APPENDIX IX-A

!



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

FOLLOW-UP VISIT Page No. K ’:f[a5

Visit Code Date Subject Initials Subject S‘“";‘ § 2 Study #
i Follow-up 0_7'/ 28/ 03 &/ ﬁ / G Permanent #: 41/, 03-122085-106
Visit ram dd vy F M L

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

L1202 0728 0>

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?

% YES 1 NO If yes, complete below:
Clinical Observations: (Include date of onset and descriptions/seyerity/locgtions, etc.)

[4 [4 V / /
Comments:

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

O YES ﬁ/ NO If yes, complete below

Comments:

Medicgl Consulfint’s Signature: ‘ Date
A ) 2503
AN, )04/ ') fom  dd vy
7 V ~ 7



)

HTR Study No.703-122085-106

Data Collection Form 1 Page No.. L ~ H!Iq
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAYL HISTORY FORM
— Visit Code Date Subject Initials S“b”“\ss_’%“ i Study #
Qui‘l’i?:::m 07/15/03 | L\ /H |Rermavents: 45 03-122085-106
mm dd vy F M L |
Gender: 0 Male E"( Female . Age: _._6_—.@__ Years
Does the subject have any of the following at the treatment sites?
1. DERMATOLOGIC DISORDER No Yes | }]23""
ow
1. Psoriasis 7 g
2, Eczema 7 o
3, Skin Cancer 7 s
4, Skin Allergies 7 Please specify: t—
5.  Hives? —
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No Yes I]zﬁzvt'
1, Allergies.? Please specify. -
2. Hepatitis ? —
3. Heart and Vascular Disease? o
4. Liver Disease ? e
5. Kidney Disease ? e
6. Tuberculosis ? "
1. Diabetes ? Controlled? Diet[ ] Oral{ ] Insulin{ ] -
8. Cancer ? ’ —
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? e
10.  Orgen transplant ? -
11.  Any other condition not listed ? Please specify: -
Is the subject taking any medication? 13 yes, please specify below:
YL MEDICATION No Yes pon't
1. Antibiotics, oral or systemic ? P
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? e
3. Heart Medication ? —
4, Insulin ? -
5. Other 7 -
Comments£
Based on the above medical history, the subject is: Qéualiﬁed or O Not gualified for the study.
Interviewer's Signature: - Q . ) Date: 07 / 4 S 63
mm dd yy
- )



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

Page No.: -
Visit Code Date Subject Initials | SuPiect S[ge_‘%#‘ Study #
o~ Quatitiation | 015703 SV R | Permanent# 46 03-122085-106
. 3 mm dd vy f m 1
INCLUSION CRITERIA
Check one
YES NO Subject:
— 1. Is 18 through 65 years ?
— 2. Has signed informed consent 7
— 3. Is healthy as evidenced by responses on DCF 17
—— 4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders 7
_— 5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ?
6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing,
— showering, and handwashing during the entire study ?
—— 7. Is willing to refrain from using anti-dandruff shampoo during the entire study ?
8. Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing
/ h'qui(_is., talcs and. other deodqrant/antiperspirant products during the entire study, unless prescribed by a
physician for an intercurrent illness 7
/ 9. Is W111mg to rcfr'«%in from usir{g topical steroids during the entire study, unless prescribed by a
physician for an intercurrent illness ?
e 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 7
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. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?
6. Has eczema or psoriasis on their hands or wrists 7
7. 1s currently pregnant 7 0 Yes @ No  Of child-bearing potential: @ Yes O No
Female Male ) .
00 Surgically Sterile, year O Post-menopausal, year
If of child bearing potential - B-HCG Test Results: # negative [0 positive 2TAI0B
8. Is currently lactating ? 0

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 ?

NNEAR v NE SNV

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

Reasons for disqualification: . : _ Interviewer’s Initials/Date: __3% / 7// 32(63
o ' pae: OF 110 1 O3

Investigator's Signature: QAW E W mm dd vy
- , iV y )




HTR Study No.: 03-122085-106

Data Collection Form 3 Page No.. I - ‘-]b b
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials Sub_;e/c;S_c; een #: Study #
Test Permanent #: o
) . 071,23/03 | I/ VI H L}
Period mm dd vy F M L 5 03-122085-106
1. Is skin on subject's hands and wrists still free of dermatoses, cuts, lesions, and other skin disorders? B¥es INo
If no, please indicate condition: _
II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? BYes [No
If no, please explain:
1. Has subject been ill since the last visit? OYes (Complete below) B No
IV. Has subject used any new oral or topical medication? [JYes (Complete below) m
Based upon the above responses, the subject is: E&xaliﬁed {0 Not Qualified to continue on the study.
Reasons for disqualification:
TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS
Date of Onset: Date Reported: Date Resolved:
Describe condition:
‘Was reaction related to treatment? (ONotrelated (] Possibly related [ Definitely related [J Other (explain)
Action Taken: (ONone [0 Continued onstudy [0 Withdrawn from the study {1 Consulted physician
0 Medication taken (Complete below) {Hospitalized ~ [] Other (explain)
Additional Comments:
CONCOMITANT MEDICATION
Medication . : Start Date Stop Date Indication
(Oral or Systemic) Total Daily Dose | - /dd/yy | mm/dd/yy (Reason for Taking)
/o /!
I I
/o A
Comments:

- Interviewer’s Signature: £ ( M .

Date: 07/ &3/ o3
mm dd yy




HTR Study No.: 03-122083-106
Page No.:

Data Collection Form 4

03
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS @ 3 bpd'm
CFU/mL of Sampling Solution
. i Subject Screen #
Test Date Subject Initials Study #
077 ‘
07,23/03 | 3 /V / H |Bermanent# 03-122085-106
mm dd y| B M L k)
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10" 10° 10°¢ 10 10° 10
TRTC 211G _— 23 TLTL 20gd — s
wTC | <235 | 22 L TT 257 &Y 3
7 . 7C/ ~ o e
CFU/mL 21D’ Counted by : (AM6 | 7. 25.2] CFUMLRZ-5X/0’ Comnted by : AL | 7.8

LEFT HAND WASH 1 RIGHT HAND
10 10” 10° 10 10? 107 107 10
TLIT mie | e | 34 TXTL P 23s | 1Y
TRTL e | 7 3o TRIC fere |7209 131
TRIL LT ~
CFUMmLZ. 32X | 0'5- Counted by : QP | 7.2603 | CFU/mL A X 1) s Counted by : Q | 7 252>

LEFT HAND WASH 11 RIGHT HAND
107 107 10 10* 10 102 1073 10*
T 1T 7% 7T 1 Y L 177 gL24 TR | (YT 19
T mre | 1L 2. 1 )7 TWTL mre | 195 1 /%
T L2/%
CFU/mL _). 5 Zl(}s Countedby:dw /72503 | CFUmL L&k z&g Counted by : WQM [ 72593

@ Oed MWW'Q% "A’W% U platy Qe —.24.¢3

Calculations by: Th 702k Raw data reviewed by :HQE Q% 0103
Calculations Verified by: __ JIINIB /1 0 2:29 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 M %\ '
v //,

24

mm

Date:

/A

dd

103
Yy




Data Collection Form 6 HTR Study No.: 03-122085-106
FOLLOW-UP VISIT Page No.: w - LH/ 3

Visit Code Date Subject Initials Subject s“"““,#’ Study #
Folow-up | D7) 10D | IV H | Fermanents: #5 03-122085-106
Visit mm dd vy F M L

Date Subject Entered the Study:

07, 15,0

mm dd vy

Follow-Up Visit Date:

07/ 2203

dd

that may b
0 YES

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

e indicative of a skin infection?

