HIR Study No.: 03-122085-106

Data Collection Form 1 ) Page No.. I\ - 5‘5q
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM )
Visit Code Date Subject Initials Subj (;}Screen # Study #
- P(J’/’ -4
Qui‘ﬁ‘;.;‘::fion 07:21103 | S j— /P _|Fermanent #‘éﬁ 03-122085-106
mm dd vyy F M L
Gender: 0 Male I{Female ) Age: ﬁ'____ Years

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

L DERMATOLOGIC DISORDER No Yes Don't
. . / Know
1.  Psoriasis ? // -1 .
2.  Eczema? ‘//
3.  Skin Cancer ? v
4,  Skin Allergies ? Please specify: v/
5. Hives? v
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No | Ygs Doo't
1. Allergies.? Please specify. yaaneed ' , Vv
2.  Hepatitis? - VO
3.  Heart and Vascular Disease? . V4 J
4,  Liver Disease ? V4 .
5.  Kidney Disease 7 V4
6.  Tuberculosis ? S
7. Diabetes? Controlled? Diet{ ] Oral[ ] Insulin{ } v
8.  Cancer? v,
9.  Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? v
10.  Organ transplant ? v/ -
11.  Any other condition not listed ? Please specify: \/
Is the subject taking any medication? I yes, please specify below:
TII. MEDICATION No Yes Don't
Val Know
1.  Antibiotics, oral or systemic ? Vv
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v A
3.  Heart Medication ? VoA
4, Insulin ? ‘/ e
5. Other? v
Comments:
Based on the above megdical history, the subject is: Qéliﬁed or [J- Not qualified for the study.

\‘ﬁ\

Interviewer's SigAature: Y M - Date; 0 7 / 2[ /d 3 S
' mm dd Ty



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

Visit Code Date Subject Initials | S0 “g%““ # Study # -

Subject e <
Qualification 07/ 2( 10 % 0 3 S =2/ /.P anen é 5

03-122085-106
Ean } mm  dd_
i ]NCLUSION CRITERIA
Check one
YES . NO Subject:
T 1. Is 18 through 65 years ?
v / 2. Has signed informed consent ?
l/' 3. Is healthy as evidenced by responses on DCF 1 ?
_|/ ) 4, Has hands and wrists that are free of dermatoses, cuts, lesions ns, 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 ?

N

, . 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
V4 liquids, talcs and other deodorant/anuperspuant products during the entire study, unless prescnbed by a
. physician for an intercurrent illness 7

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

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

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:
\ / |/ b 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 bands or wrists ?

VA 4. Hoes artificial nails or nail tips?

\/ ) 2 5. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?

\/ 6. Has eczema or psoriasis on their hpt{ds or wrists ? /

7. Is currently pregnant ? 0 Yes ™ No  Of child-bearing potential: @ Yes O No
Female me Male O Surgically Sterile, year O Post-menopausal, year
p If of child bearing potential - B-HCG Test Results: (L Regative O positive 77 27 /,9"5?2_
‘/ 8. Is currently lactating ? 7
/ 9. Has been medically diagnosed as having a medical condition such as: diabetes,
hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus
erythematosus, thyroiditis or rheumatoid arthritis ?
10. Has another medical condition which in the opinion of the Investigator would
. preclude participation ?
/ ) 11, Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of
D wounds, intravenous management or other bed-ridden related care roles.
\/ 12. Has a known sensitivity to isopropy! alcohol or the ingredients in antibacterial soaps ?

Based upon derx;?élogic 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 dxsquahﬁcauon ' . Interviewer’s Initials/Date: jﬂB 01-2] 03

m ' - Datc: 4@ / /f/__Qé_
. , Invcstxgator‘s ngnamre g M\ _— “mm dd Yy




EN——

HTR Study No.: 03-122085-106

Data Collection Form 3 Page No.. L -~ bl
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials S“bje:zséc:?“ #: Study #
Test

03-122085-106

mm dd yy F M L

P anent #:
oy | 02 1dei03 | S IE (P erm éj

1. 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 a;nd followed the instructions in Appendix B? B{ es [INo
If no, please explain:

II. 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)‘Bﬁa

Based upon the above responses, the subject iscFQualified [ Not Qualified to continue on the study.
Reasons for disqualification:

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

‘Was reaction related to treatment? [INotrelated = [J Possibly related [ Definitely related [J Other (explain)

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

Additional Comments:
CONCOMITANT MEDICATION
Medication ' : Start Date Stop Date Indication
(Oral or Systemic) Total Daily Dose mm/dd/yy mm/dd/yy (Reason for Taking)
/! P
{1 f !
/ / / /
Comments:

. Interviewer’s Signature: %%’%édm Date: 07 | Jo | O3

mm dd yy




A

Data Collection Form 4

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

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

Subject Screen #
Test Date Subject Initials Study #
B 25
01/2003 S/— P | Permanent #: 03-122085-106
mm dd  yy | F M L 3 .
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS

1w |® 0 10° 10* 10° 10
TNIT A3 14 : o114 TV 15
TNTC 2 33 THIL T 43

 Countedby: %/ 8-1-0% £6x10° ‘

CFU/mL&.5410  Counted by : / CFU/mL 5,9x10_ Countedby:_[X / %-1-03

B DA ne eotimokl dme o

Counkiniliny ot platd. R &6-03
LEFT HAND WASH 1 RIGHT HAND
107 10 10° 10 10 10% 10° 10°
ANTC INTC 24 2 TNIL TNT 40 )
TNTL T | 4 o TNTT TNT | 86 J
N TNIC
CFUML 3.6 210" Countedby: (% / $-1-03 | CFUmL 3.3 *10¥ Countedby: (£ ; 8103
LEFT HAND WASH 11 RIGHT HAND
107 10% 107 10 10 10% 10° 10*
52 ot 2 0 g 40 2 o
31 253 ) % 94 Ly 2 o
v low_
CFU/mL_d.3 x10° Countedby: P&/ &-1-08 crump_d.ox10° Countedby:_ @/ 8-1-03.
Calculations by: ___ S [ $-1-03 Raw data reviewed by _ J NP> 10%°01-03
Calculations Verified by: / 0% OV
*10-! dilution is the sum of 1.0 mL spread across 3 plates.
Underlined values are used for calculation of CFU/mL
TNTC - Too Numerous To Count
Investigator’s Signatme% Z /Z\ Date: Vé /a7 3
) e mm d.d yy




Data Collection Form 6

HTR Study No.: 03-122085-106
FOLLOW-UP VISIT

Page No.: [["' 5b3
Visit Code Date Subject Initials Suabject S% Study #
—_— Permanent #:
f Follow-up ﬁ/ M / 03 \j / CIE . é _ _
j Bow. e < ,Z_M = 5 03-122085-106

&l 3/4)03 g3/
Date Subject Entered the Study:

Follow-Up Visit Date:
072,02 08,04 .02
mm dd yy

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

O YES NO

mm dd yy

If yes, complete below:

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

Comments:

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

O YES ¥ NO If yes, complete below

Comments:

Medical Consultant’s Signatyre: ' Date
A4~ g y 073
N V) ) % © a
vl 77 7

mm vy




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No..JL -5064
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
o~ Visit Code Date Subject Initials | SUuPject S‘:;:}zz‘ Study #
Subiect 07 ; Permanent #:
oject 12103 | Q1 A1 D , 03-122085-106
Qualification | — <= - ML é&/
Gender: B/Male 0 Female. Age: L  Years
Does the subject have any of the following at the treatment sites?
1L DERMATOLOGIC DISORDER No Yes Ilzgn't
: : ow
1. Psoriasis ? e
2. Eczema? P
3.  Skin Cancer ? L
4, Skin Allergies ? Please specify: v
5. Hives ? L
Does the Subject have any of the following (present and past)?
IL. OTHER MEDICAL INFORMATION No Yes Rt
1. Allergies.? Please specify. P
2.  Hepatitis? L
3, Heart and Vascular Disease? /
O 4,  Liver Disease ? [
1 5. Kidney Disease ? L
6.  Tuberculosis ? o
7. Diabetes ? Controlled? Diet[ ] Oral[ ] Insulin| ] v
8.  Cancer? v
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? ,/
10.  Organ transplant ? L~
11.  Any other condition not listed ? Please specify: e
Is the subject taking any medication? Ii‘yes, please specify below:
TII. MEDICATION No Yes Don't
' Know
1. Antibiotics, oral or systemic ? v
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? e
3.  Heart Medication ? [
4, Insulin? v
5. Other? L
Commenfs:'
Based on the above medical history, the subject is: B(ﬁaliﬁed - or 0 Not qualified for the study.

Date:

O7 | R/ I_9=

mm

dd

W

Interviewer's Signature: W W? W T »



Data Collection Form 2

INCLUSION / EXCLUSION FORM Page No.:

Visit Code Date Subject Initials | Supject Screen #:

Study # -
Wl

Subject

: = :
Qualification | = 7/&’—-3 _Cf_./.é_/_rﬁ ermanent # @4 03-122085-106

mm dd

HTR 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 ?

ajfn|lWwWiN

. 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 ?

o

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

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

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

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

physician for an intercurrent illness ?

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 ?

SN A AN

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 ?

]
el
e

. Has artificial nails or nail tips?

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

o

alanjunisiele

Has eczema or psoriasis on their hands or wrists 7

Female | Female | Male

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

O Surgically Sterile, year O Post-mencpausal, year
If of child bearing potential - 8-HCG Test Results: 0 negative [ positive

. Is currently lactating ?

. Has been medically diagnosed as having 2 medical condition such as: diabetes,

hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus
erythematosus, thyroiditis or rheurnatoid 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.

NAVANA

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

N

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

Reasons for dlsquahﬁcanon

O Not Qualified for participation in this study.
' Intervxewcr s Initials/Date:___ X [ 97-2:95

= : .
A Invgsugator‘sngmmre /g Z/«/%_\/ Date: mz /A[[Add/‘ OZ

=565



s ", \\

)

HTR Study No.: 03-122085-106

Data Collection Form 3 Page No..JL - 5llp
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | Subject Screen #: Study #
Test NT D0 A C b, Permanent#: 4, |
] . QAR A TLO®, o/ T\
Period vy i valr w 03-122085-106
1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, 'and other skin disorders? ¥Yes UNo
If no, please indicate condition:
II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? EZ{es INo
If no, please explain:
II. Has subject been ill since the last visit? JYes (Complete below) E/No
IV. Has subject used any new oral or topical medication? OYes (Complete below) Bﬁo
Based upon the above responses, the subject is: UQualified [ Not Qualified to continue on the study.
Reasons for disqualification:
TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS
Date of Onset: Date Reported: Date Resolved:
Describe condition:
Was reaction related to treatment? (INot related [ Possibly related [ Definitely related [J Other (explain)
Action Taken: (INone [ Continued on study [ Withdrawn fromthe study [ Consulted physician
0 Medication taken (Complete below) UHospitalized ~ [1 Other (explain)
Additional Comments:
CONCOMITANT MEDICATION
Medication ; : Start Date Stop Date Indication
ta
(Oral or Systemic) Total Daily Dose mm/dd/yy mm/dd/yy (Reason for Taking)
[ /]
I o
A /!
Comments:

. A l .
Interviewer’s Signature: S%” W Date: gm’?/ 1%? / OyLy%
r ! ,




Data Collection Form 4

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

HEALTH CARE PERSONNEL BANDWASH BACTERIAL COUNTS

CFU/mL of Sampling Solution
. Subject Screen #
Test Dat Subject Initials Study #
ate ubj i 2 2 O udy
02:29:03 | C /A B |Permenent#: 03-122085-106
mm dd vy FF M L lﬂ ‘4‘
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10* 107 10 10 10° 10°¢
TNTC g 17 TNTC 103 b
™IC | [44 17 TNIC 9] b
CFU/mL1-3X10" Counted by : JNB /073104 CFU/mLATY 0® Counted by : INB 1073103
LEFT HAND WASH 1 RIGHT HAND
10! 102 10° 10* 1071y 102 10% 10
TNIC TNTC | 21 22 INTC TNC | INTC | 3
INTC TNTC 'Tiz'r 23 TNIc ™NIC | ™NTC | 34
INTC. INTC
CFU/mL 2-0¥ID> Counted by : JNB__/01-3103 | cFu/m13 BXI102 Counted by : _JN© _,01-31-03
LEFT HAND WASH 11 RIGHT HAND
10 102 10° 10% 10" 10?2 10° 10
e e | 0309 | 22 Ihre e | nwe | 33
e e |®272 | 25 AuTC e | P |26
T 5 TNTC
CFU/mL 2 4x10 Counted by : WS 1 7-3/-03| cFUML 3.0X1 03 Counted by : %28 [ 7-3/-03
@Moid not esmste dve to comhbity of plte Hs 7-31-02
Calculations by: JNB / 08-01-a3 Raw data reviewed by jﬂz W/ %-6-93
Calculations Verified by: WS [ BA-03
*10-! dilution is the sum of 1.0 mL spread across 3 plates.
Underlined values are used for calculation of CFU/mL
TNTC - Too Numerous To Count
Investigator’s Signature: % % Date: 2 / // ;O
74 P “ mm  dd vy




Pata Collection Form 5A

Subject Initials_ A [D  Subject # Qi | Study No.  03-122085-106

Page No.. JIL- 56,9
) . ADVERSE EVENTS
s Onset Datej End Date SAE' Severity Action Qutcome Relation- Investigator
_ Symptom / Event YIN Taken ship Signature/Date
172300 esly | 1 ) || (Y3 i

%’:g/ Comment/Note';%/ y /UMM\\ flgl}‘? % :WL ¥ NPV (‘\:‘99}\ { ifj;:
o> ﬁgwﬁw@m%/,ﬁ%w i

1
e npd /d Df A\
7 P A
/?/0j ;%m ¥ ,éwww OLear/ o eoleeoTion) O
reded 0
SAE' Action Relation-] Investigator .
Symptom / Event Onset Date| End Date YIN Severity Taken Qutcome ship Signature/Date
Entry ) o
Date Comment/Note: Initials
- SAE' . Action Relation-| Investigator
Symptom ! Event Onset Date| End Date YIN Severity Taken Outcome ship Signature/Date

Entry .
Date Comment/Note:

Initials

Note: Severity, Relationship and Outcome MUST be determined by principal investigator.
Severity: 1=Mild 2=Moderate

=Severe
Relationship:  1=Definite =Probable - 3=Possible 4=Unrelated
- Action Taken:  1=None 2=Rx Therapy o 3=Disc;ontinued Study - 4=Other (specify)
Outconie: ' 1=Resolved w/o 2=Resolved w/ sequelae  3=Ongoing » - 4=Death
sequelae (describe)

. 'serious Ad;rerse Event/Experiehce



Data Collection Form 6

HTR Study No.: 03-122085-106

FOLLOW-UP VISIT Page No. TL — S(A

Visit Code Date

Subject Initials

Subject Screen #:

2— 2 ) Study #

Visit

; Follow-up ﬁ/ 0% / _Qé
mm dd vy

_Fﬁ_/_Mﬁ_/_LQ Permanent # é% 03-122085-106

07,2/ D:

mm dd yy

Date Subject Entered the Study

Follow-Up Visit Date:
08,24,.03

mm dd  yy

that may be indicative of a skin infection?

Clinical Observations: (Include date pf onsg$ and descriptio

S nrg) Joofpeli

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

y YES 0 NO If yes, complete below:

%’Z/ LA,

O 7~3/-ﬂ =

Comments:

Comments:

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

OYES ONO If yes, complete below

Medical Consultant’s Signature:




P )

HTR Study No.: 03-122085-106

Data Collection Form 1 Page No..JI - 570
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
- . . Subject Screen #:
1 Visit Code Date Subject Initials Study #
i ) 4 3 7 y
Qui‘lli%l::ttion 07 1A i03 | Bk jo |Fermanents 03-122085-106
mm dd vy F M L
Gender: 0 Male (" Female . Age: 4L  Years
Does the subject have any of the following at the treatment sites?
L DERMATOLOGIC DISORDER No Yes 11232‘;
1. Psoriasis ? W
2. Eczema ? i
3. Skin Cancer ? v
4, Skin Allergies 7 Please specify: e
5. Hives ? S
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No "Yes Ilzg:::'
1 Allergies.? Please specify. v
2. Hepatitis ? v
3. Heart and Vascular Disease? e
4,  Liver Disease ? v
5. Kidney Disease ? v/
6. Tuberculosis ? /
7. Diabetes ? Controlled? Diet[ ] Oral[ ] Insulin] ] v
8. Cancer ? Da lp 1998 . %
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? v
10. Organ transplant ? v
11.  Any other condition not listed ? Please specify: £/, 0.+ Lvrord s v/
. 77 7 T
Is the subject taking any medication? If yes, please specify below:
YIL. MEDICATION No Yes pont
1. Antibiotics, oral or systemic ? v
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v
3.  Heart Medication ? L
4, Insulin ? v’
5. Other? Syn %1}&:9 A 1 FTom g (X oy for A/Iuloo 74 7ro,:(/.s.«3. —
Comments£
Based on the above medical history, the subject is: ualified or[0 °~ Not i;ualiﬁed for the study.
Interviewer's Signature: % - &)@W o Date: _ 27 | A/ | o©3F
27 mm dd yy



Data Collection Form 2

INCLUSION / EXCLUSION FORM Page No.:

Yisit Code

Subject Screen #:

A39

Date Subject Initials

Study #

Subject
i Qualification

071 03 B 1A 10
mm dd vy f m 1

03-122085-106

Permanent #: w

HTR 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 17

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 ? ]

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 ?

