:
V) 1. Is 18 through 65 years ?
v 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 ?
4 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 ?

0o | <

. 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 iliness ?

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 ?

Yy

EXCLUSION CRITERIA
Check one ..
yJYES NO ' N/A  Subject:
4 / 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?
v 5. Has soap, detergent, antibiotic, Polysporin® and/or perfure allergies ?
v 6. Has eczema or psoriasis on their hands or wrists ? ' , k
7. Is currently pregnant ? 0 Yes @ No  Of child-bearing potential: & Yes O No N
Female ch‘al} -Male Surgically Sterile, year ﬁZf 0 Post-menopausal, year _ML ?
If of child bearing potential - B-HCG Test Results: O negative  [J positive
// 8. Is currently lactating ?
L 9. Has been medically diagnosed as having a medical condition such as: diabetes,
/ hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus
erythematosus, thyroiditis or rheumatoid arthritis ?
// 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.
v 12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ?
Based upon derma B/ptoglc evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
: Qualified O Not Qualified for participation in this study.
Rcasons for dxsquahﬁcatxon Interviewer’s Injtials/Date: QXL [ "7/24/0 3 .
: | Dae G OD -
Invesngator's Signature: 2 /’ mm aa
J

37



Data Collection Form 1

HIR Study No.: 03-122085-106

{ Vo Braormesy | ™

) Page N°':E —IZ
DEMOGRAPHICS/PDERMATOLOGICAL/MEDICAL HISTORY FORM
- Visit Code Date Subject Initials S“bjezaéc’“f“ # Study #
bj ent #:
Swiet 197,94, 03\ B /R )M |Permanents: 03-122085-106
Qualification
mm dd vy ¥F M L
Gender: O Male E( Female . Age: 20  Years
Does the subject have any of the following at the treatment sites?
I DERMATOLOGIC DISORDER No Yes Don't
e Know
1.  Psoriasis ? v,
2, Eczema ? \/ .
3.  Skin Cancer ? v,
4.  Skin Allergies ? Please specify: v P
5. Hives? v
Does the Subject have any of the following (present and past)?
JI. OTHER MEDICAL INFORMATION No “Yes Don't
Z Know
1.  Allergies.? Please specify. \4
2.  Hepatitis ? v
3.  Heart and Vascular Disease? V4 ,
B 4.  Liver Disease ? \//
/7 )57 Kidney Disease ? Vo
6. Tuberculosis ? v )
7. Diabetes? Controlled? Diet{ ] Oral{ ] Insulin[ ] V),
8. Cancer ? v A
9.  Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? vV,
10. Organ transplant ? N
11, Any other condition not listed ? Please specify: v
Is the subject taking any medication? Ifyes, please specify below:
1. MEDICATION No Yes Don't
- 2 Know
1.  Antibiotics, oral or systemic ? \//
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v,
3,  Heart Medication ? \/ P
4. Tosulin? Vo
5. Other? V4
Comments£
] . Based on the above medical history, the subject is: . Eéualiﬁed or O Not qualified for the study.
‘ Interviewer's Signatur

077,21 ,03°
mm dd vy

1



Data Collection Form 2

HTIR Study No.: 03- 12208
INCLUSION / EXCLUSION FORM Page No.: Lf
Visit Code Date Subject Initials s“”“‘é‘""“ # Study # °
Subject Permanent #: ,
| oot | Q12 1/03 BR M NP( 03-122085-106
AT mm dd f m 1
o r INCLUSION CRITERIA
Check one
YES, NO Subject:

1. 1s 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 ?

alwlsafwle

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

Vv
I/
/ . Is willing to refrain from using antimicrobial soaps (fiquids and/or bars) for bathing,
P 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

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

N

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

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

Check one .
*} }yES NO/ N/A  Subject:

- (/ // 1. Is currently part1c1patmg in another clinical study at this or any other facility ?
/

. Has participated in any type of band 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 ?
Has eczema or psoriasis on their hafids or wrists ? / ) I
. Is currently pregnant ? 0 Yes ¥ No  Of child-bearing potential: [f Yes O No N 0
Male . . 2
O Surgically Sterile, year O Post-menopausal, year , i
- If of child bearing potential - B-HCG Test Results: I negative O positive 4
8. Is currently lactating ?

\\\

Qajulsajw]d

Female

2]

\ik"

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
L, erythematosus, thyroiditis or rheumatoid arthritis ?

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

I

A,

|

N

LA
/ 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 ?

N

Based upon den;gsélogic 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: UNB / 01 'Z'L 'Qg

o / : ) Date: g /A | O ‘27
Investigator's Signature: z - §ﬂ . % _— mm ad yy
- ) - A A —l/ ﬂ . .




HTR Study No. 03-122085-106 Final Report

RECORD RETENTION AND PUBLICATION NOTICE

Hill Top Research, Inc., submits this report with the understanding that the Sponsor may use
the Study report for its own purposes. The Sponsor agrees, however, not to use the name Hill
Top Research, Inc., or any derivation thereof, in advertising or marketing without the prior
written consent of Hill Top.

Unless otherwise agreed in writing by the parties, Hill Top shall maintain study records on
microfilm or in other readily retrievable form for a minimum of two years after the
completion of the study.