/&NO If yes, complete below:

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

Comments:

O YES

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

?) NO If yes, complete below

Comments:

Medical Consultant’s Slgnat e

) A ©

Date

T 1 REO3
dad T yy




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

) Page No.‘E -
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM
o~ Visit Code Date Subject Initials Subject Sereen #: Study #
o Swbjeet 102:210 2| K, =, K | permanent #‘4'1(0 03-122085-106
mm dd vy F M L
Gender: 0O Male [;‘J/Female . Age: gﬁl‘________Years
Does the subject have any of the following at the treatment sites?
Don't
1 DERMATOLOGIC DISORDER Ng, Yes Know
1. Psoriasis ? v A '
2.  EBezema? v,
3, Skin Cancer ? v P
4,  Skin Allergies ? Please specify: V4 P
5. Hives ? v
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No Yes Don’t
/ Know
1. Allergies.? Please specify. v /
2.  Hepatitis ? v,
3.  Heart and Vascular Disease? v
4,  Liver Disease ? v
#~ I3 Kidney Discase ? v,
6.  Tuberculosis ? Vv
7. Diabetes ? Controlled? Diet[ ] Oral{ ] Insulin{ ] \/ B
8. Cancer ? V/
9, Auto-immune disease (Lupus erythematosus, thyroiditis, ATDS, etc.) ? v P
10.  Organ transplant ? V4 e
11.  Any other condition not listed ? Please specify: h?‘h chiaksker / /
Is the subject taking any medication? If yes, please specify below: ‘
JII. MEDICATION No Yes Don't
L Know
1.  Antibiotics, oral or systemic ? VR
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v .
3.  Heart Medication ? v
4,  Insulin? L
5. Other? v y V4
‘ Zecor” [0mg Ix o/er; huph choksters]
Comments:
Based on the above medical history, the subject is: hfied or [J Not qualified for the study.

-~ Intervwwers S1gna7%/ M Date: 0 7 / 2! / O . ,‘i ..
; mm - 'dd vy

H



Data Collection Form 2
INCLUSION / EXCLUSION FORM

HTR Study No.: 03-122085-106

Page No.: -
Visit Code Date Subject Initials S“E“‘ Sgreen #: Study # °
Q“i‘l‘i‘i’.f::fm 07,2],03| K,— Q| Permanent#: 4@ 03-122085-106
A mm dd  yy f m 1
INCLUSION CRITERIA
Check one
YES |, NO Subject:
’ \/ﬁ 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 ?

N
LY
Al ]wiIN

. 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 ?

,
NN
-

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

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

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

physician for an intercurrent illness ?

\/ / 10.

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

\/ 11.

Is willing to comply with all study protocol requirements ?

EXCLUSION CRITERIA

Check one £..

JYES NO/ N/A Subject:

/ 1.

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

M 2. Has participated in any type of hand or arm wash study within the past 7 days ?
v/ / 3. Has cuts, lesions, or other skin disorders on their hands or wrists ?
vV A, 4. Hes artificial nails or nail tips?
/ / 5. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?
6. Has eczema or psoriasis on their hgtfds or wrists 7
7

Female

,
. Is currently pregnant 'yes & No Of chil%g potential: 0 Yes & No

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

N
2
&

. 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 ?

’

\/ i 10. Has another medical condition which in the opinion of the Investigator would
> preclude participation ?
Pl
11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of
L~ 5P p
A - wounds, intravenous management or other bed-ridden related care roles.
\/ 12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ?

Qualified
Reasons for disqualification:

Based upon dmyélogxc 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 Imhals/Date.UT\'/FJ / 0 7 Z / Qg

Investigator's Signature:

%%'. 3 ’ * | Date: sz/ /Odd/ G.Zyy




HTR Study No.: 3-122085-106

Data Collection Form 3 Page No.:.ﬂ; - ‘i‘) l
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials S“bl“fézz" #: Study #

N Test 073 K - ,Q Permanent #;
; ; | Joj0F /= i
Period T | oL 4& 03-122085-106

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

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

1. Has subject been ill since the last visit? Yes (Complete below) 2" No
IV. Has subject used any new oral or topical medication? [TYes (Complete below) Bﬁo

Based upon the above responses, the subject is: Bﬁaliﬁed [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 (] Possibly related [ Definitely related [ Other (explain)

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

0 Medication taken (Complete below) [JHospitalized [ Other (explain)

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

Y2 Date: _©7 | Jo | OF
- Interviewer’s Signature: %@7—% CJ@W oy 9 -




Data Collection Form 4

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

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

TestDate | SubjectInitials | SuriectSereen® Study #
012003 _)_l)_/_"_._/_B_ Permanent #: 03-122085-106
mm dd vl F M L .
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
107 10° 107 107 10° 10°¢
“TMT 240 A3 TNTL 141 A3
19 A25 7 M Q4L 19
CRUmL D MRS Counted by : 151 §-1763 CFUMLY. VS Countedby:_P5_ [ §-1-03
LEFT HAND WASH 1 RIGHT HAND |
107 10 107 10™ 107! 102 10° 10"
TWEe TN | g2 % AHIC e | 22 Z
TNIL TN Vi h 5 TV NI Ll el
T TNTT
CFUmMLT.6% = Countedby: ¥/ %-1-02 | cCFUmL 5. N \eﬂ Countedby: 1%/ §-1-08
LEFT HAND WASH 11 RIGHT HAND
10" T 10 107 10 107 10 107 10
TN Gl ¢ u TN q¢ 10 2
Tate 1501 10 } TN 95 | € 0
TNIC TN |
crumL _\.\ ¥\ Countedby: |8 1 8-1-03 | cFumL R.6 F1=®  Coutedby: &/ £-1-03]
Caloulations by: €S/ B-\-O3  Raw datareviewed by S [ L=y
Calculations Verified by: %5 /| __@-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
Investigator’s Signature: Date: 0 g | 1 1 & 3
(dons £ Bras, £ /0.9
[V



Data Collection Form 6

HTR Study No.: 03-122085-106

FOLLOW-UP VISIT Page No. JL — ’_‘W 3
Visit Code Date Subject Initials Subject Screen # Study #
’ i FOuOW'up py/ 04/ 03 K/ i ﬁ Permgnent #: 03-122085-106
Visit mm dd vy F M L fz

Date Subject Entered the Study:

D7:21,.0%

dd vy

Follow-Up Visit Date:

I3,04,03

mm.

dd vy

that may be indicative of a skin infection?

0 YES NO 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

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

Comments:

¢ \3)

;
2

Comments:

0 YES % NO If yes, complete below

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

Date
AN
‘mm  dd vy o

M?Congu nt’s Signature: '
b .