2

. 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 iliness ?

NN C N

11.

Is willing to comply with all study protocol requirernents ?

EXCLUSION CRITERIA

Check one -.

YES NO

N/A  Subject:

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 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 ?

Female

Male

RAjr|d|WiN

. Is currently pregnant 200 Yes & No

Of child-bearing potential: 0 Yes B No
7% @ Surgically Sterile, year /996 O Post-menopausal, year
If of child bearing potential - B-HCG Test Results: {1 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 responsibilities for diapering, care of
wounds, intravenous management or other bed-ridden related care roles.

NN A SN

12.

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

Based upon dermat

ualified
Reasons for disqualification:

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

0O Not Qualiﬁed for participation in this study.

Intcrvxewer s InitislsDate:___mme) | T-R {03

r’S aturi
Invcstlgato s Signature: /g ; ‘//\ ~

S I 05

mm dd yy

Date: -

1 %6



HTR Study No.: 03-122085-106
Data Collection Form 3 Page No.:.E - 2"
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | Soriect nge"g‘ Study #

03-122085-106

Test . O
Pe:isod b 63 ;g/ TI\? / _(I?_ ermanent é 5

mm dd vy

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

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

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

Based upon the above responses, the subject is: Déualified {J Not Qualified to continue on the study.
Reasons for disqualification:

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

Was reaction related to treatment? [Not related  [1 Possibly related  [I Definitely related [ Other (explain)

Action Taken: [(JNone (0 Continued onstudy ~ [J Withdrawn fromthe study [ 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)
/] !
A A
f !
Comments:

- Interviewer’s 'Sigx;atgre; %.!E& M/ﬂ .Date: Dr:?m / ad ;Z / Oyya



~)

Data Collection Form 4

HTR Study No.: 03-122085-106
Page No.; -5

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS

CFU/mL of Sampling Solution
. Subject Screen #
Test Date Subject Initials Study #
239
02:29,/03 | [D,L /O |FPermanents: 03-122085-106
mm dd vy F. M L L
BASELINE
LEFT BAND DILUTIONS RIGHT HAND DILUTIONS
10% 10 10% 10* 10° 10
W 70 1O ™I | 1R 28
e k7 17 ™ | 30T T
CFU/mLI X0 Countedby: ~Tl3 _/7-3)-03 CFU/mL25 X107 Counted by : _~TG- /7-3)03

LEFT HAND WASH 1 RIGHT HAND
107 102 10° 10 10" 102 10°® 10*
NI [ Wl | 50 ™I | wwee | W' | ¢
T | T T A TN | iR R 3/
T — N -
CFUmLS.1¥! 0> Counted by : _~T» _/7-3)-42| CFU/mL3.3XI0 5 Countedby: _TP— [7-2)03
LEFT HAND WASH 11 RIGHT HAND
10 10 107 10 . 10 10 10° 10*
INTC. TNIC | TNTC | 47 TNTC. NI | INTe. | 371
INTC. TNIC | TNTC | 44 TNTC INT | INTC | 37
7NTC ™NIC
CFU/mL46X10 a Counted by : INB 1673143 | cru/mL3Tx 10° Counted by : JINB  07131:03

Calculations by: J NB

Calculations Verified by;

1080103 Raw sata reviewed by
[ B-[-03

A3

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

S ; 96-03

Date:

@

/4

mm

dd

;] O

Investigator’s Signature: %Zv %
/ —




Data Collection Form 6

HTR Study No.: 03-122085-106

FOLLOW-UP VISIT Page No.. | - 5 7"’

Nttt Cad Nate Qb ot Tritial Subject Screen #:, A Qévter 4t
Visit Code Date Subject Initials ’ Study #
¥ t #:
Lant votowwp | D8 07103 _Bi L D |Permanen é5 03-122085-106
Visit mm vy F M L
Date Subject Entered the Study: Follow-Up Visit Date:

0__/21./_0_3

mm dd

1 OF 1 D3

mm dd yy

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

that may be indicative of a skin infection?
0 YES & ~No If yes, complete below:

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

Comments:

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

0 YES ?NO If yes, complete below

Comments:

)4/@

Date
g Y 1O

‘mm  dd vy

M? Consultant’s Slgna
/

M»)-_



HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.. I\ -5 7_5
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
Visit Code Date Subject Initials | SuPiect Sgreen #: Study #

L

[

mm dd

Qui;?:::,-on QY_/ 2l /03_ Jé_/_ﬁe:/_%_ Permanent #éé 03-122085-106

Gender:

0 Male B/ Female .

Age: ’if D _Years

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

L DERMATOLOGIC DISORDER

Don't

Yes Know

1.

Psoriasis ?

Eczema ?

Skin Cancer ?

Skin Allergies ? Please specify:

154 B ol B

Hives ?

NINSNE

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

II. OTHER MEDICAL INFORMATION

Don't

Yes Know

ot
.

Allergies.? Please specify.

Hepatitis ?

Heart and Vascular Disease?

Liver Disease ?

Kidney Disease ?

Tuberculosis ?

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

Cancer ?

R I Rl Bl ot Boad R0

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

p—
e

Organ transplant ?

\NVNRNR N 2

i1.

Any other condition not listed ? Please specify: A 0 1\/( JAA Lﬁ'\’\

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

1. MEDICATION

Don't

Yes Know

Q

Antibiotics, oral or systemic ?

Cortisone, Steroids, ACTH, Anti-reaction Drugs ?

Heart Medication ?

Insulin ?

W\ 2

el el Rl Bl R

Other? P52 SOMa, \xd0y (. ;\&,pfp,gm

Comments:

‘ Based on the above medical hlstory, the subject is: ‘ ahﬁed or O

Not qualified for the study.

0’7/'&/@/ QS

Interviewer's Slgnature %ﬂ\ M Date:
. /f‘/,v/



Data Collection Form 2 HIR Study No.: 0

.1 03-122085-10
INCLUSION / EXCLUSION FORM Page No.: XL~
Visit Code Date Subject Initials | Subject Screen #: Study #
Subject D? By [ O'% K E Permanent #: ‘
. s / / [ 03-122085-106
m ; Qualification mmda F m —I—G éé
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 ?

Al |win

- 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 ?

e |

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

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

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

VYN NN N2

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

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

. Has artificial nails or nail tips?

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

. Is currently pregnant ? 0 Yes & No  Of child-bearing potential: .El’ Yes 0O No
D Surgically Sterile, year 00 Post-menopausal, year

If of child bearing potential - B-HCG Test Results: @ negative 0 positive Wa zzo 5 gz ‘
L~ 8 i L4

SQfanjwmiasalwIN

Female Male

. Is currently lactating ?

NN

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 ?

X

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,
g 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 O Not Qualified _ for participation in this study.
Reasons for dlsquahﬁcatmn Interviewer’s Imﬁals/Date O?)
Date: / /
Investlgator’s Signature: /é 24 4/%——\ - mm /f 0 %




HTR Study No.: 03-122085-106

Data Collection Form 3 Page No.. T - 57 7
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials Subject i:)rgn‘ # Study #
P Test B7/3203 K ) €@ | Permanent:
Period | 7ttt | DM/ w 03-122085-106
1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, and other skin disorders? Z&es {MNo
If no, please indicate condition:
II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? Z?es [No
If no, please explain:
III. Has subject been ill since the last visit? [JYes (Complete below) &'No
IV. Has subject used any new oral or topical medication? [JYes (Complete below) zfo
Based upon the above responses, the subject is: (Qéualiﬁed (0 Not Qualified to continue on the study.
Reasons for disqualification:
TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS
Date of Onset; Date Reported: Date Resolved:
Describe condition:
#7™1  Was reaction related to treatment? (INotrelated (1 Possibly related (] Definitely related (] Other (explain)
Action Taken: (MNone (0 Continued onstudy {1 Withdrawn fromthe study [ Consulted physician
0 Medication taken (Complete below) [JHospitalized = U Other (explain)
Additional Comments:
CONCOMITANT MEDICATION
Medication ~ ; Start Date Stop Date Indication
(Oral or Systemic) Total Daily Dose mm/dd/yy mm/dd/yy (Reason for Taking)
! / A
/ / A
/ / I
Comments:

Interviewer’s Signature: m M pate: O 1/ Q 7 /03
: mm dd yy
) g = _




Data Collection Form 4

HTR Study No

.: 03-122085-106

No.::m: =~ 92@

Page
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
CFU/mL of Sampling Solution
Test Date Subject Initials Subject Erée’i # Study #
07:29,03 | N/E (> |Permanents: 03-122085-106
mm dd vy | F. M L Gl
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10* 10° X 10 10 10° 10°
=
T 12 | &9 W | /95 29
™| 3% 8524 wtt A5 4
CFU/mL2:5X107 Counted by : 77%__17-3/03 CFU/mIB-OXD” _ Counted by: T~ 17303

A Vot eshinoded due B unelen drstribution of colonws. , 7¢ 7- 3/ 03
A Peolooble dilud on ecror. Do Mot wir (h calewlosHon. 7& 7343

LEFT HAND WASH 1 RIGHT HAND
107 102 10° 10* 10! 10?2 10° 10
TAne ThCe | Doe 3l 12543 Wie | MR | sg
INTC nte | pre |83 TNTe Ve, | e | 2
TN« ™ML
CFU/mL4.2X10° Countedby: @5/ 7-3/-03 | CFu/mL 5.7X10> Countedby: &f§ | ?-3/~03
LEFT HAND WASH 11 RIGHT HAND
107 10 10% 10% 10 10?2 10° 10"
™e ™e | e | 6z e, mre | e | Y7
e TWTe ™te | 90 DIz, 7ATC ™R |28
Ve WVTe
CFUImL7.6X10° Counted by : _$#¢ /7-3/-03 | CFUML7. 4 x/0% Countedby: WS [ ?2-%-a03
Calculations by: INB  108:01-03  Raw datareviewed by_ S0y / F-6-03
Calculations Verified by: ___#4s [ ®-1-03
*10-! dilution is the sum of 1.0 mL spread across 3 plates. ‘
Underlined values are used for caleulation of CFU/mlL
TNTC — Too Numerous To Count
Investigator’s Signature: Date: é / // | O
: = /4 Zm/ a/‘ “mm  dd ¥y




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

FOLLOW-UP VISIT PageNo. JL— 579

Visit Code Date SubjectInitials | Subject S“’E%’/ Study #
, volowwy | 0B 071 D3| [A1E 1 G | Fermanent#: éé 03-122085-106
Visit mm dd vy F M L

Date Subject Entered the Study: Follow-Up Visit Date:
A2/ D3 03,04, 23
mm dd  yy mm dd  yy

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

0 YES NO If yes, complete below:

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

Comments:

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

0O YES % NO If yes, complete below

Comments:

Medical Conspitant’s Sigpature: ' Date
Cél =7~ ’ - ' ol o, 03
- ) : #-©

mm dd | yy
/4




HTR Study No.: 03-122085-106

Data Collection Form 1 ' ) Page No;@__:%
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM
—_ Visit Code Date Subject Initials | SuPlect ch;i; Study #
Qui?il;ij:acttion 27/ "3 L2 y5y % / 5 / ’ED Permanent #: 7| osz085106
Gender: O Male &~ Female . Age: 60  Years

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

1. DERMATOLOGIC DISORDER No Yes ot
1. Psoriasis ? L .
2, Eczema ? L
3. Skin Cancer ? o
4.  Skin Allergies ? Please specify: v
5.  Hives? .
Does the Subject have any of the following (present and past)?
0. OTHER MEDICAL INFORMATION No "Yes 1233‘;
1. Allergies.? Please specify. /
2.  Hepatitis ? v
3.  Heart and Vascular Disease? v~
A 4,  Liver Disease ? P
f”""‘q 5.  Xidney Disease ? v
6. Tuberculosis ? e
7. Diabetes ? Controlled? Diet[ ] Oral[ ] Insulin( ] L
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 any medication? It yes, please specify below:
II. MEDICATION No Yes Don't
1.  Antibiotics, oral or systemic ? L
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? e
3.  Heart Medication ? [
4, TInsulin? e
5O ot ran Vista Lag Lidas P
Comments: @ adpsd 722/0% gh oo 4 W
Based on the above medical history, the subject is: B@aliﬁed or O} Not qualified = for the study.
™ | Imterviewer's Signature: m Coravern ' | Date: "0 7 /| KX} | 03
) mm da vy
>, ‘ _ :




Data Collection Form 2
INCLUSION / EXCLUSION FORM

HTR Study No.: 03-122085-104

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

showering, and handwashing during the entire study ?

Page No.: -
Subject Screen #:
Visit Code Date Subject Initlals Study #
L RR5 |
Qui}‘i?::fm 072/2(/8 5 g / E /_E_ Permanent #: L7 | 03123085106
mm dd
INCLUSION CRITERIA
Check one
NO Sibject:
1. Is 18 through 65 years ?
2. Has signed informed consent ?
% | 3. Ishealthy as evidenced by responses on DCF 1 ?
q}': 4, Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ?
@," ;1V 5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed 7 _
6

oo'\)

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

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

liquids, talcs and other deodarant/antiperspirent products during the entire study, unless prescribed by a
physician for an intercurrent iliness ?

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

physician for an intercurrent illness ?

TSNS

10.

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

11.

Is willing to comply with all study protocol requirements ?

EXCLUSION CRITERIA

m. | YES

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, antibjotic, Polysporin® and/or perfume allergies ?

RIS ES A

. Has eczema or psoriasis on their hands or wrists ?

Female

‘Male

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

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

. Is currently lactating ?

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

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

\

10.

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

NANAN BN ANAL AN

i iL.

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

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

ualified

A Reasons for. dxsquahﬁcatxon

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

O Not Qualified for participation in this study.