~ ] LW S

7 71



Data Collection Form 1

HTR Study No.: 03-122085-106

Page No.:[_z:__';q7

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM

Visit Code Date Subject Initials | SUPiect Screen #:

Study #

. oI~
Subject 07132 103 G- 1 & Permanent#:47

03-122085-106

Qualification mm dd yy F M L

Gender: 0 Male &~ Female . Age:  OK EA Yeats 7-20-03

& Tobpect error Mawsd

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

1. DERMATOLOGIC DISORDER No Yes Don't
Know
1. Psoriasis ? ~
2. Eczema ? o
3. Skin Cancer ? P
4, Skin Allergies ? Please specify: e
5. Hives 7 o
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No Yes ot
1, Allergies.? Please specify. o
2. Hepatitis ? v
3. Heart and Vascular Disease? v
4.  Liver Disease ? 7
5. Kidney Disease ? %
6. Tuberculosis ? /
7. Diabetes ? Controlled? Diet{ ] Oral[ ] Insulin{ ] o
8. Cancer ? /
9.  Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 v
10.  Organ transplant ? v
11.  Any other condition not listed ? Please specify: S
Is the subject taking any medication? If yes, please specify below:
TII. MEDICATION No Yes Don't
Know
1.  Antibiotics, oral or systemic ? e
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v
3. Heart Medication ? v
4, Insulin ? e
5.  Other? e
Comments:-
Based on the above medical history, the subject is: B’(ﬁaliﬁed or U1 Not qualified for the study.
Interviewer's Signature: 97’) ‘ -, ; Date: _@7 | 21 ] o3
m%% Lo ines Z - -




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

Visit Code Date Subject Initials

Subject Screen #:

oz‘?/j— | Study #

et | QL M103 €, = ¢ |Fermanent#: 1,/ 7 03-122085-106
£ b mm dd vy f m 1
INCLUSION CRITERIA
Check one
YES NO Subject:

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

6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing,
v showering, and handwashing during the entire study ?
o 7. Is willing to refrain from using anti-dandruff shampoo during the entire study ?

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

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

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

v physician for an intercurrent illness ?
. 10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study,
/ unless prescribed by a physician for an intercurrent illness ?
/ 11. Is willing to comply with all study protocol requirements ?
EXCLUSION CRITERIA
Check one .
J(Ms&

) YES NO N/A Subject:

1.

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

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

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

Has artificial nails or nail tips?

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

Has eczema or psoriasis on their hands or wrists ?

e

= 2

= 3

e 4,

J 5

% 6.
Female | Female | Male | 7

15 currently pregnant ? 0 Yes © No  Of child-bearing potential: 0 Yes & No

Nys‘(' D/Surgically Sterile, year /983 (O Post-menopausal, year
If of child bearing potential - B-HCG Test Results: 0 negative 0 positive

. Is currently lactating ?

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

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

10.

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

NNAYAMNA

11.

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

12,

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

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

" Qualified O Not Qualified for participation in this study.
Reasons for disqualification: Interviewer's Initials/Date: Mmut | 72-2(-03

Investigator's Signature:

%}ﬁ 6 ; ' Date: Zr?/ [0dd/03yy




HTR Study No.: 03-122085-106
Data Collection Form 3 Page No.. L -4 é

INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM

¥ Cuhinnt Qavann s
l Visit Code Date Subject Initials "“”’“;;;}3‘.‘—‘ " Study #
Test 7 o Permanent #:
‘ perioa | £2/F0s23 | CiMie 4 03-122085-106
mm dd vy F M L

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

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

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

Based upon the above responses, the subject is: B(fﬁaliﬁed [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:

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

Action Taken: (ONone [ Continued onstudy [0 Withdrawn from the study ~ {J Consulted physician
O Medication taken (Complete below) (JHospitalized =~ O3 Other (explain)

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

. e ) . (et ety Date: &7 | Jo | o3
Interviewer’s Signature: %l&cyf{’ﬂ? 7% mm dd vy




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

Data Collection Form 4
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS é) 2 o@‘f&"’
CFU/mL of Sampling Solution )
o Subject Screen #
Test Date Subject Initials Study #
245
D.:LL@/_& (O M/ | Permanent# 03-122085-106
mm__dd F. M L 4] .
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
107 108 10 10 10°% 10°¢
Twre 19z 23 TWYC 154 23
T (5. AN THTC 18 24
-1
CFU/mL.\ ¥\ Counted by : ! Bfilos CRUMLD AR\ Comted by :_ S / 8o
[ LEFT HAND WASH 1 RIGHT HAND
107 10 103 5¢ 16> 10 1072 10° 10
T Torre & 4] TIITE. THTZ Jily ™
TrTC T Z 49 2\ N Surd AT (z (9
AWTC Avte
CFU/mL 3 2 ¥\03 Counted by : /oy | cPrumL AT ¥ \o>  Counted by SP 1 8/ifey
BVda nut eSHmated don Yo Countebiity of Dl S0 gfifoz -
LEFT HAND WASH 11 RIGHT HAND
10" 102 1072 10 10" 107 10 10%
TWTC TV ‘K] 2- TNt 233 Zo Q
TITC T 23 A AWTC 1 L |15 Z ]
TUTC TNTC
cFumL 3. bxiya Counted by : 2/ & /o2 | crUmLD. 0%\ Countedby: __ S 2 ghlo3. }
Calculationsby: S~  /B-\.  Raw datareviewed by ;) ,:S B 1 080103
Calculations Verified by: / 010
*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: ﬁ ﬂ 6 ( Date: 08 110 1 @3
M . h mm dd vy




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

FOLLOW-UP VISIT Page No. L~ 7
Visit Code Date Subject Initials Subject S%’/#’; Study #
£ , Follow-up ﬁ/ d ¢I 03 l / M / C Permanent #: ;/ 7 03-122085-106
Visit mm dd vy F M L
Date Sub] ect Entered thgtudy Follow-Up Visjt Date:
!
mm dd 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 f’NO If yes, complete below:

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

Commments:

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

0 YES *F NO If ves, complete below

Comments:

Medical Consylfant’s Signgture: ' Date
: ?/ ‘7/ 0 3
ég - %M\ ) 4@



HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.. T -4 7?
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
o~ Visit Code Date Subject Initials | Supiect Screen #: Study #
‘ - 264
Subject Permanent #:
Qualification | 2LS/RLICD | T /LI L 6[3 03-122085-106
mm dd vy F M L
Gender: 0 Male B Female . Age: _R7  Years
Does the subject have any of the following at the treatment sites?
I DERMATOLOGIC DISORDER No Yes ot
1. Psoriasis ? P
2. Eczema ? e
3. Skin Cancer ? —
4, Skin Allergies 7 Please specify: e
5.  Hives? /
Does the Subject have any of the following (present and past)?
1. OTHER MEDICAL INFORMATION No Yes Ilzf:;
1, Allergies.? Please specify. Pt
2.  Hepatitis? v
3. Heart and Vascular Disease? P
4, Liver Disease ? o~
¢ } 5. Kidney Disease 7 /
6. Tuberculosis ? L
7. Diabetes ? Controlled? Diet{ ] Oral{ ] Insulin{ ] L
3. Cancer ? o
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? /
10.  Organ transplant ? o
11.  Any other condition not listed ? Please specify: el
Is the subject taking any medication? Ifyes, please specify below:
I MEDICATION No Yes Don't
' Know
1.  Antibiotics, oral or systemic ? L
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? o
3. Heart Medication 7 v
4,  Insulin? e
5. Other ? L
Comments£
_ Based on the above medical history, the subject is: O6palified or O Not qualified for the study.
' Interviewer's Signature: %7 Date: _ 07 [ R( [ &R
W . G?\-"U{J‘) mm dd yy
. - ] i S -



Data Collection Form 2
INCLUSION / EXCLUSION FORM

HTR Study No.: OS-IZZOSS-HEZ

Page No

Visit Code

Date

Subject Initials

Subject Screen #:

2¢¢

Study #

Subject
Qualification

07121 104

T 12 1 R

03-122085-106

mm dd vy f m 1

Permanent #: %

INCLUSION CRITERIA

Check one
NO

Subject:

L

1s 18 through 65 years 7

w [

. Has signed informed consent ?

Is healthy as evidenced by responses on DCF 1 ?

249

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

B4

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

alnlhs

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

showering, and handwashing during the entire study ?

00| <}

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

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

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

VL NN TRRRE

11,

Is willing to comply with all study protocol requirements ?

EXCLUSION CRITERIA

Check one. .-.

] YES NO

N/A  Subject:

1

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

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

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

. Has artificial nails or nail tips?

k!

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

NATAA

2
3
4
5.
6
7

. Has eczema or psoriasis on their hands or wrists ?

Female

g
8
B
(4]

Male

. Is currently pregnant ? 0 Yes &No

Of child-bearing potential; 0 Yes &-N0o
& Surgically Sterile, year O Post-menopavsal, year
If of child bearing potential - B-HCG Test Results: O negative O positive

. Is currently lactating ?

ANEAVA!

. 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 ?

e

10.

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

AN

11.

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

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

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

Reasons for disqualification:

[0 Not Qualified for participation in this study.

Interviewer's Initials/Date: /DC | 822703

Investigator's Signature:

‘ ) ate: o8 110 o3
%/ /6“’43 Dae: 5 110 _
- o v




HTR Study No.: 03-122085-11’?%
Data Collection Form 3 Page No.:E - ‘
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Subiect Screen #:
Visit Code Date Subject Initials |~ 7 OZZ‘Z‘ v Study #
Test Permanent #:
; 07/30/ 03 | T 1K/
Period TR Y ’% 4g 03-122085-106

If no, please indicate

If no, please explain:

condition:

1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, and other skin disorders? B¥8s ONo

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? E¥es [No

II1. Has subject been ill since the last visit? OYes (Complete below)

o

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

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

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset:

Describe condition:

Date Reported:

Date Resolved:

Action Taken: [INone

{0 Continued on study

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

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

{0 Consulted physician
O 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)
/ / / /
[ r
/ / / /
Comments:
. . Date: &7 | Fo | &3
. » S M v
Interviewer’s Signature (ﬁ/] u% (;M L‘JW . ad -




Data Collection Form 4

HTR Study No.: 03-122085-106

Page No.:
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
CFU/mL of Sampling Solution
Test Date Subject Initials Subject Screen # Study #
01/2003| T/ L, R |Permanenté 03-122085-106
mm dd vy F M L -
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10 10° 108 10% 10° 10°
INTIC JLE an TNTC 189 /6
ThIT o 15 THTT | 00 /2
c"
CFU/mL \ZT¥\© Counted by: _ &/ 8-/ -03 CFUMmL\M+ 3t;7 Countedby: T8 [/ 8.1-03

LEFT HAND WASH 1 RIGHT HAND
107! 102 10% 10+ 10 102 102 10
1NTL VNI 15 | 4 Twr 7o | JRE 13
TNTT THIC 4 | ) THIZ TNTT 132 /9
TNIT TVTL
CFU/mL LES TS > Comtedby: #& / 81-0%| CPUmLA X p\©>  Countedby: €8 | €-1-03
LEFT HAND WASH 11 RIGHT HAND
10 102 107 10% 107! 10 102 10%
TN T | 22 (o TNT TNIT | 3 3
u i T | 32— 5 ANTT THT 55 5
TN T
crumL v\l Coumtedby: P8/ B-1-0% crumL S.8¥\S'  Countedby:_ 1R/ 2-)-0%

Calculations by: (xS

/B-L=

Calculations Verified by: __ TN  /0%-01'03

Raw data reviewed by J—NB 08:01-Q3

*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:

(Lo P Porads

Date;

mm dd

og§ 110 1 03

Yy




Subject Initials T L R

Data Collection Form SA

Subject # ff Z _

Study No. 03-122085-106
e, Page No. JIL—4%3
? 4 .
ADVERSE EVENTS
X SAE" 1 Action Relation.]  Investigator
Symptomn / Event Onset Date End Date YN Severity Taken Outcome ship Signatyre/Date .
7 ?/ ¢ N .
et demp | 78Yo3 s W | | || 4% &
b e D 1o b die A5 Ao WM B
3 0
' SAE’ . Action Relation-] Investigator .
Symptom [/ Event Onset Date| End Date YN Severity Taken Outcome ship Signature/Date
LW_%L(MJ Yyhos gk
%r:g Comment/Note: Initials
540" fovdd pv  Hom /734?@17» cé%}
:"‘m'z‘ () ’ b
- SAE' . Action Relation-| Investigator
Symptom / Event Onset Date| End Date YIN Severity Taken Outcome ship Signature/Date |
Entty o omment/Note: Initials
Date
Note: Severity, Relationship and Outcome MUST be determined by principal investigator.
Severity: 1=Mild 2=Moderate ~ 3=Severe
Relationship:  1=Definite 2=Probable 3=Possible ~ 4=Unrelated
Action Taken:  1=None . 2-RxTherapy . 3=Discontinued Study 4=0ther (specify)
P SN : '

,  Qutcome:

1=Resolved w/o

sequelae

igerious Adverse Event/Experience

2=Resolved w/ sequelae 3= Ongomg
(describe)

4=Death



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

FOLLOW-UP VISIT Page No..JL = 'j%@
£ 3 . ) 03
Visit Code Date Subject Initials Subject Screez#él é Lo

Study # 2
A Follow-up 03, 04 103 T, 4L R
mm dd vy F

Permanent #:
. : 6/ g 03-122085-106
Visit M L ,

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

n1.2l, 0% 0%, 0403

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?

3 YES }[NO If yes, complete below

Comments:

Medical Consulfant’s Signatare: ’ Date
é&‘ | 5” 72 2
J/V\/V\ oy Y€
7




Data Collection Form 1
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM

HTR Study No.: 03-122085-106

Page No.:z - l‘l%‘b

Visit Code Date Subject Initials | >UPJect S%"S‘?‘ # Study #
Qusa‘lli‘;g::ttion 0715, 00| Yo/ 0 | Fermanenth: L/ 03-122085-106
mm dd  yy F M L
. L
Gender: 0 Male 7 Female . Age: ,__‘g_bi._ Years
Does the subject have any of the following at the treatment sites?
I. DERMATOLOGIC DISORDER No Yes II;;);:'
1.  Psoriasis ? v
2. Eczema ? 7
3.  Skin Cancer ? v
4. Skin Allergies ? Please specify: J
5. Hives ? S
Does the Subject have any of the following (present and past)?
I.. OTHER MEDICAL INFORMATION No Yes Don't
1.  Allergies.? Please specify. v
2.  Hepatitis ? S
3,  Heart and Vascular Disease? S
4. Liver Disease ? s
5.  Kidney Disease 7 e
6.  Tuberculosis ? I
7. Diabetes ? Controlled? Diet[ ] Oral[ ] Insulin[ ] i
8. Cancer ? S
9. Auto~-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? e
10. Organ transplant ? —
11.  Any other condition not listed ? Please specify: e
Is the subject taking any medication? I yes, please specify below:
TII. MEDICATION No Yes Don't
Know
1. Antibiotics, oral or systemic ? (-
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? —
3.  Heart Medication ? _—
4, Insulin 7 _—
5. Other ? -
Commentsﬁ

Based on the above medical history, the subject is:

maliﬁed

or []

Not qualified _for the study.