Interviewer’s Initials/Date;__ 1D Q. L 872-A(- 2]

p24

' . _f ., 03
Investlgator‘s ngnatute %Zl / Date: Zm / f[ dd/




o

A

A=)

HTR Study No.: 03-122085-10
Page No.:l -5

Data Collection Form 3
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM:
Visit Code Date Subject Initials | Subject Sereen #: Study #
Test 0’2 / aq / 05 (: / E / & Permanent #:
Period EE’ aa —'};y‘ 5 —L_/I—— “1 é 7 03-122085-106

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

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

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

Based upon the above responses, the subject is: JQualified (1 Not Qualified to continue on the study.
Reasons for disqualification:

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

Was reaction related to treatment? INot related  [J Possibly related U Definitely related 0 Other (explain)
Action Taken: ONone I Continued onstudy  [J Withdrawn from the study [ Consulted physician
0 Medication taken (Complete below) [Hospitalized [ Other (explain)
Additional Comments:
CONCOMITANT MEDICATION
(Orl\:leg:?yt;?:mic) Total Daily Dose 1::1: ?d]c;?;ey ;;0}1 dli)iit;y (Reg.lvggifc;'ﬁ;:king)
/ / / /
I /A
/ / / /
Comments:

- Interviewer’s Sigx.aan;re:%&l% é\?‘} mwl;‘ﬁ Date: sz / (%;Z /Oy%




Data Collection Form 4

HTR Study No.: 03-122085-106
K o053

Page No.:

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

Test Date Subject Initials Subject Sg;fg Study #
07229, 03| G/E /B |Permanents: 03-122085-106
mm dd yy | F M L L7
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10% 10° 10¢ 10+ 10 10°
INTC (b4 19 TNTC 172 ;
INIC | AL 14 INTC 124 '
CFUmLI5%10” Counteaby: INB_107-31-03 crU/mn) X 10 7 countea vy INB_07-3[-03
LEFT HAND WASH 1 RIGHT HAND
10° 10? 102 10* 10! 10 10° 10
TNTC TNTC %5 q INTC, TNIC 49 S5
INTC INTC [y |3 TNTC TNTC | 179 3
TNTC NTC
CFUmLE2X%105 Comnted by : JNB__07-31'03| crusmil- 1% 10> Comtedby: _ INB _107-5]-03.
LEFT HAND WASH 11 RIGHT HAND
10" 102 107 10 107 10° 1073 10*
W T /147 8 AT Ve /6 /5
I Ve 70 /6 NI Ve | /28 e
The TN
CFU/mL 12x10° Counted by : €45 /7-31-03 | CFU/mL | 2X10°3 Countedby: O [ 7~3/-02.
Calculations by: j '\/ B i 0%‘0' ‘03 Raw data reviewed by 51— By g" -03
Calculations Verified by: __§AS / R-1-0%
*10-! dilution is the sum of 1.0 mL spread across 3 plates.
Underlined values are used for calculation of CFU/mL
TNTC — Too Numerous To Count
Investigator’s Signature: / /é\/\ Date: 9 / // /| O 3
S _2,,/ J/ mm___dd vy



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

FOLLOW-UP VISIT Page No. JL— O ‘?‘H
Visit Code Date Subject Initials Subject Screen #; Study #
. P H
AN Follow-up ﬂZ/ 04 Qi _&/é_/_@ ermanent # é 7 03-122085-106
Visit mm vy F M L

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

27.2/1.0% 081 54, 03

mm dd vyy

mm dd  yy

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

O YES }d NO If yes, complete below:

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

Comments:

)

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

O YES }( NO If yes, complete below

Comments:

mm Yy

edical Consultant’s Signature: ' ' Date
~ g o3
/ /
é? /@WM//@ e
/

Ml



Data Collection Form 1

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM

HTR Study No.: 03-122085-106

~ Visit Code Date Subject Initials S“"J“'S;’,;"n # Study #
Subject i N __Q?} J’S:, A “ Permanent #:
. . / / / / 03-122085-106
Qualification mm ad F M L ég
Gender: 0O Male #A Female . ge: ._5;3;’_ 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 ? P
4,  Skin Allergies 7 Please specify: 4
5.  Hives? /
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No "Yes 112;2;:
1, Allergies.? Please specify. e
2. Hepatitis ? P
3.  Heart and Vascular Disease? S
4, Liver Disease 7 i
£ ) 5.  Kidney Disease ? >
6. Tuberculosis ? L
7. Diabetes ? Controlled? Diet[ ] Oral[ ] Insulin] ] -
8. Cancer? cyption 12 1S BIRTE DD v
9.  Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? —
10. Organ transplant ? —
11.  Any other condition not listed ? Please specify: -
Is the subject taking any medication? Ifyes, please specify below:
Don't
I MEDICA.LTION No Yes Know
1.  Antibiotics, oral or systemic ? e
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? /
3. Heart Medication ? e
4, Insulin ? /
5.  Other? -
Comments£
Based on the above medlcal lustory, the subject is: Zéahﬁed or 1 Not qualified for the study.

Interviewer's Signature: % M
24 | (\ «\MJ

" Date: 67 / &’[ / 03
mm dd vy

Page No.:E_:L:)%rD



——at

Data Collection Form 2 HTR Study No.: 03-122085-1
INCLUSION / EXCLUSION FORM Page No.: :I_-5f’£§p

Visit Code Date Subject Initials | Sublect Screen % Study #

Subject Permanent #:
—" Qualification Q—/—J-—-B _%-/%/_lt é? 03-122085-106

i mm dd ~

INCLUSION CRITERIA

Check one
NO Subject:

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

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

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

. 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 ?

jn|hjwiN

~)

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

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

9. 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 d\mng the entire study,
unless prescribed by a physician for an intercurrent illness ?

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

i
i
i
~

/
/
-~
/
z
e
=

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

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

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

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

. Is currently pregnant ? 0 Yes ’Ro  Of child-bearipg potential: 0 Yes & No
2 Surgically Sterile, year C\ a.% O Post-menopausal, year
If of child bearing potential - B-HCG Test Results: O negative [ positive
8. Is currently lactating ?

AN

Female { F Male

(4]
g
o

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

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

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

\\\\\\

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

Reasons for disqualification: Interviewer’s Initials/Date; 6@)/ 7/ &\ lba

I ' - Date: @ /C / “ o
Investigator's ngnat#e: g Z «%/\yr o = __.d_%.y




HTR Study No.: 03-122085-

106
Data Collection Form 3 Page No.: T - %%7
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | SuPiect %’f‘i‘?‘ #: Study #
Test Permanent #:
Period g—m—’—%’ 03 %’%’—Ej- é% 03-122085-106

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

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

TII. Has subject been ill since the last visit? [JYes (Complete below) @' No
IV. Has subject used any new oral or topical medication? OYes (Complete below) Eﬁo

Based upon the above responses, the subject is: U{luahﬁed [J Not Qualified to continue on the study.
Reasons for disqualification:

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

Was reaction. réiated to treatment? [INot related ' 0 Possibly related [ Definitely rt;,lated {0 Other (explain)
Action Taken: [(INone  [J Continued onstudy  [] Withdrawn fromthe study = [} Consulted physician
O Medication taken (Complete below) [IHospitalized 1 Other (explain)
Additional Comments:
CONCOMITANT MEDICATION
(Orlze:rk;ytsignic) Total DaityDose | VT | camiadlyy (Re_a?;gi;:: Taking
/ A
/ ro
/ /o
Comments:

- Interviewer’s Signature: %"—
e

4
|

/

/

/
E/(gq %: :I Date: (21;2/&‘2 /0}’%
| r



Data Collection Form 4

HTR Study No

. 03-122085-106

W

Page No.: ~

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

Test Date Subject Initials Subject Sc;x't% Study #
072:29,03 | "D, T/ H |FPermanenté 03-122085-106
mm dd vy F M L (pg
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10 10° 10°¢ 10* 10° 10
we | 327 20 INTT (20 17
A 233 1z ™R 164 15
CFUML23%107 Counted by: _TO 173103 CFU/mLLE-TX107 Counted by: 70~ [7-3)-0
LEFT HAND WASH 1 RIGHT HAND
10" 102 10 10% 10 10 10° 10
TNTC TRTC | TNTC | BD TNTC INTC | 200 | 20
INTC INTC | INTC | 62 TNTC INTC | 195 24
TINTCT INTC
CFUMmIS -3 Y10 S Counted by : J NB 167-303 CFUMmL 2.0 X R)S Counted by : JNB 107-3143
LEFT HAND WASH 11 RIGHT HAND
107 10* 10° 10 10 107 10° 10
INTC DI | 243 L 49 T e | e |43
WIL e | 233 | Yz TNTC mre | e | 3y
NG — TV T
.CFU/mL 2_1)‘_1_0__5_____ Countedby: $45 / 1~3/-03 | CFU/mL ml_Qi_____ Countedby:_ WS /2-37-03,
Calculations by: JNB 108-01'03  Raw data reviewed by S 1 Q- 603

Calculations Verified by:

IAS

/ /~t1-03

*10-! dilution is the sum of 1.0 mL spread across 3 plates.
Underlined values are used for calculation of CFU/mL

TNTC - Too Numerous To Count

Date: Q /4 /03
mm dd vy

Investigator’s Signature%
z ya



o~ Follow-up 0?/ 04/ d >, Dy __;2:/ ﬁ Permanent #: ég
mm dd yy F M L

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

FOLLOW-UP VISIT Page No.. JL = D" 53?

Visit Code Date Subject Initials Subject Scre,%j:7 Study #

W 03-122085-106
Visit

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

071 211 0> 02,04 O3

mm dd vy

mm dd vyy

fm\

j

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

3 YES NO If yes, complete below:

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

Comments:

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

O YES W NO If yes, complete below

Comments:

Medigal Consulidyt’s Slgnature Date ‘
2 Qﬂ@j ‘ , g/ Y 2 }
/. #

mm dd Yy




HTR Study No.: 03-122085-106

Data Collection Form 1 Page NO-:E.I_;’QO
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM
~ Visit Code Date Subject Initia)s | Sublect Screen Study #
' . A6 ®
Qni;li?:::ion 07/l [03 | K I 1P |Fermanents: 7 03-122085-106
mm dd vy F M L
Gender: O Male " Female . Age: _J /  Years
Does the subject have any of the following at the treatment sites?
L DERMATOLOGIC DISORDER No Yes pont
1, Psoriasis ? NV
2. Eczema ? Yz
3. Skin Cancer ? o
4, Skin Allergies ? Please specify: e
5.  Hives? ‘ v
Does the Subject have any of the following (present and past)?
. OTHER MEDICAL INFORMATION . No Yes gﬁﬁ:
1. - Allergies.? Please specify. <o, 0,5 / ' e
2.  BHepatitis ? ) o
3. Heart and Vascular Disease? 4
. 4. Liver Disease ? -
. 5.  Kidney Disease ? o
6. Tuberculosis ? v
7. Diabetes ? Controlled? Diet[ ] Oral{ ] Insulin| ] 1
8.  Cancer? v
9,  Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? v
10.  Organ transplant ? S
11, Any other condition not listed ? Please specify: 4 po_/y 0 i —
R b [ .
Is the subject taking any medication? If yes, please specify below:
TIL. MEDICATION No Yes Don't
- Know
1. Antibiotics, oral or systemic ? o
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v
3. Heart Medication ? v
4, TInsulin? v
5. Other ? J'VA'/Iyrg[d z{).g agi l&dﬁ¥ :&: ﬁ%gﬂﬂ;‘md 154 "
: = 4 A5.7 i1x dey For deprésswa
Comments: Effexor 1mq /X dey ¢ ¢ presse
- Based on the above medical history, the subject is: Qualified or {J Not gunalified for the study.
Interviewer's Signature: %W . a)m " Date: _ o7 / az/dd [ o3
mm vy



: Permanent #:
o~ Qualification | SL/AL/ 03 /E/:(n i é? 03-122085-106

Data Collection Form 2 HTR Study No.: 03-122085-1Q6,
INCLUSION / EXCLUSION FORM Page No.: -

Visit Code Date Subject Initials Sub]e;t icr;m # Study #

T =

Subject

f} mm dd vy 1
INCLUSION CRITERIA

Check one
NO Subject:

1. Is 18 through 65 years ?

. Has signed informed consent ?

2
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 ?

Lh

Lo Sevramnnilo that avt, 3 4
. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ?

(=2

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

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

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

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

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

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

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

NSO \\\\\E

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

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

Has artificial nails or nail tips?

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

£y 518~ Surgically Sterile, year /944 O Post-menopausal, year
If of child bearil(&pomnﬁﬂ - B-HCG Test Results: O negative O positive
8. Is currently lactating ?

NI

Female | Female | Male

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

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 ?

NANANA NN

Based upon dermatplogic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
: B/Qoualiﬁed 00 Not Qualified for participation in this study.

Reasons for disqualification: Interviewer’s Initials/Date;___ MM/ | 7R [ O3 -

Ivestigator's Signature; 4 24/@//{//\/ Date: m% 1 'dd~/ C :’;yy



Data Collection Form 3
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
. s . . Subject Screen #: .
Visit Code Date Subject Initials Study #
2003

03-122085-106

mm dd vy F M L

Pz:is;d Q?/QQ/ 03 K/ J / P Permanent #: [aq

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

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

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

Based upon the above responses, the subject is: E/Qualiﬁed {0 Not Qualified to continue on the study.
Reasons for disqualification:

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported:

Date Resolved:

Describe condition:

— Was reaction’.x"elated to treatment? [INot related . [J Possibly related  [J Definitely rc;.lated [0 Other (explain)
Action Taken: ONone O Continued onstudy  [J Withdrawn from the study [ Consulted physician
O Medication taken (Complete below) [THospitalized =[] Other (explain)
Additional Comments:
CONCOMITANT MEDICATION
(O;l-\:zlleg:gt:t):mic) Total Daily Dose | ;td]c??t;y oy dléjtyey (Rep.lszg?:rt iI("’:king)
/ / / /
r ! /!
/ / / /
Comments:

Interviewer’s Signature: % E_ W’\W Date: (Zm7 / oid? / O)p
. o 1 . '

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




Data Collection Form 4

HTR Study No.: 03-122085-%06

Page No.; -

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

TestDate | Subject Initials | SuPiect S““‘%* Study #
()
02:29,03| K,J /P |Eermanenté: 03-122085-106
mm dd vy F M L @q
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
107 107 10 10 10°° 10
—
nTv Riszf. 49 . ™2 215 25
wi o d 2Y ™2 | 244 23
T ————
CFUMLZ8X1" Counted by : ~T0~_7-31-03 CFUmLZ6 Y107 Coutedby: T& | 7-3/43

ADid ogrestinaty olue fo coan«%nb.'/,’%j oFUeplak. @ 7.3/03

LEFT HAND WASH 1 RIGHT HAND
10! 102 107? 10 10 102 10° 10*
TN N bg b TN ne | S/ 1 7
N C N e Ny v /] TN ™| .57 |3
- ™IS
CFU/nmw_@_t____ Countedby: Tl _/7-3+03 crumibaY o4 Countedby: 7l [7:3/-03
LEFT HAND WASH 11 RIGHT HAND
107 102 103 10* 10" 10? 103 10%
INTC FInre| b3 7 INTC TNTC 2.1 4
TVTC INTC % 9 TNIC e |49 .1 7
TNTC © INB 07 310 TNTC '
cFu/mL 5.4 x (0% Countedby : IN®_67-3'03| crumL58 x10% Counted by : _ INE> 013103
Calculations by: ONB 08:01-03  Raw datareviewedby S LH / $b-03
Calculations Verified by: ___§A43 /_®-1-03
*10-! dilution is the sum of 1.0 mL spread across 3 plates.
Underlined values are used for calculation of CFU/mL
TNTC — Too Numerous To Count
Date: 9 / / / ; 0 3
mm dd vy

Investigator’s Signature: (/g Z AA//
7 2 VA/\J Y




Data Collection Form 6

HTR Study No.: 03-122085-106

FOLLOW-UP VISIT PageNo. JL— D91
Visit Code Date Subject Initials Subject ScreeQn #é. g Study #
FM\J; Follow-up d/ 0 4 / 0 3 /{ / J_ / p Pema.nent #: M 03-122085-106
Visit mm dd vy F M L
Date Subject Entered the Study: Follow-Up Visit Date:
07,21, 0% 93,04, 03
mm dd vy mm dd yy

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

O YES )Z(NO

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

If yes, complete below:

Comments:

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

0 YES }11«0

Comments:

If yes, complete below

Date

S ¥ 03

‘mm dd vy

Medigal Congultant’s Signature: ’
E sloim s, o
y /

A



Data Collection Form 1

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM

HTR Study No.: 03-122085-10

Page NQ.E:_g q5

. s : i Subject Screen #:
Visit Code Date Subject Initials
AJo

Study #

Subject

mm dd vy

7 Permanent #:
Oualifiention | LA 2L1 0. QDF.//_;'VIL_/% 03-122085-106

/0

Gender:

0O Male B/Female .

Age: o 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 ?

L Il ol B

Skin Allergies 7 Please specify:

Hives ?

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 ?

Tuberculosis ?

Diabetes 7 Controlled? Diet[ ] Oral[ ] Insulin{ ]

Cancer ?

et I Bl T B Bl I el Rt e

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

0.

Organ transplant ?

NN RNV 2

11,

Any other condition not listed ? Please specify: 4, . ¥,
[4

Is the subject taking any medication? {3 yes, please specify below:

1. MEDICATION

Don't

Yes Know

Antibiotics, oral or systemic ?

Cortisone, Steroids, ACTH, Anti-reaction Drugs ?

Heart Medication ?

Insulin ?

SN 2

b Bl Bad Bl B

Other ? £ffwvpr 39.-Tmg 2% Jﬁmgrwﬁr

Comments£

Based on the above medical history, the subject is: Sefalified or O

Interviewer's Signature: 57444,(7-\% V5% . Date:

Not qualified for the study.
07 | 2/ | a3

mm dd yy




/‘?

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

Visit Code Date Subject Initials Subject Screen #:

219D Study #

Quillli?::ttion 0212103 | D iy |Fermanent# 20| 03122085106

mm dd vy f m 1

INCLUSION CRITERIA

Check one

NO Subject:

1.

Is 18 through 65 years ?

38

o AAGS Gigdibis AAULLAVS BVl

Hae sioned informed consent ?

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

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

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

Alnipdjw

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

showering, and handwashing during the entire study ?

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

00| X

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

liquids, 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 antibjotic medication during the entire study,
unless prescribed by a physician for an intercurrent illness ?

N AN A ARA AN

11.

1s 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 ?

NATNMNAL

. Has eczema or psoriasis on their hapds or wrists ?

Female Fema\ly Male

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

D Surgically Sterile, year 0O Post-menopausal, year

. Is currently lactating ?

If of child bearing potential - B-HCG Test Results: @ negative 0 positive 7/&2 ZQ o) 8& 3
i 4

. 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 thenmatoid arthritis 7

10.

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

v
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.