Interviewer's Signature: % CM/(W

Date:

dd

02, /S 03
mm vy




A
<

Data Collection Form 2
INCLUSION / EXCLUSION FORM

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

Visit Code Date Subject Intials | S Pieet S“{%“_;‘ Study #
Q“S;]‘i;?:::ion 01,15/ 05 X, E/ ) |Fermanents 03-122085-106
mm dd vy f m 1
INCLUSION CRITERIA
Check one
NO Subject:

1. Is 18 through 65 years ?

. Has signed informed consent ?

. Is healthy as evidenced by responses on DCF 17

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

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

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

ool

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

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

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 ? -

NS NN MY

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

EXCLUSION CRITERIA
Check one -
YES NO N/A  Subject:
i 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 ?
s 4, Has artificial nails or nail tips?

o 5. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies 7

- 6. Has eczema or psoriasis on their hands or wrists ?

Female | Female | Male 7. 1s currently pregnant 7 0 Yes £ No Of child-bearing potential: 2" Yes O No

[0 Post-menopausal, year

0 Surgically Sterile, year /
If of child bearing potential - B-HCG Test Results: ¥ negative O positive y 0
8. Is currently lactating ? 4 i g
9. Has been medically diagnosed as having a medical condition such as: diabetes,

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

erythematosus, thyroiditis or rheumatoid arthritis ?

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

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

NAANANANN

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

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

ualified [0 Not Qualified for participation in this study. / /
Reasons for disqualification: - Interviewer’s Injtials/Date: % / 7 / 5 0_3
TN ) - Date: O?l /O 03
Investigator's Signature: 2 W » mm ad s
. v .




HTR Study No.: 03-122085-106

87

Data Collection Form 3 Page No.: -
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | Suject Screen #: Study #
(57
Test o7 Permanent #;
: IR£103 | K1 E 1T
Period mm dd vy F M L Lf Ot 03-122085-106

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

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

IT. Has subject been ill since the last visit? [JYes (Complete below) 2o
IV. Has subject used any new oral or topical medication? OJYes (Complete below) BNO/

Based upon the above responses, the subject is: OGhalified [ 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 rélated to treatment? {INot related . (0 Possibly related [ Definitely rélated [1 Other (explain)
Action Taken: [IlNone [J Continued onstudy {1 Withdrawn from the study ~ [J Consulted physician
0 Medication taken (Complete below) [JHospitalized =~ [ Other (explain)
Additional Comments:
CONCOMITANT MEDICATION
(Orl\gzegricsayt;?:mic) Total Daily Dose | 2 ytdgit;y oy dlc)ﬁt;y (Reg?;:f;:: iZ("):king)
/ / / /
/ / A
/ / / /
Comments:

mm dd yy

- Interviewer’s Signature: MW? C srsves Date: _ 07 [ 2% | 03
U




) m\ }

HTR Study No.: 03-122085-106

Data Collection Form 4 Page No.: -~
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
CFU/mL of Sampling Solution
. ves Subject Screen #
Test Date Subject Initials Study #
157
07 12403 | K/ E | T | Permavent#: 03-122085-106
mm dd yy | F. M L “49
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10" 10° 10 10 10° 10°%
N 9 =25 WS 19 20
T - \4 W a5 o
A LAXIO - v 7 . —~ s
CFU/MmLE4Y__ Counted by : 5 /T3R-©3 CFU/mLI-3XID ~ Counted by : v /7R =3

-BDINB-b7+-24-63
@ Zerrors INB 07-2403

LEFT HAND O 2% =3 WASH 1 RIGHT HAND
107 107 10° 10* 10! 102 10° 10
s, [N | o |\ TeTC ot | W [\
T v | GH L6 AT TS NS\
™o /Y&a—s—v 2%.93 WO -
CFU/mL&.7X/0 f Counted by : ©¢<, /1. 3%.5% CFU/mL !__/__/\_’LQ_S____ Counted by : €% /1223
LEFT HAND WASH 11 RIGHT HAND
107 10?2 10° 10% 10 102 107 10
B TS “\% & W T | WMo 4
IS s | T \\ IS > | B 1\3
QeSO — =210 ™) T
CFU/mL 7. gx/0 % Counted by : s/ 7.9%.973) crU/mL /- 4X/0 5 Countedby: £S5/ 1T.=R-0X
Calculations by: WB 1072903 Raw data reviewed by QM 1 8-1.03
Calculations Verified by: T [ 72903

*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:

2

mm

r 4 103
dd vy

Investigator’s Signature: /4 M
> 7 J/’—"



Data Collection Form 6 HTR Study No.: 03-122085-106
FOLLOW-UP VISIT Page No. JL = LI‘M

Visit Code | Date Subject Initials Subject Sc”°5°7m Study #
N Follow-up QZ/Z ? 103 H (& T | Rermanents: 4 7 03-122085-106
Visit mm dd vy F M L

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

D71 /5103 071 27,03

dd wy

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 F 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 \fj NO If yes, complete below

Comments:

Medica} Consultant’s Signature: ' , Date
é@( % - %@ | L1271 OF
~ 2 M & /M'@ mm

dd vy




HTR Study No.: 03-122085-106

Data Collection Form 1 ) Page No.‘E - LMO
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM
] Visit Code Date Subject Initials | SUPiestSereen #: Study #
Subject ) /2// R e} /D Permanent #: 03-12208
. . 2 Q 3 -~ - 5-106
Qualification mm =i oML bo
Gender: E( Male (0 Female. Age: __5_3___ Years
Does the subject have any of the following at the treatment sites?
Don't
I. DERMATOLOGIC DISORDER» No/ Yes Know
1. Psoriasis ? v Y, e
2.  Eczema? v J
3. Skin Cancer ? / )
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 / I]zzzv:'
1.  Allergies.? Please specify. Ju<+ ’ / V4
2.  Hepatitis ? V/
3.  Heart and Vascular Disease? V4 /
4.  Liver Disease ? v/
5.  Kidney Disease ? V' /
6. Tuberculosis ? \/ /
7.  Diabetes? Controlled? Diet{ ] Oral[ ] Insulin{ ] v/
8.  Cancer? V.
9, Auto~-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? / /
10. Organ fransplant ? i
11.  Any other condition not listed ? Please specify: dquessmv V4
Is the subject taking any medication? I yes, please specify below:
Don't
L. MEDICATION N(/ Yes Know
1.  Antibiotics, oral or systemic ? v /
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? vV /
3.  Heart Medication ? V' / )
4. Inosulin? stpendone, W v /
5. Other 73696%2%15_4&% depressiov. Vv
| XY
Comments: C\ol"*efme 'OOma | x Qlaj c(eprcss:,m\. FQO TINB o213
@ mg added 1/22j03qf

Rased on the above medical history, the subject is: uahfied or [l Not qualified for the study,

M@WM 07 .2[, 03




Data Collection Form 2 HTR Study No.: 0

! orm2 .t 03-122085-106
INCLUSION / EXCLUSION FORM Page No.: m—_’jﬁu
Visit Code Date Subject Initials | SUPiertScreen #: Study # -
Qui‘l’i?.f::fm 07.21. /03 B /T /D |Frermanents: Fp| 12085106
-~ mm dd f m 1
INCLUSION CRITERIA
Check one
YES/  NO  Subject:
\// 1. Is 18 through 65 years 7
[/ /ﬁ . Has signed informed consent ?
V

. Is healthy as evidenced by responses on DCF 1 7

v
l/// . Has fingernails that extend no longer than approximately one (1) mm past the pail bed ?
. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing,
/ showering, and handwashing during the entire study ?
\/ , . Is willing to refrain from using anti-dandruff shampoo during the entire study 7
/ 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

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

X
anlwnmipiwln

~}

‘/ 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 dunug the entire study,
/ unless prescribed by a physician for an intercurrent iliness 7

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

EXCLUSION CRITERIA
Check one -
_JYES NO / N/A  Subject:
\/ 1. Is currently participating in another clinical study at this or any other facility ?