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

Qualified
Reasons for dlsquahﬁcauon

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

0 Not Qualified for participation in this study.

Interviewer’s Initials/Date: Mmmed | 07-RL-0F

Investigator's Signsture: % 2 / é /, I?atf: m% "‘ /(dd/ ijy



HTR Study No.: 03- 122085 10

Data Collection Form 3 Page No.: E
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials Subject Screen #: Study #
o~ Test 67/ o’('q / 03 b / M / 4 Permanent #:
Period mm d 3 F M L 70 03-122085-106
I. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, and other skin disorders? @¥es ONo
If no, please indicate condition:
II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? Q&es [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? [JYes (Complete below) Bgo
Based upon the above responses, the subject is: lZ(Quahﬁed O Not Qualified to continue on the study.
Reasons for disqualification:
TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS
Date of Onset: Date Reported: Date Resolved:
Describe condition:
£ YWas reaction related to treatment? [Not related (I Possibly related [ Definitely related [ Other (explain)
Action Taken: (ONone [0 Continued onstudy [ Withdrawn fromthe study [0 Consulted physician
D Medication taken (Complete below) [JHospitalized ~ [1 Other (explain)
Additional Comments:
CONCOMITANT MEDICATION
Medication L ; Start Date Stop Date Indication
(Oral or Systemic) Total DailyDose | /dd/yy | mm/dd/yy (Reason for Taking)
I A
A /!
r A
Comments:

i . ,..‘ . . Date: 07/&9 /03
Interviewer’s Signature; %11 %dﬁ‘ MW) o, i o




o~

A~

Data Collection Form 4

HTR Study No

Page No.: -

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

.£ 03-122085-106

Wo54g

TestDate | Subject Initials | SuPiect SCEE?) Study #
02,2903 | D, M+t |EBermanent#: 03-122085-106
pm dd yy | F_ M L 70
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10 10° 10 10 10° 10
INIC. | 1en 24 TNIC |74 20
INIE. | 22680 5 TNIC 175 15
CFU/mL 2.2X!0 " Counted by JNB /073102 CFU/mIJ'"’“D—' Countedby:jNB 1071303

LEFT HAND WASH 1 RIGHT HAND
10" 10 107 10 10" 107 10° 10°
TNTC INTC | INIC | 306 TINIC. N | NIE | 44
TNTC —NIC |TINTC |~ 29 TNIC TNIc | TNTC | 34
NI — INIC
CFU/mL3.2 %105 Counted by : INB _ /07-3103 | CFUMmL 3.9X10 2 Counted by : JNB___/41:31:03
LEFT HAND WASH 11 RIGHT HAND
10 102 10° 10 10 10? 10 10
T el 9/ | /¢ NTZ e | 20| 1Y
TN - _’Z-’_?’f_ X ™R W] AR | I
Tt e~
CFUmL 1.k X0 5 Counted by : T 17303 | cFUmL $XI10° Counted by : Z& /7’& Q. 3 .

SeH , %603

Calculations by: J-NB / %&0!1-03 Raw data reviewed by
Calculations Verified by: ___ 43 ! 8-{-03

*10-! dilution is the sum of 1.0 mL spread across 3 plates.
Underlined vatues are used for calculation of CFU/mL

'TNTC - Too Numerous To Count '
& D ot eshinate, due +o countolility of Hie plote. INB 873103

Investigator’s Signature:% 6 %’\ g
7 » { Y/

i/
dd

Date:

05
Yy

mm




l}ata Collection Form 5A

o o L 2 e e e
Subject Initials VidadRN Subject # / (/ Study No. 03-122085-106
N ' Page No.’ - 5QQ
Y : °
‘ ADVERSE EVENTS
' SAE' Action Relation-]  Investigator
Symptom / Event Onset Date :‘d Date YIN Severlty Taken Outcome ship Sjgnafure/Date
7 / —
W / 3/ 03 A o3| N 5/ L/ *‘ e AN
Daty_fCommentNote ’3‘ @Wﬁﬂm W ;éz?’ :@‘a@”mm 270P inffas
7_’//03 - .44 l‘ ﬂl Pl l l /7 ,v'
C?% y
SAE' . Action Relation-| Investigator .
Symptom / Event ) Onset Date| End Date YIN Severity Taken Outcome ship Signature/Date
' 0 J%M 2403 g
%"atg Comment/Note: ‘ Initials
3-8 or) o Naik o B !
, AL
=74
; SAE' . Action Relation-| Investigator
Symptom / Eyent Onset Date| End Date YIN Severity Taken Outcoms ship Signature/Date
%r;tg Comment/Note: Initials

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

Severity: 1=Mild 2=Moderate =Severe

Relationship:  1=Definite =Probable 3=Possible

Action Taken: 1=None 2=Rx Thefapy 3~Discontinued Sfcudy
/) Outcome: 1=Resolved w/o

sequelae

(describe)

- * 7 .
lserious Adverss gént&@xpeéiénce "‘f

- 2=Resolved w/ sequelae 3-ongomg -

4=Unrelated

4=Death

4=Other (spécify




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

FOLLOW-UP VISIT Page No. L= (OO
Visit Code Date Subject Initials Subject Screen #: Study #
G volowwp | DELOYL 1. D3| L1 /1) A | Rermanent#: 70| 03-122085-106
Visit mm dd vy F M L .

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

27:.21.02 B1O4.03

mm dd yy

mm dd vy

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

t% YES O NO If yes, complete below:

Clinical Observations: clude date of onset and descripti

ons/seve‘rityllocaﬁons, ete,
TM&/W L) VW/Z} y&ﬁ M

L4

Comments:

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

O YES }&/NO If yes, complete below

Comments:

Medical Congultant’s Signature: ' Date
-~ fZﬁ o S ATk
* £ W] / / W’ @ mm dd yy



Data Collection Form 1 Page No. I -

HTR Study No.: 03-122085-106 % l

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM

~ Visit Code Date Subject Initials | SuPiect Sereen # Study #
. R B&
Subject P t#:
Quanﬁjcaﬁon 07 1RL /_15. T E | e 03-122085-106
mm dd F M L
Gender: B Male O Female . Age: A7  Years
Does the subject have any of the following at the treatment sites?
1. DERMATOLOGIC DISORDER No Yes 113:32;
1.  Psoriasis ? el
2. Eczema ? L
3.  Skin Cancer ? v
4.  Skin Allergies ? Please specify: —
5.  Hives? v
Does the Subject have any of the following (present and past)?
I. OTHER MEDICAL INFORMATION No "Yes Dont
1.  Allergies.? Please specify. i [ )
2, Hepatitis ? —
3 Heart and Vascular Disease? L
P 4.  Liver Disease 7 /
oo ) } 5.  Kidney Disease ? L
6.  Tuberculosis ? ,/
7. Diabetes ? Controlled? Diet[ ] Oral{ ] Insulin{ ] "
8. Cancer ? L
9.  Auto-immune disease (Lupus erythematosus, thyroiditis, ATDS, etc.) ? e
10.  Organ transplant ? o
11.  Any other condition not listed ? Please specify: ) .m adas ' < Vv,
Is the subject taking any medication? If yes, please specify below: @ 1’:{ o
! -.
L. MEDICATION No Yes Don't
. Know
1. Antibiotics, oral or systemic ? e
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? e
3.  Heart Medication ? P
4, TInsulin? L
5, %er? bdt‘-’/’b(;:t]:‘{' A%EZEQ: : 208 s P
Comments:- : rxd Zi
Based on the above medical history, the subject is: BQ/hﬁed or {1 ~ Not qualified for the study.

Interviewer's ngnature | Date: 07 /_',,1‘/ AN
' M 777 Co—v\m»e/; mm &

=

Sy



Data Collection Form 2 HTR Study No.: 03-122085-106
INCLUSION / EXCLUSION FORM Page No.: XX =02

Visit Code Date Subject Initials | SUPiect S":;“_;;?/ Study #
Subject t
o Quilifieation | 22/217108 |\ TIT I [~ Permanen 7/ 03-122085-106
N mm dd vy f m |
INCLUSION CRITERIA

Check one
NO Subject:

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

L/,
Y /
o\

. 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 ?

Ajfnibn]lwlp

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 iliness ?

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

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

Check one ..
YES NO N/A Subject:
1. Is currently participating in another clinical study at this or any other facility ?
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 ?
. Has eczema or psoriasis on their hands or wrists ?
. Is currently pregnant 70 Yes 0O No  Of child-bearing potential: O Yes O No
Female | Female | Male L 0O Surgically Sterile, year " O Post-menopausal, year
If of child bearing potential - B-HCG Test Results: O negative 1 positive
- 8. Is currently lactating ?
e

ATATAIAY

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 ?

NN

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 m Data Collection Forms 1 and 2, the subject is:
‘ " @ Qualified O Not Qualified for participation in this study.

Reasons for disqualiﬁpaﬁén: . Interviewer’s Initials/Date: BC 1072703

) : : - - 7
Invcstigator:s Signature: A’ i% %/— Date: m?/ [ 4 dd/ o y?
- T T —




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

Data Collection Form 3
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM

Visit Code Date Subject Initials Subject Screen #;

Study #

s

P’i:is:d D’] / ﬂ/ D?J J I F" Permanent #; 7 (

03-122085-106

mm dd vy F M L

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

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

TI. Has subject been ill since the last visit? O Yes (Complete below) B’No
IV. Has subject used any new oral or topical medic;?'on? [IYes (Complete below) Bﬁo

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

Reasons for disqualification:

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

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

Action Taken: (lNone [ Continued onstudy [ Withdrawn fromthe study I Consulted physician
3 Medication taken (Complete below) [JHospitalized  [1 Other (explain)
Additional Comments:

CONCOMITANT MEDICATION

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

‘ o 2 . . ate: ) ¥,0
- Interviewer’s Signature: %}1 i VSM Dat gm / (;?id / y§
i , A




Data Collection Form 4

[y

HIR Study No.; 03-122085- ?06

Page No.:

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

Test Date Subject Initials Subject Séeg;% Study #
07,284,063 | J /T F |Permanent# 03-122085-106
mm dd vy F M L 7/
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10 10° 10 10 10° 10°¢
| __‘m&_é’ﬂ_é /3 W L 20
™~ 2 [ T LA X2
e/
CFU/mLZ.0X/0_ Counted by : 70~ /7 -3-® CFUMmI2.0%107 Countedby: Tl _/ 7%3/-63

[__P(-: Lolo Ptc.c.'\c‘enif)' 6‘;’555 Contmeninaton . Uaace 4o covat T 7.31°03

LEFT HAND WASH 1 RIGHT HAND
10" 10% 10° 10* 10 102 10° 10
At ™| Y | /e e | W N | 4T
™ ™ AD AA T | T W 23
T | TS
CFU/mL 2.1X 10 > Counted by : T~ /7 3+ 03 CFUMLIIXI0 S Counted by: ~70~ /7-3)-03
LEFT HAND WASH 11 RIGHT HAND
10! 102 10° 104 10 107 10° 10%
INTC TNIC | |75 | 20 INTC. INTe | )07 | 15
TNTC INTC | 6 K4 TNTC TNTC. | T2 4.
™IC INTC
CFU/mLL-0X10° Counted by : INB_/07-3103 | cFusmL |.0X107 Counted by : INB__VT'31-03

Calculations by: J—-N:B

/OQOHB Raw data reviewed by 5(«“’ 1 9-b 03

Calculations Verified by:

A /

8-1-03

*10-! dilution is the sum of 1.0 mL spread across 3 plates.
Underlined values are used for calculation of CFU/mL

TNTC - Too Numerous To Count

Date:

g

mm

1 [
ad

1 25

yy’

Investigator’s Signature: /g i %/_\
L Ll 0



Data Collection Form 5A

Subject Initials TTF Subject # ‘7[ . Study No.

03-122085-106

. Page No.. JIL-— ko5
)
. ADVERSE EVENTS
' SAE’ Action Relation- lnvestxgatcr
Symptom / Event Onset Date| End Date YIN Severlty Taken Outcome ship turelDate
. 7 %/ . P 2
gd bumps | dudfing 2o 77/ N | [ [ 1Y ; R e
Entry . : .~ i
Date Cgmmc;xt/Not 6) Soprnising %jﬁ ) A~ Alnmals
% s CORNAAROASe/ L/ N-ATTZ
I3 - o ane hotlS hnmas
. { . : S&J N
, O
Y7/ o
4 (8]
SAE’ . Action Relation- Investigator .
‘Symptom / Event Onset Date) End Date YIN Severity Taken Outcome ship Signature/Date
&L.QJZQSLA%QLM 3:1:03 gl
%’:g Comment/Note: Initials

8407 [tep fopullo oy o L st

A7T
]

Serious Adverse Event/Experience’

. : SAE’ . Action Relation-| Investigator
Symptom J Event Onset Date| End Date YIN Severity Taken Qutcome ship Signature/Date
%‘:g Comment/Note: Initials
Note: . Severity, Relatlonshsp and Outcome MUST be determined by principal lnvestlgator
Severity: 1=Mild 2=Moderate 3=Severe
Relatlonship: 1=Definite 2=Probable 3=Possible _ 7 =Unrelated
Action Takén: - 1=None. . .2-'Rx Therapy. . 3-Disconiinued>8tudy 4=che.r {specify) -
) | Outcome:  1=Resolvedwio 2=Resolved w/ seque!ae 3~ongo|ng 4=Death
sequelae ‘ (descnbe)



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

FOLLOW-UP VISIT Page No. JL = (0Ol
Visit Code Date Subject Initials Subject S“"’%’ gg Study #
o~ . ﬁ 0 4/ 0 3 T 7" E Permanent #:
N Follow-up / / I L 1 : 7/ | 03122085106
Visit mm 4y | F M L |’

Date Subject Entered the §tudy: Follow-Up Visit Date:

0721.2/,.03 280402

mm dd wyy

mm dd  yy

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

7& YES 0O NO Ifyes, complete below:

Clinical Observations; (Include date of onset and descripti

ons/severity/logations, etc.)
T e 7/;7/%& oL o7 s

Comments:

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

0O YES ﬁNO If yes, ct;mplete below

Comments:

Medical Consultant’s Signature: Date

(,é,a\ / Jﬂ/éw/’)%@ | ,'mg/dc%//yay%




HTR Study No.: 03-122085-106

i}
i
ol ool | o u| »| WL}

Data Collection Form 1 8 >1jo3a9  Page No. IC -l o7
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM
o~ Visit Code Date Subject Initials Subject Screen #: Study #
Subject 07 21 d Permanent #:
bject 1 21 03 .4 03-122085-106
Qualification mm . F M L Z 2
Gender: O Male 1?( Female . Age: __Q_L_ Years
Does the subject have any of the following at the treatment sites?
I DERMATOLOGIC DISORDER No Yes Don't
: pi Know
1.  Psoriasis ? 4 '
2. Eczema ? v B
3,  Skin Cancer ? v
4.  Skin Allergies ? Please specify: 1,
5.  Hives? v
Does the Subject have any of the following (present and past)?
@ /2103 Don't
II. OTHER MEDICAL INFORMATION / I ﬂ{'\— No Yes | Know
Allergies.? Please specify. —Pgy m g v,
Hepatitis ? v
Heart and Vascular Disease? v~
Liver Disease ? vd
Kidney Disease ?
Tuberculosis ?
Diabetes ? Controlled? Diet[ ] Oral{ ] Insulinf ]
Cancer ? vd
Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? apy
10. Organ transplant ? i A
11.  Any other condition not listed ? Please specify: v
Is the subject taking any medication? Ifyes, please specify below:
1L MEDICATION No Yes Don't
P Know
1.  Antibiotics, oral or systemic ? V4
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v
3. Heart Medication ? 7
4, Insulin? B et
5. Other? \I‘ﬂﬂm.«_(aamq%w i
Comments: I T 7 9 S F,%) mq ! xda,% Oz phesseno
V4

Based on the above medical history, the subject is: %aliﬁed cor O Not qualified for the study:

Interviewer‘s Signature:’(m[{\ Kl—/( }7/ Date: _ fm7 ;22 d/d /- 0;? i




Data Collection Form 2 HTR Study No.: 03-122085-10
INCLUSION / EXCLUSION FORM Page No.: ;W;:_b_oé

Visit Code Date Subject Initials | SUDiect Sereen #: Study # -
. . . -
. Qusa‘]li%‘:::ion _&/___L/_Q& CC O | Fermanents: 7 Z 03-122085-106
P N mm dd f m 1
]NCLUSION CRITERIA
Check one
, NO Subject:

It

NN NN SN

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,
B showering, and handwashing during the entire study ?

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

ajunlis~iwiN

N

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

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

Check one
} YES NO _N/A Subject:
Ve 1. Is currently parncxpatmg 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: ® Yes [ No
O Surgically Sterile, year 0 Post-menopausal, year

If of child bearing potential - B-HCG Test Results: 3 negative O positive 7 2 2R
. Is currently lactating ? <

/ﬁale

Female | F

NN

NI

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

- 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 ?

EVAN

Based upon derm gic 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 dxsqua_lxﬁganon. Interviewer’s Initials/Date; %g\/ 7/0'2/ / 03

e - ya ‘ Date: @/ £
Investigator's Signature: g iﬂ, Wy/ — __0_3_




HTR Study No.: 03-122085-106

Data Collection Form 3 Page No.: TC =40 q
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | Su0ject Scé’f;“ # Study#
Test Permanent #:
: o7 /e 03 /¢ /13
Period o 4L yy VIS 7 2 03-122085-106

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

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

TI. 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) BNo

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

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

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

Action Taken: ONone [ Continued onstudy [0 Withdrawn fromthe study [0 Consulted physician

O Medication taken (Complete below) [Hospitalized ~ [J Other (explain)

Additional Comments:
CONCOMITANT MEDICATION
Medication : : Start Date Stop Date Indication
(Oral or Systemic) Total Daily Dose mm/dd/yy mm/dd/yy (Reason for Taking)
[ /]
/ / A
/ / /!
Comments:
. : ©7) Jo ;03
I . , . , Date: / /
Interviewer’s Signature %bcyf(rn &Ja—co'z}m—u p— ¥ -




HTR Study No.; 03-122085-106

Data Collection Form 4 Page No.: -
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
CFU/mL of Sampling Solution
TestDate | SubjectInitials | S oIt sc’%“' Study #
01,20 Q& (/C S |FPermanents: 03-122085-106
mm dd F M L 72— .
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10% 10” 10% 10 10° 10°¢
T 212 {5 TPTC 148 . [
T 196 o) AITE 792 * 7%
CFUmL 2.1210" Countedby:_S€ 7 Pl foz CFUAmL 242107 Coutedby : _ SP 1€/ ifo3
LEFT HAND WASH 1 RIGHT HAND
10 10? 103 10 10 10?2 102 10°
TV INTe [T Hz. TMNTS TNTC | TMVIC Z3
TNTC TNTC yy T T TITC  |TTC 79
ThoTC_ - ®SPeliey - TNTC -
CFUMmL 4.3 % 70( Counted by : & / 8[ [fo3. | CFUmL 2-&"/05 Counted by : sSe 8// / a3
LEFT HAND WASH 11 RIGHT HAND
10! 102 10 & 10* 10 102 102 10*
TITC ToTC 23 TWITC aore | [45 | 29
TTC e | 99e* [ 7y AUTC ™C | 264% | (9
avTC T
CFU/mL 2-6X 10" Comtedby :_ S &) [o | cFUmL _2-2x{0 s Counted by : 1 & /e.
ﬂ(D W0 ad e3imale duve Yo eoentbadil ,ﬁ
ED%s 8-4-03 P 8lle> ¢
Calculations by: s 1 8-1-03 Raw data reviewed by _J NB /0%-01-03
Calculanons Verified by: __J NP /0%°01'03

*10-! dilution is the sum of 1.0 mL spread across 3 plates.
‘Underlined values are used for calculation of CFU/mL

TNTC — Too Numerous To Count

Investigator’s Signatm*e% M\/
’ O

Date: % /

mm dd

105
¥y




-

Pata Collection Form 5A

Subject Initials d c S Subject # / Z Study No.

03-122085-106

. Page No.. JXL— {21
) . :
ADVERSE EVENTS
. : SAE' Actlon Relation-]|  Investigator
Symptom / Event Onset Date| End Date YIN Severity Taken Outcome shio

ot bt V5Vos 55l N UL

1 \ ;'

%natg Commenthote% V /HMW 9&”%@@/' S . C@- #3“ Initials

o3| . padd /szm o b2l ?ﬂ/

Vs wﬁ&i_l.u]Lﬁzmd_-i_C&mzf_%um 1

Y3l oold  '0fonsr) o9
[4)

%’/03 #M 02'(/ .

Symptom [ Event____|Onset Date|End Date| % | saverity| 4280 outeome|Relation-| _ investigator

HNow bz e alove os\ Catis 3l7je> | _
!Ejr;tg Comment/Note: ' Initials

G5 For b ppcle og G len/p? |
L Aot T EFD

/4
: SAE' . Action Relation-| Investigator
Symptom / Event Onset Date|End Date YIN Severity Taken Outcome ship Signature/Date

%natg Comment/Note: Initials

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

Severity: 1=Mild 2=Moderate 3=8Severe
 Relationship:  1=Definite 2=Probable 3=Possible 4=Unrelated
. Action Taken: _ 1=None 2=Rx Therapy . 3=Discontinued Study 4=0ther (specify)
) Outcome: 1=Resolved w/o 2=Resolved w/ sequelae 3=Ongoing 4=Death

. sequelae (descnbe)

serious Adverse Event/Experience -



k ! Follow-up ﬁ/ Ml 09 Z/ d/‘j
mm dd vy F M

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

FOLLOW-UP VISIT PageNo JL— D12
Visit Code Date Subject Initials Subject Scree;z %

Study #

Permanent #:
: 72 03-122085-106

Visit

Date Subject Entered the Study: Follow-Up Visit Date:
Q_/_ZL/ﬂ_? 05,204,002

mm dd vy

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

? YES O NO If yes, complete below:

Clinical Observatlons (Include date of nset and descnpuons/seve

M o n% W o / yéﬂw&/m

Comments:

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

% YES O NO If yes, complete below

Comments: % W o /5/ MVKW @f"ﬂ /[MV\

Medical Consultant’s Signature: ' ?_ l?ate
: Y 03
& M/V\/chwﬁ 0 N




HTR Study No.: 03-122085-106

Data Collection Form 1 ) Page No.:]!_z "& , 5
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM
| Visit Code Date Subject Initials | Sublect Sé’%"(“ # Study #
Subject 0'7 AN @ S —7 ) Permanent #:
. N / / / / 03-122085-106
Qualification T dd ——_yy F M L 75
Gender: 0 Male d Female . Age: __ﬁ_@____ Years

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

1. DERMATOLOGIC DISORDER

Don't

4
o

Yes

1.

Psoriasis 7

Know

Eczema ?

Skin Cancer ?

1] Rl ol R

Skin Allergies ? Please specify:

Hives ?

\ VSRR

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

II. OTHER MEDICAL INFORMATION

Don't
Know

2
o

"Yes

Allergies.? Please specify.

Hepatitis ?

Heart and Vascular Disease?

Liver Disease ?

Kidney Disease ?

Tuberculosis ?

Diabetes 7 Controlled? Diet[ ] Oral[ ] Insulin{ ]

Cancer ?

B R R R B ke

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

0.

Organ transplant ?

11,

Any other condition not listed ? Please specify:

VWAL PR

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

I MEDICATION

Don't
Know

Antibiotics, oral or systemic ?

Cortisone, Steroids, ACTH, Anti-reaction Drugs ?

Heart Medication ?

ol Bl Rl B

Insulin ?

Other ?

\\\\\;z

Comments:

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

,@@ﬂiﬂeﬂ

or O

Not qualified for the study.

Date:

N

;. O3
vy

dd

Tnterviewer's Signature: % t Y\{S\ M
= R:,0 5\\ t v?



Data Collection Form 2 HTR Study No.: 03-122085-10
INCLUSION / EXCLUSION FORM 7l ‘i

Page No.:
Visit Code Date Subject Initials | D TIect Sc’““l ks Study # -
Subject . Permanent #:
Qualification Bl/_Q_/___B __3__./____/& —7 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 17

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

afumisiwip

. 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 ?

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 ?

. 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 fromusing topical or systemic antibiotic medication durmg the entire study,
unless prescribed by a physician for an intercurrent illness ?

WV IN VN VEAAE

11.

Is willing to comply with all study protocol requirements ?

EXCLUSION CRITERIA

Check oge -

. JYES NO ~NA Subject:

1.

Is currently partxc1patmg 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 ?

\NALINN

Qofvis]|win

. Has eczema or psoriasis on their hands or wrists 7

Female | F Male

. Is currently pregnant 70 Yes [2*No  Of child-bearing potential: O Yes [¥No

Surgically Sterile, year Qo( 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 ?

v 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 ?

uallf ed
\  Reasons for disqualification:

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

O Not Quahfied for participation in this study.

Intemewer s Initials/Date: [ \

B - K ) -
} . . A
Invcsugatox’s Signature; /é Z%///&\ Date: fn / : /f dd/ -




HTR Study No.: 03-1

22085-1{')6
Page No.: - 15

Data Collection Form 3
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
. Subiect Seraen #: I,
Visit Code Date Subject Initials | S o¢ct 2"'.:';."';'“‘ Study #
Test Permanent #:
s 073003 S /- W :
Period T ML 73 03-122085-106

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

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

II. Has subject been ill since the last visit? [Yes (Complete below) ENo
IV. Has subject used any new oral or topical medication? [1Yes (Complete below) o

Based upon the above responses, the subject is: BQfaliﬁed [J Not Qualified to continue on the study.
Reasons for disqualification:

'TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

‘Was reaction related to treatment? [INotrelated  [1 Possibly related [ Definitely related [ Other (explain)
Action Taken: (INone [0 Continued onstudy (1 Withdrawn fromthe study [ Consulted physician

O Medication taken (Complete below) [IHospitalized = [I Other (explain)
Additional Comments:

CONCOMITANT MEDICATION

Medication ; : Start Date Stop Date Indication
(Oral or Systemic) Total Daily Dose mm /dd/yy mm/dd/yy (Reason for Taking)
/] /]
! /7
i /
Comments:

Interviewer’s Signature: %%V'%QW Date: @7 / Jo o3

mm dd vy




HTR Study No.; 03-122085-106
PageNo.:E ZZ ‘ZQ

Data Collection Form 4
HEALTH CARE PERSONNEL BANDWASH BACTERTAL COUNTS
CFU/mL of Sampling Solution
TestDate | Subject Initials | SU0Iot S‘iz"gr Study #
013003 | S/ — /) | Permanents 03-122085-106
mm dd vy F.. M L 75 :
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10% 10° 10 10 10° 10°¢
TWTZ {5~ [l TIT2. 1) (F
TN 2% 3 T2 4o I
CFU/mL 2.6 %19 Countedby: ST /1 8() fin] CFU/mL 202107 Countedby: S /| &, /s

LEFT HAND WASH 1 RIGHT HAND
107 102 10° 107 10 10? 10° 10
TNYZ e | e 7+ T TosTe 119 (D
A ARS tnz | (03 9 TTC T~ | 9L 7
THTZ TITC | —
Counted by : SE / e[ \/oP | CFUML /.0 x /b 5 Counted by : NEAY, 8/)( 072,

CFURL )] x10°

LEFT HAND WASH 11 RIGHT HAND
107 107 10° 10 10 102 10% 10*
TNTC TJTC Ho 3 T Twye = <
T o | A T | TvTC e | R | A
Tt TN TS
f t
crumL_29%107 Comeavy: S0/ 8o | crum, e outedby: S s 8/tfoy
8.0xr04
Calculationsby: ___AS | 8-/-03  Rawdatareviewedby JJNB /080103
Calculations Verified by: __N® /000103
*10-! dilution is the sum of 1.0 mL spread across 3 plates.
Underlined values are used for calculation of CFU/mL
TNTC ~Too Numerous To Count
Investigator’s Signature: /g i% 4%.\ Date: g) / // ] O
r L2 6/—— mm _ dd vy




Data Collection Form 5A

subjectInitials = M) subjects 7 3 Study No.

03-122085-106

B : Page No.’ SE-— Elz7
T

.- ADVERSE EVENTS ?a %2
o 1Event___|Oveet Data End ta | S [severty] 528 outsome| o] ivesteer
oot apest | V3o Yoa %4\ | ‘f/ CTom Bk
%r:g Commen’dNote') W/Pd{m Q[( é@"\m 7,\3 D/U—@ ;&3‘ C@Je’ ,: . ,nals
' ?703 Nt S0l Pt Lol ‘.44.4 0 4
o3| Snomdn's WM Lo |
c,s’-cb.ws-w.o ID 240 3 timaes o Ao &Lew.,
7/6))03 Yo ¥7/0% - |

1 : -
Symptom / Event Onset Date{ End Date SAE Severity Action Qutcome Relation- Investigator
A

YIN Taken ship Signature/Date
foputos 0t Joa’ dodes 3703 |05
%’2{: Comment/Note: initials
G40s T hse W M«/é o MWWM L X0,
N . -
- SAE’ . Action Relation-| Investigator
SymptomIEyent Onset Date| End Date YIN Severity Taken Outcome ship Signature/Date
%’:g Comment/Note: Initials
Note: Severity, Relationship and Outcome MUST be determined by principal investigator.
Severity: 1=Mild 2=Moderate =Severe
Relationship:  1=Definite 2=Probable =Possible - 4=Unrelated
‘ Action T_é_ken': A=None 2= RxTherapy - 3-Disc6ntinued Study  4=Other (specify)
Sy Outcome: 1=Resolved w/o - 2=Resolved w/ sequelae 3=Ongoing 4=Death
sequelae (descnbe) 7 ~

lserious Advérse Event/Experience



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

FOLLOW-UP VISIT PageNo. JTL— 01

Visit Code Date Subject Initials | SUPlect Seresn ¥ Study #
~ Yoowws | 031 LD 2 | S 1 = 14| Permanents: 74| 03122085106
Visit mm _dd vy F M L

Date Subject Entered the Study:

Follow-Up Visit Date;
07.2/.,.0% 08, o3

/

mm dd yy

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

y YES O NO If yes, complete below:

Ciini?'uzservaﬁons: (Inciude date of onset and descriptions/severityjocations, etc.)
7

L. /uw;/ /f%;//w,@ Y, 8P AN,

Comments:

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

3 YES f NO If yes, complete below

Comments:

mm dd vy

Megjcal Consultant’s/Signature: ) ? Date
~ o
gﬁ szv\y ) M) @ S



)

~

HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.. T — o
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
-.‘ Visit Code Date Subject Initials | Supject Screen #: Study #
‘ : A DR :
Subject :
ubject | 5o 20701 | D/ #y T | Fermanent# 03-122085-106
Qualification
mm dd vy F M L
‘ {
Gender: & Male [0 Female. Age: _ 4R  Years
Does the subject have any of the following at the treatment sites?
I DERMATOLOGIC DISORDER No Yes pont
1.  Psoriasis? [
2. Eczema ? —
3. Skin Cancer ? v
4, Skin Allergies ? Please specify: 2
5.  Hives? v
Does the Subject have any of the following (present and past)?
1L OTHER MEDICAL INFORMATION No Yes pont
1 Allergies.? Please specify. L
2.  Hepatitis ? v
3.  Heart and Vascular Disease? /
4.  Liver Disease 7 v
5. Kidney Disease ? v
6. Tuberculosis ? [
7. Diabetes ? Controlled? Diet[ ] Oral{ ] Iosulin{ ] , -
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? i yes, please specify below:
. MEDICATION No Yes Don't
' Know
1.  Antibiotics, oral or systemic ? L~
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? /
3.  Heart Medication ? -
4, Insulin ? /
s. Other ? /
Comments:'
Based on the above medical history, the subject is: DQﬁliﬁed or [ Not qualified for the study.
Interviewer's Signature: y ~ 777. Cavw—u—w ' Date: __ 07 | &) | 83A
- mm dd vy

9



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

INCLUSION / EXCLUSION FORM Page No.: 1L ~ Q 0
.. Subject Screen #:
Yisit Code Date Subject Initials Study #
232 | .
Subject Permanent #:
oject 0712418 ’) 21A:1 T 4 03-122085-106
o Qualification mmdd T m 1 7

INCLUSION CRITERIA |

Check one
NO Subject:

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

420 c 0P
@'\"54/

. 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 ?

aluwlslwlm

[+ B |

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

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

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

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

N \\‘\\\\5

Check one -

~ | YES 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 hands or wrists ?