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

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

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

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

SIS
—
Qlalwis|wie

Female | Female

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

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

4 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 deny{bgic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
. @ Qualified 0 Not Qualified for participation in this study.

Reasons for disqualification: Intemewer s Initials/Date:_{( l I s 10 2 03
’ . o . s Date: 0§ 1/ 0 3
Investxgator‘s Signature: @W/ K /3: g L -
: — — U




HTR Study No.: 03-1

By

Data Collection Form 3 Page No.
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | SuPiect 5“%‘%#‘ Study #

mm  dd vy F M L 03-122085-106

s P’i:::d 6} /QQ /D K / R / ]B Permanent #; 50

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

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

IN. 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) #No

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

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

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

Action Taken: ONone [ Continued on study [0 Withdrawn from the study [ Consulted physician
O 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)
/ / / /
/ / / /
/ / / /
Comments:

. Interviewer’s éigﬁatx;re: ma, (E/ & E g ) Date: gm7/ add? / ?y‘_%



Data Collection Form 4

HTR Study No.: 03-12208%-106

Page No.: -

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

TestDate | SubjectInitials | SupiectScreen# Study #
07:29,03| R,/ D |Bermanents 03-122085-106
mm & yy | F. M L 50
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10" 10° 10° 10* 10° 10°¢
~wwl| 70 9 ™R | &2 25
™A /A3 14 e | o Pc)
: —= T ——
CFU/mL). b X10  Counted by : ~TD~  /7-31'03y CFUMmL2.8¥10 _ Countedby: -t/ 7-3)¢3

2 Nalde o estimotr Aue Yo uneven distributon dalonds, 7% 7-3703

LEFT HAND WASH 1 RIGHT HAND
107 10? 10° 10* 10! 102 10°% 10*
TN | TR e %Q NWTZ N2 | 7w | 29
ar A I N (e KN S e ™NIZ | INTE D
n O —— TWIT —
CFU/mLS-OXlOs Counted by : = 2& 7-3]-03| CFUMmML39X !05 Counted by : T4 | 7-3/- 22
LEET HAND WASH 11 RIGHT HAND
107 102 10°? 10% 10 10 10% 10"
INTC. TNIC_| NI | 50 IN[C INTC [ 09 | 17
INTC ™ | INIC | 4% TN ™re | 109 119
INTC INTC
CFUmL49X10° Counted by : IN®_ /073103 | CrU/mL ).} X102 Counted by : JNB /01313,
Calculations by: _JF NB  /0801'03  Raw data reviewed vy SLY / §-6703
Calculations Verified by: ___ &S / R-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
Investigator’s Signature: a)w f (5 U: Date: Omg / /df / OW 3




Pata Collection Form 6 HTR Study No.: 03 122085 106

FOLLOW-UP VISIT Page No.: ! [ L{
. Quihiont Qovaon He
Visit Code Date Subject Initials DHRIEEEERYA & 7 Study #
; Follow-up ﬂ/ & él/ 0 3 ﬁ ! j/ D Fermanent #\50 03-122085-106
Visit mm dd vy F M L
Date Subject Entered the Study Follow-Up Visit Date:
.QZ 21D 08,04, D3
dd vy mm dd yy

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 E{/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?

J YES }{ NO If yes, complete below

Medic; Itant’s Signature: ' ? Date
, O
g /ﬁv@/xz/@ R

ol



HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.. L "Q%
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM
-~ Visit Code Date Subject Initials S“bj"ictbsr“"“ # Study #
Qui‘lli%‘::ttion o5 /(3?) W, T/ S |FPermanents: 03-122085-106
mn_dd F M L 5
" Gender: E( Male {0 Female . Age: ,‘5__Z__Years
Does the subject have any of the following at the treatment sites?
1. DERMATOLOGIC DISORDER No Yes Dom't
Know
1. Psoriasis ? -
2. Eczema ? -
3. Skin Cancer ? g
4, Skin Allergies 7 Please specify: —
5. Hives 7 -
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No "Yes 11233;:
1. Allergies.? Please specify. s
2. Hepatitis ? o
3. Heart and Vascular Disease? o~
. 4, Liver Disease 7 v
PN ) : ;
' 5. Kidney Disease 7 P
6.  Tuberculosis ? —
7. Diabetes ? Controlled? Diet[ ] Oral{ ] Insulin{ ] —
8. Cancer ? -
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? -
10.  Organ transplant ? o
11.  Any other condition not listed ? Please specify: e
Is the subject taking any medication? Ifyes, please specify below:
IIL. MEDICATION No Yes Don't
Know
1.  Antibiotics, oral or systemic ? -
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? P
3.  Heart Medication ? P
4.  TInsulin? i
5.  Other? e
Comments:-
. Based on the above medical h.\story, the subject is: uahﬁed or [ Not qualified for the study.
N ) ] i - . \
Interviewer's Signature: %NUU»\ EMWAM Date: b—’] / ‘(LD' / 03
mm dd




Data Collection Form 2 HTR Study No.: 03-122085-106
INCLUSION / EXCLUSION FORM Page No.: JI_"_Lé_(p

Visit Code Date Subject Initials | uPect S;’g? e Study #
Subject Permanent #: 1
Qualification WASTACEATEWAY 03-122085:106
i mm dd vy f m 1 5 l
INCLUSION CRITERIA
Check one

YES NO Subject:

~ 1. Is 18 through 65 years 7

e 2. Has signed informed consent ?

- 3. Is healthy as evidenced by responses on DCF 1 7

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

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

showering, and handwashing during the entire study ?
/ 7. Is willing to refrain from using anti-dandruff shampoo during the entire study ?
. 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
C physician for an intercurrent illness ?
9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a

/ physician for an intercurrent illness ?

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

unless prescribed by a physician for an intercurrent iliness ?
— 11. Is willing to comply with all study protocol requirements ?

EXCLUSION CRITERIA

Check one -.
YES NO N/A  Subject:

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

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 7

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

CNVAVISE

Female | Female { Male

A

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

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

preclude participation ?

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

Reasons for disqualification: Interviewer’s Initials/Date: S@) / 7 \g 05

1
Investigator:s Signature: O)‘W ﬁ {3 ( Date: ?mgl / Odd 103 =




HTR Study No.: 03-125085-}3a7

Data Collection Form 3 Page No.:E -
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | SuPiect S““;"p#; Study #
Test Permanent #:
: 07/33/03 | W/ 775 :
Period | F M 5 V!l o03-122085-106

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

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

1. Has subject been ill since the last visit? [J¥es (Complete below) B No
IV. Has subject used any new oral or topical medication? [JYes (Complete below) B0

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

Action Taken: (lNone [0 Continued onstudy [0 Withdrawn from the study [ Consulted physician
O Medication taken (Complete below) UHospitalized ~ [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
Comments:

- Interviewer’s Signature: M W ) Cmv-e/) Date: ——a}ﬁzm__/ :Qdad /ayyg
o ,



HIR Study No.: 03-122085-106

Data Collection Form 4 Page No.:
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
CFU/mL of Sampling Solution
TestDate | Subject Initials | SU0iect S“{‘g“’# Study #
0723 /03 W /TS | Permanent#: - 03-122085-106
mm_ dd F. M L go)
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10 10° 10° 10 10° 10°
TNC [ TATC _Qbt T 940 99
TAYC TATC e[l Tt palbl 3l
CFULR. X1 Counted by : SEB 1 7[95]6 CFUNL 2.4K/0. Countea by : S8 / 7/05/03
LEFT HAND WASH 1 RIGHT HAND
10! 10* 10° 10 107! 10° 10° 10*
TAVC | I Tdtel =758 TOTC | TNIC | TNTC] [69
TATCIINTC] Iave] Bl TOYC | TOC] Twve] “9a.
TAOTC TANC -
crumL 7. & X162 Counted by : S / 7}33_105 CFUML 22X 0% Comtedby: S8 1 7185763
LEFT HAND WASH 11 RIGHT HAND
107 107 10°? 10 100 102 10° 10*
TOC | ] T dE TAC | JNTC | 7ATCL 49
TOTC | Tatc] Jte] A5~ — TNTC | INTe| TaTel g
’r/\rc, - TATC
CFUmL 5. QX (0 Comted by : 0D 7 19| crumL /05 comteaby: ND 1 7/a%/03

Calculations by: Z(E . /é'o?é ‘0 ; Raw data reviewed by ﬁtﬁ | F1-a3
Calculations Verified by: 1077-29:03

*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 Signamre:/é M\

Date:

&

dd

71 25
Yy




Data Collection Form 5A

Subject Initials ____(AJ TS subject# 5/ Study No.  03-122085-106
Page No.. JI¥ - l-qu
ADVERSE EVENTS
Symptom J Event Onset Date| End Date | X | severlty| 42Hon |outeome|Relaion]  Inveetiastor

St \ W
Date Comment/Note:

%3 11| | ‘ff 0)

e

% \ : Vi
! \D |
= ﬂ@_&‘i"/ﬁfaﬁf_@i}w 2o, A
d;aiklva L,ﬁaié? M o~ _ _ ) o, _ 4 ) 0O
Symptom / Event Onset Date| End Date SYAIS1 Severity ¢:a:: Outcome Re;;t;:n- S:;;;:S?e?lt;:;e
20 above Ao deles 738 /03 g%
Entry

Date Comment/Note:

initials

725932 6&07 /52%&&(
W

W /é;;%z corbdm e a?i‘?f//él

Symptom / Event

. 3] 3 . .
Onset Date| End Date SAE Severity Action Relation Investigator

YIN Taken |Outcome

ship Signature/Date

Entry

Date Comment/Note:

Initials

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

Severity: 1=Mild
Relationship:  1=Definite
Action Taken: 1=None
Ouicome: 1=Resolved w/o

*serious Adverse Event/Experience

sequelae

=Moderate 3=Severe
2=Probable 4 3=Possible
2=Rx Therapy

4= nreléted

3=Discontinued Study 4=0ther (specify)

2=Resolved W/ sequelae 3= =Ongoing 4=Death
(describe)



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

FOLLOW-UP VISIT Page No. JL 500
Visit Code Date Subject Initials Subject Screenlié:) ] Study #
N Follow-up QZ/_Z_?)./_Q@_ _142/_1/_5_ Permanent #15/ 03-122085-106
Visit mm dd vy F M L

Date Subject Entered the Study: Follow-Up Visit Date:
07, 15,0 07/ 250>

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?

0 YES %NO If yes, complete below:

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

£ 2B NA

Comments:

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

OYES O NO If yes, complete below

Comments:

mm dd vy

Medigal Conspltant’s Sigpature: ' Date '
AN | s
~ fuan Z%-@
v {




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No. T =50 (
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM -
o~ Visit Code Date Subject Initials | Subiect Sereen # Study #
/ EX
Subject 07 1AL 03| M IF Permanent #:
. . " 03-122085-106
Qualification mm dd vy ML 5 Z_
Gender: 0O Male B Female . Age: _ 4F  Years
Does the subject have any of the following at the treatment sites?
L DERMATOLOGIC DISORDER No Yes ot
1.  Psoriasis ? e
2. Eczema ? s
3. Skin Cancer ? o
4, Skin Allergies ? Please specify: e
5. Hives ? =
Does the Subject have any of the following (present ang past)?
II. OTHER MEDICAL INFORMATION No Yes 112:2::,
1. Allergies.? Please specify. pd
2. Hepatitis ? v
3. Heart and Vascular Disease? s
o 4.  Liver Disease ? v
’ *‘) ) 5.  Kidney Disease ? o
6. Tuberculosis ? v
7. Diabetes ? Controlled? Diet[ ] Oral][ ] Insulin| ] v
8. Cancer ? S
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? e
10.  Organ transplant ? v
11.  Any other condition not listed ? Please specify: v
Is the subject taking any medication? Ifyes, please specify below:
M. MEDICATION No Yes Don't
‘ Know
1. Antibiotics, oral or systemic ? v
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v'
3. HeartMedication? . Bycerus [774 %
4,  Insulin? v
5. Other ? /
/25 G
Based on the above medical history, the subject is: Ef(ﬁalified or IJ Not qualified for the study.
Interviewer's Signature: 977 977 é()%u Date: o7 / Rl | 03
? mim dd

v



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

Visit Code Date Subject Initials Subje;fgzeen # Study #

Sx{bject. 07 1AL 103 M Em Permanent #: Q.

03-122085-106
Qualification mm dd vy rala—

INCLUSION CRITERIA

Check one

YES NO Subject:

1. Is 18 through 65 years ?

. Has signed informed consent ?

. Is healthy as evidenced by responses on DCF 1 2

. 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) mim past the nail bed 7

Al iwi

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

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

0|

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

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 7

\\' \ [N \\\\\\\

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

EXCLUSION CRITERIA

Check one .
*} YES NO -

N/A  Subject:

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

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

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

Has artificial nails or nail tips?

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

Has eczema or psoriasis on their hands or wrists ?

Qoatn|slwie

Female

. Is currently pregnant 7 ) Yes &No  Of child-bearing potential: 0 Yes BNo

Hyot B Surgically Sterile, year /294 O Post-menopausal, year
If of child bearing potential - B-HCG Test Results: 3 negative 0 positive

Male

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 ?

NS TSN ERRRR R

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

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

Reasons for disqualification: Intervwwer s Initials/Date:___ #1414 |7 -R /- 3

)

'

Investigator's Signatur;: % f {5 ( Date: gxf /g dd/ a;%yy

=106



Data Collection Form 3

HTR Study No.: 03-122085-106

Page No.:.E_“_goa
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM

Visit Code Date Subject Initials Subject T%efin # Study #
L Test ~ 7 00 N2 M, ©, L | Permanent#: ~p
; Period tr)nn[l /%L/D % e 52| 03122085106

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

Es

-y
oo
&
w
o

&
(%2
(o]
L d

b
&
o
i
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oE

If no, please explain:

TII. Has subject been ill since the last visit? JYes (Complete below) »Q/NO
IV. Has subject used any new oral or topical medication? {JYes (Complete below) Bé

Based upon the above responses, the subject is: @Qualified (] 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? ONotrelated [ Possibly related [ Definitely related [ Other (explain)

Action Taken: ONone ] Continued on study

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 (Reasor for Taking)
/ / /I
/ / I
/ / I
Comments:

.Date: 07 / &q / 03
mm dd yy

- Interviewer’s Signature: %
QR

]



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 Screen # Study #
072403 M/F /M |Fermauent#: 03-122085-106
mm dd  yy F M L
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10 107 10° 10 10° 10
T | VR 37 TN | T Q7
TN T 27 ™ R s
CFUmL3XI0" Counted by : <74 _17-3/"(B CFU/mL 3:0XI107 Comtedby: 7% /7-3/-23