. Is currently pregnant 703 Yes [ No  Of child-bearing potential: 0 Yes 0O No
O Surgically Sterile, year 0O Post-menopausal, year
If of child bearing potential - B-HCG Test Results: 0 negative [ positive
// 8. Is currently lactating ? ‘

NN

Qajpplwie

Female | Female | Male

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

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

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

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

\\\\

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

Reasons for disqualification: _ Interviewer’s Initials/Date: 2C j07.2/- 23

Investxgator‘s Signature: /g § %\ _— Date:: x??m ; [ dd/ g ?y




Data Collection Form 3

HTR Study No.: 03-122085-106

Al

Page No.:E -
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | Supject Screen #: Study #
A Te.st 67,30, 03 DA 1 Permanent #; 4
Perid | —"3r'—— | F L VZ 03-122085-106
1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, and other skin disorders? &¥¥es ONo
If no, please indicate condition: _
II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? @%es  [No
If no, please explain:
II. Has subject been ill since the last visit? [JY¥es (Complete below) B No
IV. Has subject used any new oral or topical medication? (T¥es (Complete below) Eﬁﬁo
Based upon the above responses, the subject is:‘aﬁualiﬁed U Not Qualified to continue on the study.
Reasons for disqualification:
TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS
Date of Onset: Date Reported: Date Resolved:
Describe condition:
#7'1 Was reaction related to treatment? ONot related (] Possibly related [ Definitely related [J Other (explain)
Action Taken: ONone [ Continued onstudy  [1 Withdrawn from the study ] Consulted physician
D Medication taken (Complete below) UHospitalized [ Other (explain)
Additional Comments:
CONCOMITANT MEDICATION
Medication . : Start Date Stop Date Indication
(Oral or Systemic) Total Daily Dose mm/dd/yy mm/dd/yy (Reason for Taking)
/o /!
A A
/! /!
Comments:

8

07/ o | oF
mm dd vy

. Y . s . . o .
Interviewer’s Signature: %t«?— G . (ot TN g Date




HTR Study No.; 03-122085-106

Data Collection Form 4 Page No.;
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
} CFU/mL of Sampling Solution
. Subject Screen #
Test Date Subject Initials 26 Z Study #
Q]_/_@/Qﬁ Ty ;3 | Permanent# 03-122085-106
mm__dd F. M L 74 .
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10* 10° 10 10* 10° 10°
NTT TVIT as TNAT 182 . 18
NTC TMT EY TNIL |2ip <o g
295107 . X £.1-0 D F-1-0
CFU/mL%-8#16 ° Counted by : / CFU/mL 2.0x /p * Cotmted by : % [ 8-1-03
LEFT HAND WASH 1 RIGHT HAND
10° 10? 10% 10 10 10 10% . 10+
THL VL s | e e | v | 24
ANTT wie | N+ 2& TN Wi | e | 27
0% : e _
CFUmL 8.1 40 ° Countedby: &/ &-1-02 | crUmL .9 x /0 Counted by ; __ (& ;| 8-1-03
LEFT HAND WASH 11 RIGHT HAND
10 102 107 10 10! 107 10°? 10*
VT T | 241 49 ANTC AN 2 TR
AT wn | Tg7] &g NI e | 12 -] 39
ANTL TvL -
CFU/mL 2.5 *10° Counted by : V& /803 crumL [ %10 Counted by : Pf ; 8-1-03
®O Li: LAk ACLIGENT, ¥ 3405
Calculations by: ____$4§ [ _8-/-03 Rawdatareviewedby _GrS [ B\ =3
Calculations Verified by: __ % [ LAY
*10-! dilution is the sum of 1.0 mL spread across 3 plates.
Underlined values are used for calculation of CFU/mL
TNTC - Too Numerous To Count
Investigator’s Signature: /é i %\ Date: 7 /A7) >
27 mm dd yy
<




Data Collection Form 6 HTR Study No.: 03-122085-106
FOLLOW-UP VISIT Page No.. L "’@23

Visit Code Date Subject Initials Subject Szegﬂ#‘ Study #
. 2 T Permanent #:
o Follow-up ﬂ/_éé/_/ﬁ?_ DT : 7,# 03-122085-106
Visit mm dd Yy F M L
Date Subject Entered the Study: Follow-Up Visit Date:
D78/ 103 D8 104,02
mm dd vy mm dd vy
Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema
that may be indicative of a skin infection? -
0 YES }Xf NO If yes, complete below:
Clinical Observations: (Include date of onset and descriptions/severity/locations, etc.)
Comments:
;]

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

O YES }ﬁNo

Comments:

If yes, complete below

) 'w,//))z//@

Medical Consyiltant’s Signafure:
écg' g
. 4

Date

.?/f//ﬁ”%

mm dd vy

PN



Data Collection Form 1

TAVOIQ/TY LIT
GRAPHICS/PERMATOLOGICAL/MEDICAL HISTORY

'HTR Study No.: 03-122085-1

Page No. J}:_% ‘I

TODRMM
F oW

o Visit Code Date Subject Initials | SuPiect Screen #: Study #
— RS54
Toet =
ubject 07 /2] 10 3 Q |~/ |Fermanent#: 03-122085-106
Qualification
mm dd ™ L
Gender: 0 Male B—Female . Age: G2  Years
Does the subject have any of the following at the treatment sites?
1. DERMATOLOGIC DISORDER No Yes Ilzgz;:
1. Psoriasis ? L~
2. Eczema ? ,
&
3. Skin Cancer ? s
4, Skin Allergies ? Please specify: v
5. Hives ? L
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No Yes 12:2;:
1. Allergies.? Please specify. —
2.  Hepatitis? o
3. Heart and Vascular Disease? L~
. 4. Liver Disease 7 o
Ly ) 5.  XKidney Disease ? P
6. Tuberculosis ? —
7.  Diabetes? Controlled? Diet[ ] Oral{ ] Insulin[ ] ,
8. Cancer ? L
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? ,/
10. Organ transplant ? L
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 ? L~
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? e
3. Heart Medication ? o
4, Insulin? /
5. Other ? /
Comments£
Based on the above medical history, the subject is: QQﬁaliﬁed or O Not quahfied for the study.
( Interviewer's Signature: %7 Date: 9 7 | 2( 1 23
A //- CWW dd ¥y
. U - :



£

Data Collection Form 2
INCLUSION / EXCLUSION FORM

HTR Study No.: 03-122085-1
Page No.: -

Visit Code " Date Subject Initials | Subject Screen

A5¢

Study #

Subject

Qualification ..l/&/._/__i _éf_/_":/_lm_ Permanent #: 7 O/ 03-122085-106
) m

mm dd

INCLUSION CRITERIA

Check one
NO Subject:

1. Is 18 through 65 years 7

. Has signed informed consent ?

. Is healthy as evidenced by responses on DCF 1 7

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

Y,
AWl

. 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)
showering, and handwashing during the entire study ?

for bathing,

~3

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

physician for an intercurrent illness ?

8. Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing
liquids, tales and other deodorant/antiperspirant products during the entire study, unless prescribed by a

physician for an intercurrent illness ?

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

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,

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

EXCLUSION CRITERIA

Check one .
YES NO N/A  Subject:

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

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

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

Has artificial nails or nail tips?

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

. Has eczema or psoriasis on their hands or wrists 7

Rjojulsivin

Female

g s]

Male

. Is currently pregnant 70 Yes ©&-No  Of child-bearing potential: 0 Yes @&-No

B~ Surgically Sterile, year /9477 [0 Post-menopausal, year
If of child bearing potential - B-HCG Test Results: 0 negative [ positive

A}
oo

. Is currently lactating 7

NALIATALIN

erythematosus, thyroiditis or rheumatoid arthritis ?

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

preclude participation ?

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

NAVANAY

- 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 ?

ualified [0 Not Qualified for participation in this study.
" Reasons for disqualification: Interviewer’s Initials/Date:

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

BC 1 072.21:0

ate:
Invcsugatox‘s Signature; / W / D fﬁ}i /

AR
3y

dd




22085-106

IC-L20

HTR Study No.: 03-1
_ Data Collection Form 3 Page No.
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials S“"j“gf;'fzn e Study #
Test — Permanent #:
; 67/Jo/a3 | G/ —IM
Period —— T F M L 75" 03-122085-106

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

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

TH. Has subject been ill since the last visit? OYes (Complete below) &No
IV. Has subject used any new oral or topical medication? UYes (Complete below)m

Based upon the above responses, the subject is: E’Kﬁﬂiﬁed (] Not Qualified to continue on the study.
Reasons for disqualification:

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

Was reaction related to treatment? UNot related [} Possibly related [ Definitely rc;,lated {1 Other (explain)
Action Taken: (INone O Continued onstudy ~ [J Withdrawn from the study ~ [J Consulted physician
0O Medication taken (Complete below) [THospitalized ~ [] Other (explain)
Additional Comments:
CONCOMITANT MEDICATION
(oiwalegr!gslf:mic) Total Daily Dose | " 7?37; | dlc)le;t;y (Regg:;goarﬁ;:king)
{ / I
/1 /]
/ / / /
Comments:

mm dd vy

- Interviewer’s Signature: %a,a.dréﬂ/l (IJW Date: ®7 ;| Jo | 03




HTR Study No.: 03-122085-106

Data Collection Form 4 Page No.:
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
CFU/mL of Sampling Solution
TestDate | SubjectInitials | SubjectScreen# Study #
1 .
01,20 Qj (5 /= /M |FPermanent#: 03-122085-106
mmdd F M L 75 .
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10 10% 10°¢ 10* 10° 10
“TPITE 295 41| 2429 TNTC (7D, |7
ThTe Z&t 1S zw ez A= 124 4
CFU/mLd-2x /0 Coun@d by: __%Y__ P//o; CFU/mL / $%107 Counted by : i c?/; /§}

LEFT HAND WASH 1 RIGHT HAND
10 102 103 10 10! 102 10° 10
TNTC Thve | 795, 8| 74 TISTL THTE ZCo 3
TNTC TNTC. %c ® 32 TwTe ™ |T7zS8 | 24
TITC TNTC
CFUMmL R 8x(0° Countedby: __SP/&/ile2 | crumL 25 xl0° Countedby: _SP ; &/ilaz.
@V vt eghimale due bo couabiling of Pl <0 gleley,
Avundeclined ereer. 45 8-l 43
LEFT HAND WASH 11 RIGHT HAND
10 102 10° 10 10" 102 103 10*
meC TNTT ¥ < Tt Wi | 62 [
T ™= | (2 (F TIoTC e | g | 9
ThTC — T -
CFUmL 7.0 Countedby: S s /e | crumr_9-4210%  comteavy: Y 4 Rf1fo
Calculations by: s /| 8-1-03 Raw data reviewed by _©YS 18 \=3
Calculations Verified by: _ &% [ B\loy
*10-! dilution is the sum of 1.0 mL spread across 3 plates.
Underlined values are used for calculation of CFU/mL
TNTC —Too Numerous To Count
Date: ‘?/ / // / a 5
mm dd vy

Tnvestigator’s Signature:(/% Z ‘%\
& V




. Data Collection Form 6 HTR Study No.: 03-122085-106
FOLLOW-UP VISIT Page No.: ! i - b ZQ

Visit Code Date Subject Initials Subject Screen #:

Zé Study #
} votowwp | JB:0% 107 | (5 ;= (M |Fermavents: 75 | 03122085106

/ SR LAAN
Visit mm dd vy F M L

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

QZ/Z_L/_QQ 08/0% 03

mm dd  vyy

mm dd  yy

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

0O YES ?/NO If yes, complete below:

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

Comments:

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

0 YES }(NO If yes, complete below

Comments:

Yy

Medicgl Consujtint’s Signature: Date
o~ 5.7 103
— (A LN ) L ‘mm  dd
7 y V4 .



Pata Collection Form 1

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM

HTR Study No.: 03-122085-106

Page No.:&‘_ b

~, Visit Code Date Subject Initials | Subject Screen # Study #
Quitlxilf)iice:ttion D1LALRD| L /L, C |Fermanents 03-122085-106
mm dd vy F M L 7(0
Gender: [’6 Male [J Female.

Age: _ 32 Years

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

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

]Satef- (j—‘-7 -/' &L

d

ALGY
d

Yy

Tnterviewer's Signare: npy g EWMAAA\
— - : = g _ o Y

29
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Data Collection Form 2 HTR Study No.: 03-122085,1
INCLUSION / EXCLUSION FORM Page No.: XU — b%
Visit Code Date Subject Initials | 0" Ject Seregn # Study #
(X
Subject ¢ | Permanent#:
‘ ualtaoation D703 C L Tl 03-122085-106
i mm dd vy f m 1

INCLUSION CRITERIA N

Check one
NO Subject:

1. Is 18 through 65 years ?

. Has signed informed consent 7

Is healthy as evidenced by responses on DCF 1 2

2
3.
4, Hashands 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 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 ?

NN TSONN NRANE

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

EXCLUSION CRITERIA

Chgck 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 ?

TN

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

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

Female

8. Is currently lactating ?

([\E

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.

SR

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

Based upon dermatplogic 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/Da"tc:&ﬁ [ 7 \ } 05

) -
Inves‘agator’s Signature; _/é 27/, /V%_\ / 'Date: mg 7/ r dd/ Orbyy




HTR Study No.: 03-122085-1

0,
Data Collection Form 3 Page No.: JL 'ég '

INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM

Visit Code Date Subject Intials s“bj“‘/szgf“ # Study #

A Test 6’7 / L&03 e L@ Permanent #:
Perid | -r o | T w1 74 | 03-122085-106
1. Is skin on subject's hands and wrists still free of dermatoses, cuts, lesions, and other skin disorders? @fes [INo
If no, please indicate condition: _
II. Has subject used non-antibacterial soap and followed the instructions in Appendix B?E§ es [INo
If no, please explain:
II. Has subject been ill since the last visit? (JYes (Complete below) EZ/No
IV. Has subject used any new oral or topical medication? (Yes (Complete below) o
Based upon the above responses, the subject is: B/Qualiﬁed {3 Not Qualified to continue on the study.
Reasons for disqualification:
TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS
Date of Onset: Date Reported: Date Resolved:
Describe condition:
. -
# 1 Wasreaction related to treatment? ONot related [ Possibly related (] Definitely related [] Other (explain)
Action Taken: ONone [ Continued onstudy [ Withdrawn from the study (1 Consulted physician
O Medication taken (Complete below) (JHospitalized =~ [ Other (explain)
Additional Comments:
CONCOMITANT MEDICATION
Medication : : Start Date Stop Date Indication
Tot P
(Oral or Systemic) otal Daily Dose mm /dd/yy mm/dd/yy (Reason for Taking)
P /!
/o T
I /]
Comments;
- Interviewer’s Signature:% L/’n LMot ER e Date: D7/ A& | oF
: mm dd yy

o~




¥

Data Collection Form 4

HTR Study No.: 03-122085-106

Page No.: -~
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
CFU/mXL of Sampling Solution
TestDate | SubjectInitials | Supject S“)’Z‘z Study #
07 /128/03 _Q/ L /¢ | Permanent#: 03-122085-106
mm dd yw| F M L 7¢
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10* 10 10 10* 10° 10°
TNTC 2. | 34— TNIC 215 - 3
Nl | 209~ | 2% NG 75_@ %f
CFUnIgd X' Counted by : INB_/07-30:03 CFUML2.2 %10 Comted by: JNB 1073003
LEFT HAND WASH 1 RIGHT HAND
107! 102 10° 10 107 107 10° 10
WIC N | Q=] 3 TNTC INTC_|INIC | 41—
IKIC INTC [fdp.-| 1L INTC TNIC [N [ 38
TNTC INTC,
CFUMmL).4 ¥ lh’ Counted by : w CFU/mL _‘_{_Q}_lb_g__ Counted by : JNB / 07‘30 03
LEFT HAND ‘WASH 11 RIGHT HAND
107 10 10° 10* 10" 107 10° 10
TNTC INTC |3l | 3 TRIC INTC | |3~ 23
TNTC. INTC 29, | 3 TNIC INTC | T42 - | |3
INTC < TNTC -
crumL3.ax (07 Counted by : INB /072003 | crumL LY X10° Counted by : INB___ /07°30Q3
Calculations by: __:ﬂ";m/g_@-_gs_ Raw data reviewed by SLH [ 8-60>
Calculations Verified by: e85 0%-01:03

*10-! dilution is the sum of 1.0 mL spread across 3 plates.
Underlined values are used for calculation of CFU/mL

TNTC - Too Numerous To Count

@INB 020103

Date:

g

y N 0%

mm

dd

Investigator’s Signature: /g %
re ’ 0’/

Yy



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

FOLLOW-UP VISIT Page No. L — (3%
Visit Code Date Subject Initials Subject sm%g Study #
3 Fol]ow-up 03/ 0[ / D 3 a / " / a Permgnent #: 7& 03-122085-106
Visit mm  dd vy F M L
Date Subject Entered the Study: Follow-Up Visit Date:
07,21, 03 98,01, 03
mm dd  yy mm dd  yy

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

O YES }6 NO If yes, complete below:

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

Comments:

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

0O YES kf NO If yes, complete below

Comments:

Medicgl Consyltant’s ngn ture: ’ Date
é ' 5.l 073
oD Af-© ; -
V 7

mm dd




Ll

HTR Study No.: 03-122085-106

Data Collection Form 1 Page No. ,E
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM
Visit Code Date Subject Initials | SUPiect Sereen #: Study #

Subject 0 7 / 2 {/ Oj E T IB Permanent #:
. . 03-122085-106
Qualification mm dd F M L 77

Gender: 0 Male l!( Female . . Age: __ﬂ__ Years
Does the subject have any of the following at the treatment sites?
1. DERMATOLOGIC DISORDER No Yes Don't
‘ y, Know
1. Psoriasis ? v, :
2.  Eczema? v,
3.  Skin Cancer ? ”
4.  Skin Allergies ? Please specify: v/
5.  Hives? v
Does the Subject have any of the following (present and past)?
IL OTHER MEDICAL INFORMATION No Yes Don't
/ Know
1. Allergies.? Please specify. i v/
2. Hepatitis ? l//
3. Heart and Vascular Disease? v,
4,  Liver Disease ? Vo
5.  Kidney Disease ? v P
6.  Tuberculosis ? V
7. Diabetes ? Controlled” Diet[ ] Oral{ ] Insulm (1 74 %
8.  Cancer? Vo
9.  Auto-immune disease (Lupus erythematom, thyroiditis, AIDS, etc.) ? v/
10. Organ transplant ? V /
11.  Any other condition not listed ? Please specify: v
Is the subject taking any medication? If yes, please specify below:
Don't
oL MEDICA?’ION NV Yes Know
1. Antibiotics, oral or systemic ? v )
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v /
3.  Heart Medication ? \f/
4, Insulin ? v /
5. Other ?
Comments:_
/
Based on the above medical history, the subject is: L‘/ Qualified  or O Not qualified for the study.

Interviewer's Signaf

'.a

E ; _bate: oy /Q/ /03 -
mm dd vy

L3



Data Collection Form 2 HTR Study No.: 03-122085-106
INCLUSION / EXCLUSION FORM Page No.: ]:;&_%5
Visit Code Date Subject Initials | SuPject Screen #:

Study #
i i
Subject

Qualification 0721 103 _E_f_/J;/&;_. Permanent #: 77 03-122085-106
m

3 mm dd vy
INCLUSION CRITERIA '

Check one
YES/ NO Subject:

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

SER

. 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 ?

N
AN

Q
Al IWIN

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

. Is willing to refrain from using antimicrobial soaps (Jiquids 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. 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

\\X\ \\ \\\&

Check one

YES NO/ N/A  Subject:
/ 1
I

. 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?

4

NN

N

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

y..
. Is currently pregnant ? 0 Yes @ No  Of child-bearing poteptial: 0 Yes # No

O Surgically Sterile, year Post-menopausal, year 2002.
B If of child bearing potential - 8-HCG Test Results: (] negative [ positive

Femy
‘/ 8. Is currently lactating ?

N

Female Male

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

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

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

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

\{\

Based upon dermajologic 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 dxsquahﬁcaﬁon Interviewer’s Imtlals/Datc JT\IB i 0 72’ ‘03

} B
Invesngator‘s Signature: % @ ////{/_\ /_w Date: mm / / dd/ d%yy




HTR Study No.: 03-122085-10

Data Collection Form 3 Page No..JL - b
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | Supiect ﬁ;e # Study #
Test a% b'} A Permanent #:
: &7 /2% e/ N D
Period | B2 | SS= ML 77| 03-122085-106

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

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

1. 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) Bﬁo

Based upon the above responses, the subject is: Zﬁuaﬁﬁed [J Not Qualified to continue on the study,
Reasons for disqualification:

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

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

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

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

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

- Interviewer’s Signature: 3&2&4 f’ f ‘( ’[ { - | Date: Cm?;? /Q(E /Of
N ] ) —




4

Data Collection Form 4

HTR

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS

Study No.: 03-122085-106
Page No.: JE_"Mﬁi_

1} CFU/mL of Sampling Solution
TestDate | SubjectInitials | So0Ject S"ﬁ’;‘é Study #
01 /22:03 | E J /[ |Permanent#: 03-122085-106
mm dd vy F M L 7 7
BASELINE
_LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10* 10° 10°¢ 10* 10 10°
TNTC 13 . 21 TNTC | h2— 21
TNIC 17— 1 23 INTC 175 5
CFU/L LU Countea by : INB 072005 CFUIL £4 k107 Cmted by : JNB 1073003

LEFT HAND WASH 1 RIGHT HAND
10! 10% 10° 10* 10 10? 10° 10*
“INTC INTC %ﬂ/ lo “INTC TNTC 4 (o
TNIC INTC | %% | TNTC INIC 774 | |l
INTC -~ TNTC -
CRUAL B 8% 1o Counted by : INB 10712003 | cruimLbo.b X 4B | Countedby: IND__ /07-20:03
LEFT HAND WASH 11 RIGHT HAND
10 102 103 10+ 10t 102 10° 10
59— > | O INTC Z— | 9 )
-—%%, 27— \ INTC 90-1 77 [3
124 ' INTC "
CrUmE 4 A x> Counted by : INB_ /073003 | crumL £.3¥ /02 Countedby: INE 073003,

Calculations by:

T

Calculations Verified by:

[ 7-31'63  Raw data reviewed by
16801

*10-! dilution is the sum of 1.0 mL spread across 3 plates.
Underlined values are used for calculation of CFU/mL

TNTC — Too Numerous To Count

g

Date:

N/A)

mm dd

Yy

Investigator’s Signature:/é M/\
< 2 {/"



Data Collection Form SA
Subject Initials EIP  sudectz 77 Study No.  03-122085-106

Page No.” 1L - (gfﬁ

fm :\\ } .
ADVERSE EVENTS
' SAE' Action Relation-]  Investigator
Symptem / Event Onset Date| End Date YIN Severlty Taken Outcome ship Signature/Date

ned bumps | 72pzYelos | 1 qol ]

ey foommentote: 1) el o Gzrcfﬁms u> W Dwﬁfa;ﬁ’
7m urd. W’wm Sl il
‘%/o’o‘ homds odonr - uMJ 0 odanens 10 R Himen @L_
\Adw,é/ ug@wm 7/6!1/0’73 4o %!"S?O")

.

SAE' . Action Relation-| Investigator .
Symptom / Event Onset Date| End Date| -y |Severity| ‘en |Outeome| “shin | signature/Date
et aberd #ﬁ/ 9723 gt
Entry 4 A - »
Date Comment/Note: Initials

F104 Fooq Jeeid mwapeales o 0‘/&/ Laihs |
Y 229

™,

S /.0!76 %
4

74
- SAE’ . Action Relation-] - Investigator
Symptom / Eyent Onset Date| End Date YIN Severity Taken Outcome ship Signature/Date
Entry . ‘ o
Date Comment/Note: ) Initials

Note: Severity, Relationship and Outcome MUST be determmed by principal mvestigator

Severity: 1=Mild 2=Moderate 3=Severe
Relationship: - 1=Definite 2=Probable 3=Possible 4=Unrelated
- Action Taken: 1=None ‘ _‘ - 2=Rx Therapy 3=Discontinued Study '4=Other (sﬁecify)
™\ Outcome:  1=Resolvedwlo . ~ 2=Resolved W/ sequelae  3=Ongoing 4=Death
. sequelae (descnbe)

*serious Adverse Event/Experience



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

FOLLOW-UP VISIT Page No., r— (0

<re s 3 - Cns i ese Subject PR i v 11
Visit Code Date Subject Initials ] Scre"';Z? Study #

;'W’%-’ Follow-up _QZ/ Z/ / _Qi /E / &‘ / ) Permanent #: 7 7
F M

Visit mm dd Yy L
@ '7!2& 03 %f?l)

03-122085-106

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

07:21,03 B, 0l 03
vy

mm dd

mm dd  vyy

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

YES O NO If yes, complete below:

‘Clinical /%)\Eervations: (Include dage of onset and descriptions/severity/locationspgtc.)
BN

Comments:

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

O YES P(NO If yes, complete below

Comments:

Medical Consultant’s Signature: Date

é" MV%(Q%WQ : g///ﬁB

mm  dd vy

m b



P

HTR Study No.: 03-122085-1
Data Collection Form 1 Page No.. T ¢
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM
; Visit Code Date Subject Initials | SUPiect S-‘-)“;"“ # Study #
Qui‘fi?::fm UL 3;\1 15%) _%_%_%V__/_{_\J_ Permanent #’7% 03-122085-106
mm
Gender: 0 Male B/ Female . Age: __Si__ Years
Does the subject have any of the following at the treatment sites?
1. DERMATOLOGIC DISORDER No Yes poot
1.  Psoriasis ? v
2. Eczema ? e
3. Skin Cancer ? -
4.  Skin Allergies ? Please specify: -~
5. Hives 7 —
Does the Subject have any of the following (present and past)?
1. OTHER MEDICAL INFORMATION No “Yes ot
1. Allergies.? Please specify. —
2. Hepatitis ? —
3. Heart and Vascular Disease? o
4, Liver Disease ? o
5. Kidney Disease ? —
6. Tuberculosis ? /
7.  Diabetes? Controlled? Diet[ ] Oral{ ] Insulin[ ] -
8. Cancer ? -
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? e
10.  Organ transplant ? ~
11.  Any other condition not listed ? Please specify: H{T 4,&\ ucold, yred
Is the subject taking any medication? Ifyes, please specify below: OSkesardhrih 5
1. MEDICATION No Yes Ilzzz';
1.  Antibiotics, oral or systemic ? —
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? -
3. Heart Medication ? : —
4T’ ‘ JBe] —
5. Other? BrowiotwnO2mg Ixday (HET) HE N [\
B N
Comments: SL“ Waeo\d O m \scaauzp (agrotd >
NAGXX C)&M@, \ d% oo - -0 \BY\SB
S 7h1p>
Based on the above medical hlstory, the sub_;ect is: Déualif ed or [J Not qualified for the study.
Interviewer's Slgnature E/ Date & QD{ [~
mm dd vy

6

4o



fre—

Data Collection Form 2 HTR Study No.: 03-122085,1
INCLUSION / EXCLUSION FORM Page No.: T~ §j

Visit Code Date Subject Initials | Subject Screen #:
12/

» Qusailli%ice::ion oldl O% M/ & N | Permanents: 7% 03-122085-106

mm dd f m |
INCLUSION CRITERIA

Study #

Check one
YES NO Subject:

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

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

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

alunislw|n

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

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

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

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

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

SRR

) 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 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 7
Has eczema or psoriasis on their hands or wrists 7

. Is currently pregnant ? 0 Yes & No  Of child-bearing potential: O Yes A3 No

O Surgically Sterile, year &~ Post-menopausal, year [ 970
If of child bearing potential - B-HCG Test Results: 0 negative O positive
8. Is currently lactating ?

VR

Female

i
g
B,
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 ?

L 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 bas responsibilities for diapering, care of
wounds, intravenous management or other bed-ridden related care roles.

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

\‘.,_\\\'\\

Based upon dermatologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
) Qualified O Not Qualified for participation in this study. - )Qf)
Reasons for disqualification: : Interviewer’s Initials/Date: Qa?)

/ A
7 Invcstlgator's Signature; ’/é Z %/‘_\ /_\ Date: m%?n / /[ dd/ 4 77yy




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

‘ Page No.: DL -~
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | Supject ?c—’f‘}“ # Study #
" Test Y M Permanent #:
) : 6l 128103 E.9,
Period | T2 | e T 7% | 03-122085-106

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

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

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

Based upon the above responses, the subject is: |Z6ualified 0 Not Qualified to continue on the study.
Reasons for disqualification:

TO BE COMPLETED I¥ SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

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

Action Taken: [(INone = [J Continued onstudy =~ [J Withdrawn fromthe study [ Consulted physician
O Medication taken (Complete below) OHospitalized [ Other (explain)

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

. Interviewer’s Signature: %{ C&MW Date: 07 / &8’ / 05
) mm dd Yy



~———

HTR Study No.: 03-122085-106
Data Collection Form 4 Page No.: NA'A fz f{ﬁ

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS

CFU/mL of Sampling Solution
Test Date Subject Initials Subject S‘Eﬁ'n # Study #
07 /2203 | M /N _|Permanent# 03-122085-106
mm dd vy F M L 7g i
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10* 1078 10 10 10 10
INTC 194-. 2L TINTC 28180 | 21
TN [ 230 2 ™TC | 7209
CFUnL .5 187 Counted by : JNG_707-30°03 CFUMLZ 4 ¥10” Comted by : IND /07403
LEFT HAND ’ WASH 1 RIGHT HAND
0! 10 10° 10 10’ 102 10° 10
TNTC 122 | |2 3 —_TINTC ns 1 11 2
TNTC L | 1 l TNIC 4 1 15 O
INTC INTO
cFUmL LAY 10T comtedby: INB /073003 crummL // w8 Y Comtsdby: IND /013003
LEFT HAND ‘ WASH 11 RIGHT HAND
101 10 10° 10+ 10 10? 107 107
%@/ 12 3 3o 4o 17 ] 0
79~ il © © 47~ 5 [ o o
% O 03 27"0,/
CFUmL "7, 8)‘/02’ Counteglby:JWB 1073003 cru/mL ZISZ/Q:S Counted by : INP 1073007

Calculations by: [0 /7-31'02  Raw datareviewed by SLhH | F-403
Calculations Verified by: _JNB /10%:01'08 .

*10-! dilution is the sum of 1.0 L spread across 3 plates.

Underlined values are used for calculation of CFU/mL

TNTC - Too Numerous To Cqunt -
®D not eshmate _due o countaility of fhe plofe. TNB 67-30-03

Investigator’s Signature: Date: ﬁ / // ;| J 3
/4 / mm dd vy
L et /



Pata Collection Form 6

HTR Study No.: 03-122085-106

FOLLOW-UP VISIT Page No.:, ¥ Q‘H

Visit Code Date

Subject Initials

Subject Screen #: Study #

] Follow-up 0__3] O' / 03 M/ A IN
d vy F M L

Visit mm d

Permanent #:
: 78 03-122085-106

Date Subject Entered the Study:

Follow-Up Visit Date:
07,21, 0% D8,01,03
mm dd  vyy mm dd vy

that may be indicative of a skin infection?

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema
0 YES NO If yes, complete below:

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

Comments:

Comments:

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

0 YES NO If yes, complete below

o

l\?l Consultant’s Signature: ’
(N
- Asn /Q}/\Pj/ %Q
/ K4

Date
T,/ 23
dd vy

‘mm




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.w 5
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM
‘ : Visit Code Date Subject Initials Subjec/t ?;I;en #: Study #
Qui‘l‘i‘}f:::ion 07 (&l 6d | £ [ (5 |Fermanents: 03-122085-106
mm dd vy ¥ M L
Gender: 0O Male & Female Age: IF  Years
Does the subject have any of the following at the treatment sites?
Don't
I DERMATOLOGIC DISORDER No Yes Know
1. Psoriasis ? —
2. Eczema ? e
3. Skin Cancer ? —
4, Skin Allergies ? Please specify: o
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. v
2, Hepatitis ? v
3, Heart and Vascular Disease? v
4, Liver Disease ? s
5.  Kidney Disease ? e
6.  Tuberculosis ? ‘ e
7 Diabetes ? Controlled? Diet{ ] Oral[ ] Insulin[ ] i
8. Cancer ? -
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 e
10.  Organ transplant ? v
11. Any other condition not listed ? Please specify: v
Is the subject taking any medication? I yes, please specify below:
Don't
1. MEDICATION No Yes Know
1.  Antibiotics, oral or systemic ? v
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v
3.  Heart Medication ? v~
4, Insulin ? iy
5. Other ? v
Comments: '
Based on the above medical history, the subject is: ~ ﬁ@aﬁfied or (1 Not qualified for the study.

Intér;riewer's Si . fure: @ug/[ﬂ? . CJJW " Date: 27 1| R ‘/ o7
o % ' mm dd vy




Data Collection Form 2 HTR Study No.: 03-122085-1
INCLUSION / EXCLUSION FORM Page No.: T "[142;(
Visit Code Date Subject Initials | S"riect Sereen #:
70

Subject 0714103 LS 15 Permanent #:
e / /
} Qualification aa vy f m 1 ﬁ

INCLUSION CRITERIA ’

Study #

03-122085-106

Check one
NO Subject:

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

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

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

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

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

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

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

Al iwIN

AR

~}

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 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

NN

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

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

& Surgically Sterile, year /2 78 & O Post-menopausal, year
If of child bearing potential - B-HCG Test Results: [ negative O positive
8. Is currently lactating ? Dhuw 2-&=3

NIALNAA

S fwisaiwle

Female { Female | Male

\

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

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

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

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

Based upon denyogic 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 dxsquahﬁcanon 4 Interviewer’s Initials/Date:_ #2474/ | 7~ RL-03

; ! .
Date: _ 9/ // I 03
Investxgatox’s Signature: % % _— mm dd ‘ yy




HTR Study No.: 03-122085-

06
Data Collection Form 3 Page No.: - ‘l"}
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | SUpiectScreen#t | gpigyy
/70
) Test | 57/28/03 | Ay /5 |Fermenent®
Period | SLIEHOS | T 77 03-122085-106

If no, please indicate condition: _

] &
I. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, and other skin disorders? Q’és Wo

)
7RE 03

If no, please explain:

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

= No

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

Reasons for disqualification:

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

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported:

Date Resolved:

Describe condition:

Action Taken: ONone {1 Continued onstudy 1 Withdrawn from the study

O Medication taken (Complete below) OHospitalized [ Other (explain)

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

0 Consulted physician

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

A A
/! /o
{1 /o

Comments:

i ) Date: _ 07/ 5 | ©F
Interviewer’s Signature: ‘717“7» o &Jg—a&%«u p—— 5 o




=iy

HTR Study No.: 03-122085-106

Data Collection Form 4 Page No.: -
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
CFU/mL of Sampling Solution
Test Date Subject Initials Subject Slc Ee;?)# Study #
01 128/03 | L1 /5> |Fermanent#: 03-122085-106
mm dd yv|] F. M L 7‘7
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10 10° 10 107 10° 10°¢
TNTC 198 - 31 INTC 205 15
TNIC 54,@@ 33 TRNTC ’Y 29 _
CFU/mLZ_?_Z_&? Counted by : INB JNO /072003 CFU/MmL/. 7 ZI@ Counted by: __g_&l'_nb__/(‘) 3023
LEFT HAND ' WASH 1 RIGHT HAND
10! 10?2 107 10* 10! 10 103 10*
INTC 2001 231 I, - INTC - | 2] 4-
INTC. 4’3 77, 4 NTC 124__1 10 3
TNTC - NG -
crumi X DT Comtedby: JNB 1073003 | crumL £8x/0 7 comteavy: NGB 07-3003

LEET HAND ‘ ‘WASH 11 RIGHT HAND
10" 107 10° 10% 10" 10?2 10° 10
38— 32 -1 4 @) 18 5 2
%2~ 29 -1 3 [ 15 | [
/@0/" 3 ' /Q/ .
CFUmLA & X 1D Counted by JNB 1073003} cFuUmL Zé X/ 3 Counted by : 107:2003.
Calculations by: & 17-3)-DD  Raw data reviewed by 5[_ W g’ 603
Calculations Verified by: _ INPB (080143
*10-! dilution is the sum of 1.0 mL spread across 3 plates.
Underlined values are used for caleulation of CFU/mL
TNTC — Too Numerous To Count
® Did not estimate due o countobility of the plote . IND 012003
Investigator’s Sigunature: Date; v@ / // / J
/4 'ng//}-\ mm dd vy _3




. Data Collection Form 6
FOLLOW-UP VISIT

HTR Study No.: 03-122085-106

Page No.:
Visit Code Date Subject Initials Subject Sm;“ #: Study #
i Follow-up 0% Q / 10 3 L, J /___s Permanent #: 79 03-122085-106
Visit mm dd vy F M L

Date Subject Entered the Study:

07, 21, 0

mm dd vy

Follow-Up 0%;221; K %524

O YES )ngo

If yes, complete below:

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

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

Comments:

g YES );fNo

Comments:

If yes, complete below

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

Medical Consuftant’s Sign ‘ Date
g ~ . 5, /.03
— WI/\ ) /M T ‘mm dd vy
7 4




HTR Study No.: 03-122085-106
Pata Collection Form 1 Page No.JL -~
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '

| Visit Code Date Subject Initials S“bj“; 3’;:“ # Study #

subject | ), o1, 03| £ )L\ [Permanent®: 03-122085-106
Qualification mm aa —“3 F M L %0

Gender: E/ Male {0 Female. Age: ii Years

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

1. DERMATOLOGIC DISORDER

1. Psoriasis ?

Eczema ?

Skin Cancer ?

Skin Allergies ? Please specify:
Hives ?

Don't
Yes Know

S EE I

N \\\\& 2

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

1. OTHER MEDICAL INFORMATION

Allergies.? Please specify.

Hepatitis ?

Heart and Vascular Disease? \Q}W\

Liver Disease ?

Kidney Disease ?

Tuberculosis ?

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

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

1.  Any other condition not listed 7 Please specify:

Don't

Yes Know

i 03 Rt Bl Bl G Bl Bl Rt R R

ANV N 2

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

L. MEDICATION Don't

Yes Know

Antibiotics, oral or systemic ?
Cortisone, Steroids, ACTH, Anti-reaction Drugs ?

Heart Medication ? Dy, R0OM 9 \ )(ddH
Insulin ?

Other ?

L Bl Bad Bl Ba

\ 1\ \\g

Comments:

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

Interviewer's Signme:%%ww B Date: 67 e, / 7 QQ)
mm dd Yy
— 7 — 4 = —A . . —




Data Collection Form 2

HIR Suidy No. 03:122085- 49
INCLUSION / EXCLUSION FORM Page Mo.: L. =
Visit Code Date Subject Initials | Suriect S‘é““ #: Study #

Subject 17 .
—~ e I R Y

mm dd

]NCLUSION CRITERIA

Check one
NO

Subject:

1. Is 18 through 65 years 7

. Has signed informed consent ?

. Is healthy as evidenced by responses on DCF 1 ?

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 7

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

[o B I

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

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

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

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

WA N PRV

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

EXCLUSION CRITERIA

Check one ...

mfa\ YES NO NA Subject:

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

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

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

Has artificial nails or nail tips?

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

AN

Has eczema or psoriasis on their hands or wrists 7

SjouislwlL

Female | Female | Male

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

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

VA

8. Is currently lactating ?

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

Based upon dcrm

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

Reasons for dxsquahﬁcatxon Interviewer’s Initials/Date; % ) / 7/&,)@

Investxgator’s Signature: % Z / /é\)//\ - | Date: Qmm / 1 A dd/é C‘Dyy




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

Data Collection Form 3
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials S“b"“?%“éee“ # Study #
Test A—, NG~ Q@ N l o\ Parmanant He
Pertod O{/98/03 | & /& /n) | Fermanent %O 03-122085-106
mm dd vy F M L

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

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

II. Has subject been ill since the last visit? OYes (Complete below) B"No
IV. Has subject used any new oral or topical medication? UYes (Complete below) 2o

—

— - .- ~ I - s L= 'J P - — PP =
Based upon the above responses, the subject 1s: fiQualified LI Not Qualified to continue on the study.
Reasons for disqualification;

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

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

Action Taken: (INone  [J Continued onstudy [0 Withdrawn fromthe study ~ [1 Consulted physician
O Medication taken (Complete below) [IHospitalized ~ [J Other (explain)
Additional Comments:

CONCOMITANT MEDICATION

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

Interviewer’s Signature: 3 ) Date: 07 / 698 / 08
: \ mm dd vy




Data Collection Form 4

HTR Study No.: 03-12

2085-106
Page No.: nﬁi
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS ’
CFU/mL of Sampling Solution
TestDate | SubjectInitials | Sublect 57”5;'“3# Study #
02 /28,03 | /L, T |Permanents: 03-122085-106
mo dd vy | F. M L 80
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10 10° 107 10 107 106
TNIL T Jo, TWTC Tz 29%.
- | Te 3 TN ThITC 29
3 > -y A
CFUARL3.Y X 10" Counted by : _fue _/ 725~ CFUImL28XM° Countedby: 45/ 7—?—03
D ”
LEFT HAND WASH 1 RIGHT HAND
107! 102 102 10* 107! 10° 10 10*
Tt e | 38~ 38% TNTe ™NTC 29— 6
nuls TWTC 26 0 TASTC TNTL Y0~ [
(& - ™I
754
CFU/mL 3- &y[o'( Counted by : 17-%3-03 | crumL 4.0x107 Countedby: 545 [ 7-34-03
) Y dlima T-30+03
& us s .
LEFT HAND WASH 11 RIGHT HAND
101 1072 1073 10* 10! 102 107 10*
34~ o 4 0 Yy 2! 2 /
3’)/ i { 9 é}/ 20 o 9
4~ ' (X
CFUmL _L/¥XID Counted by : _4<__ / 7-30-03| CFU/mL _[_Z)ﬁ[g___ Counted by : “s ;30—

Calculations by: T /7-2(-8%  Raw data reviewed by SL H <603
Calculations Verified by: _JIND ([0%-01:03
*10-! dilution is the sum of 1.0 mL spread across 3 plates.
Underlined values are used for calculation of CFU/mL

TNTC - Too Numerous To Count

Investigator’s Signature: -/g 2 %
£ & ﬁ

Date:

9 1 _Ni1d>
d vy

mm d




)

Subject Initials E,L._ J

Data Collection Form 5A

Subject# __Z0 Study No.  03-122085-106
Page No.. JL-— (»54
ADVERSE EVENTS
Symptom / Event Onset Date. End Date 8‘251 Severity #:::: Outcome Re;\?: i s:n;’\eSﬁrg;g:arte
Fopalls V%53 ‘t\\ NN “/% & ety
%‘:{g Comment/Note.%/d y{% ”&w ' ‘ '

1&4;;15

24

O %M e /ﬂzéka%%m”;”ﬁ"’f’

c%a/o‘i

//amo/.,o,&a/u /)ZOMWWM&O/

B

P

; SAE' Action Relation- investigator -
Symptom / Event Onset Date| End Date YIN Severity Taken Qutcome ship _Signature/Date
Entry . -
Date Comment/Note: initials
|
: SAE’ . Action Relation-{ Investigator
Symptom / Event Onset Date| End Date YIN Severity Taken Outcome ship Signature/Date
Entry - . -
Date Comment/Note: Initials
Note: Severity, Relationship and Outcome MUST be determined by principal investigator
Severity: 1=Mild =Moderate 3=Severe
Relationship:  1=Definite 2=Probable 3=Possible 4=Unrelated
Action Taken: _ 1=None 2=Rx Therapy 3=Discontinued‘Study _ 4=0ther (specify’
‘{=Resolved wio - ‘ ‘

Qutcome:

sequelae

lserious Adverse Event/ Expex:i'ence ‘

2=Resolved w/ sequelas 3=Ongoing
(describe)

4=Death



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

FOLLOW-UP VISIT PageNo. JL = &55
Visit Code Date Subject Initials Subject Ser °°’5 : Study #
Permanent #: _
] Follow-up Q&/Ol /O5 E/Llﬁl .
} 03-12208
Visit mm dd vy F M L % 2085-106
Date Subject Entered the §tudy: Follow-Up Visit Date:
07,2102 03 ,0/,03
mm dd  yy mm dd yy

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

?ﬁ. YES [ NO If yes, complete below:

Clinical Observations: (Incl

umnset and descriptio sevezt‘yél:-ixz, etc.)

1

Comments:

Has the subject had any health related issues since the treatment procedure?
3 YES FNO If yes, complete below

Comments:

Medica! Consultant’s Signature: ' Date
é " | Bl 073
H®© mm ad  yy
/




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No..
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM
~ Visit Code Date Subject Initials | Subject %Z"Qe“ # Study #
Subject D’? ) a [ / D% E / _(_: / Permanent #:
. . E 03-122085-106
Qualification mm ad F M L ?{
Gender: 0 Male & Female . Age: __5_8__ Years
Does the subject have any of the following at the treatment sites?
L DERMATOLOGIC DISORDER No Yes ]lz:;t
1. Psoriasis ? [
2.  Eczema? -~
3. Skin Cancer ? -~
4, Skin Allergies ? Please specify: —~
5. Hives 7 -
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No "Yes 112;),::;
1. Allergies.? Please specify. \m N S\‘\(\O\Q\ ' -
2. Hepatitis ? -
3. Heart and Vascular Disease? -
4. Liver Disease 7 e
5. Kidney Disease 7 —
6. Tuberculosis ? s
7. Diabetes? Controlled? Diet{ ] Oral[ ] Insulin] ] -
8. Cancer ? —
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? -
10.  Organ transplant ? —
11.  Any other condition not listed ? Please specify: W'al o
Is the subject taking any medication? It yes, please specify below: .
II. MEDICATION No Yes pomt
1.  Antibiotics, oral or systemic ? —
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? /
3.  Heart Medication ? L
4,  Insulin? ) _~
5. _Ofer? Drowdvind OSwa NN ma Ixdoy -~
B Vv J
Comments:
Based on the above medical hlstory, the subJect is: B&laﬁfied or [J Not gualified . for the study.
Interv1ewer s S1gnature Date: 6’7 / &» ( o 0;33 o -
% Tt m @y




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

INCLUSION / EXCLUSION FORM

Page No.:
Visit Code Date Subject Initials | Supiect Screen #: Study #

Subject v ] Permanent #:
. Qualification Sl OQ) € C & 2 I 03-122085-106
i mm dd f m |}

INCLUSION CRITERIA
Check one
NO Subject:
1. Is 18 through 635 years 7
. Has signed informed consent 7

. Is healthy as evidenced by responses on DCF 1 7

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

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

ajfwn]leplwiN

. 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 ?

. 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 ?

NV TN NN RVRN B

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 stady 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 ?

NGV

Female | Female | Male

. Is currently pregnant ? O Yes & No  Of child-bearing potential: 3 Yes 2No

Surgically Sterile, yearmo 0 Post-menopausal, year
If of child bearing potential - 8-HCG Test Results: 0 negative 0 positive

. Is currently lactating ?

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

hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus
erythematosus, thyroiditis or rhevmatoid arthritis 7

- 10.

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

\\\\\\\

11

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

12,

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

Qualified
.Reasons for dwqualxﬁcatwn

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

0 Not Qualified for participation in this study.

Intervxewg:r s Initials/Date: i ﬁi; g >/ 7!8'. lC}B

: Investxgator‘s Signature: /% Z/ M - Date: %m / ( 1O 6

vRIAY




HTR Study No.: 03-122085

8)6
Data Collection Form 3 Page No..JL - %
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials Subject Sgcz&en e Study #
Test o7 Permanent #:
; 128103 E|C|E
Period | - | L <l 03-122085-106

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

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

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

Based upon the above responses, the subject is: [JQualified [ Not Qualified to continue on the study.
Reasons for disqualification:

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

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

Action Taken: (ONone [0 Continued onstudy [0 Withdrawn fromthe study  [1 Consulted physician
00 Medication taken (Complete below) OHospitalized [0 Other (explain)
Additional Comments:

CONCOMITANT MEDICATION

Medication : : Start Date Stop Date + Indication
(Oral or Systemic) Total DailyDose | /dd/yy | mm/dd/yy (Reason for Taking)
/1 I
/o1 A
I /o
Comments:

- Interviewer’s Sigr;atqre: (7’}7&4%% &)W Date: __ @7 [ 2L T

mm dd Yy




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

Page No.:
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
CFU/mL of Sampling Solution
Test Date Subject Initials Subject S;'%’; # Study #
(2
07 12803 E_/_Q_/ | Permanent#: 03-122085-106
mm dd vy F.. M L 8 ‘ -
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10 10 10°¢ 104 10° 10°¢
L ®2¢¢ 19 nste, T 20
T 734 29 e ™ML, "2
CFUKZ e Connted by : _$AS_J 7-30-03 CFUML2A X/ Countedby : __W§  7-30-03
&.5x107 .
EQXrAs g-1-07
LEFT HAND ‘ WASH 1 RIGHT HAND
107 102 10* 10 10" 10?2 10° 10
Nt DR | s | 2 ' TN Nz, 8- | 5
TWCL L 49 . z ™ TNTe. 9, //
™wIL INTC
CFU/mL 5&! [I)J Counted by : $a¢ [/ 2-30-83| CFUMmL 4 - /] 4 Counted by : _{4S /| 7-30-03,
LEFT HAND WASH 11 RIGHT HAND
107! 1072 10° 10" 10" 107 10° 10
2 | 3 0 T “- | 1 o
234 -\ s ° e 123 | s z
Fo4. - ‘ FLd -
CFU/mL&fé_X_Llf_ Countedby: 948/ 1-30-03 | CFU/mL /. / ﬁa_'f__ Countedby: S5 [ 7-0-03

O Did not estimate due b B coomtubility of a plaie. s 7-30-03

Calculations by: ~Ton (7-3]-0Q% Raw data reviewed by sL By ¢-L-03
Calculations Verified by: 1080103

*10-! dilution is the sum of 1.0 mL spread across 3 plates.
Underlined values are used for calculation of CFU/mL

TNTC — Too Numerous To Count

Investigator’s Signature: \/é Z Date: o 4 O > J
e mm dd vy




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

FOLLOW-UP VISIT Page No.JL — @0
Visit Code Date Subject Initials Subject Sm}"é“é Study #
' j Follow-up DX/ 4] I /O 3 E / C / E Permapent # % l 03-122085-106
Visit mm dd Yy F M L
Date Subject Entered the Study: Follow-Up Visit Date:
07 21,03 08,0/, 03
mm dd vy mm dd vyy

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

0 YES NO If yes, complete below:

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

Comments:

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

O YES ?{ NO If yes, complete below

Comments:

mm dd ¥y

MedE\AConsnl nt’s Signature: ' l}ate 5=
= ’ / /
. %M oy 4 v
/4 ! ‘ .