LEFT HAND WASH 1 RIGHT HAND
10" 107 10° 10* 107 107 10° 10°*
T nge | 23¢ /9 AT e | &/ /0
NI ™e | 174 23 TNTL ™ | 87 7
TATL INTe
CFU/mL _2__0_5_1_@_5_____ Countedby: $#4$ 7 2-3/-03 CFU/mLM__ Countedby:__ 4§ [ 7-3/-9¢3
LEFT HAND WASH 11 RIGHT HAND
10" 107 10° 10 10 10? 107 10*
T™Te ™ | 64 8 THTC e | (3 7
wIC e |76 A Tte e | Y6 | Y
I Tt
crumL2.0xlo% Counted by : _945 _/7-3r-93 | CFU/mLS.4 X104 Countedby: &S /[ 7-3/-023
Calculations by: J_NB /080103 Raw datareviewed by j Z # / F-bo3
Calculations Verified by: __£4s /_9-1-03
*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
igator’s Si : - 7ye;
Investigator’s Signature: dm.l E g Uz Date: a mgn / = / y;3




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

FOLLOW-UP VISIT Page No. JL = 506'
Visit Code Date Subject Initials | Suriect S""?%';l Study #
W « :'; Follow-up M / 0 9 M / / ! M Pel”lna-nent #152 03-122085-106
Visit mm dd vy F M L

Date Subject Entered the Study: Foliow-Up Visit Date:
o719 1. 03 03,04 O3

mm dd vy

mm dd  yy

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

O YES }?{NO If yes, complete below:

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

Comments:

Has the sybject had any health related issues since the treatﬁent procedure?

S

0 YES y NO If yes, complete below

Comments:

Medigal Consfijtant’s Signature: ' ate
é@L %f/y\/\ﬂ% / M\ @ | : / (f !

om vy
4




HTR Study No.: 03-12208%

Data Collection Form 1 Page No.. L
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
: . Subject Screen #:
£ Visit Code Date Subject Initials Study #
’ R4 H Y
Quillli‘iaij::ttion 07/2/103 | S S ipq |Fermanents 03-122085-106
mm dd vy F M L
Gender: 0O Male B—Female . Age: _4(R  Years
Does the subject have any of the following at the treatment sites?
1 DERMATOLOGIC DISORDER No Yes Don't
: Know
1. Psoriasis ? —
2. Eczema ? el
3. Skin Cancer ? P
4. Skin Allergies ? Please specify: P
5. Hives? L
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No . "Yes Ilza’;;:
1. Allergies.? Please specify. /
2. Hepatitis ? P
3.  Heart and Vascular Disease? e
. 4, Liver Disease 7
) ———— e
f / 5.  Kidney Disease ? -
6. Tuberculosis ? L
R Diabetes ? Controlled? Diet{ ] Oral{ ] Insulin| ] L~
8. Cancer ? P
9.  Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? e
10.  Organ transplant 7 L
11.  Any other condition not listed ? Please specify: e
Is the subject taking any medication? Xt yes, please specify below:
1. MEDICATION No Yes Don't
. Know
1.  Antibiotics, oral or systemic ? L
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? e
3. Heart Medication ? -
4.  Insulin? v
5. Other? [
Comments£
Based on the above medical history, the subject is: - B’@aﬁﬁeﬂ or 0 Not qualified for the study.

mm dd vy

Interviewer's Signature: % 9. C Date: _ 07 | 2/ ) 0=



Data Collection Form 2 HTR Study No.: 03-12208¢

INCLUSION / EXCLUSION FORM Page No.:
Visit Code Date Subject Initials | Su0ie®t S“’;‘;ﬁ’/ Study #
Subject Permanent #:
Qualification | 2Z/21103 | SIS/ /Nh 53 03-122085-106
s mm dd__ yy f m 1

INCLUSION CRITERIA

Check one
NO Subject:

1. Is 18 through 65 years ?

. Has signed informed consent ?

. Is healthy as evidenced by responses on DCF 1 7

So BVIRVLVWe W) AhepUete

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

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

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

AR

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

[~ I ]

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

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

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

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

WD

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

EXCLUSION CRITERIA

Check one¢ -

'} YES NO N/A Subject: ™~

”

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

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

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

. Has artificial nails or nail tips?

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

Has eczema or psoriasis on their hands or wrists ?

N VS FN RS FN)

. Is currently pregnant 73 Yes B-3G  Of child-bearing potential; #Yes O No
0O Surgically Sterile, year O Post-menopausal, year

Female | F ‘Male

A <ENARNA

If of child bearing potential - B-HCG Test Results: i negative O positive 7 /34/07;4;“
ul 8. Is currently lactating ? A

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

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

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

JAVAVA

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

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

Reasons for disqualification; Intervxewer s Initials/Date;____ ﬁ(‘_ [ O7:2/0R

Investigator's Signature: adl / ,.3! g

pate: (I8 /G = /03

Yy



HTR Study No.: 03-122085-]

Data Collection Form 3 Page No.: L -#
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | Supiect ngfzzf‘ Study #
Test Q"?/aq / é:& ‘ S / S / M Permanent #
Period | [T | A= 55 03-122085-106

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

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? E21<1es [ONo
If no, please explain:

III. Has subject been ill since the last visit? OYes (Complete below) J No
IV. Has subject used any new oral or topical medication? OJYes (Complete below) E{IO

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

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

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

Action Taken: (ONone  [] Continued onstudy [0 Withdrawn from the study  [1 Consulted physician
0O Medication taken (Complete below) [Hospitalized ~ [1 Other (explain)

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

: > l- ' : ‘ | ate: 2 q 03
- Interviewer’s Signature: ﬁﬁ/ivo_;‘l[ ((1 MM,L\,\) Date 2;? / = / =



Data Collection Form 4

HTR Study No.: 03-122083-1/
Page No.:

Pt |

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

TestDate | Subject Initials S“"""“E‘fﬁ‘_i Study #
072:29,03 | S5/ M |Termanent: 03-122085-106
mm dd yy | F M L 55
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10° 10° 10° 10 10° 10°
D
'I\‘Nrrc" af/(’z‘_ 92[;! N gfg 9—-4),
mwre |l  275° 12 W | 2,74 50
“
CFU/mLZ-6XI0 Countedby: _ [0~ /7-3i03 CFU/mL3.BX 0 Countedby:_72~ [ 7°8/Q%

ATNd vt estrmoaxe din Yo coundabs IN:] WU ple. 72 7-3/.03

LEFT HAND WASH 1 RIGHT HAND
10°! 10% 10% 10* 10°! 102 10° 1
™R | e | 4| 3 T ™ | 37 J
TN [ W] @ 7 TN Wl 49 13
| CFU/mL&.6X o4 Counted by : T[> /7 ‘3)-03 crumi4-3Xi0t Countedby: TG (773
LEFT HAND __WASH 11 RIGHT HAN
107 107 10° 10 10" 102 10° 1
TN |INIEe_[ 35 | 2 INTC 222 [ 724 | 3
™NIC ™NIe | 3% 2 TNTC 22 | 20 | 2
™ INTC
crumL 34 x10% Counted by : JNB_/07:31'03 crumr24x10% Counted by : INB__ /07"
Caloulations by: __ JNB /080103  Raw daareviewed by SLH /s F-6-03
Calculations Verified by: ___$A3 [ _B-1-06)
*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
3 » 1 . . ° 0
Investigator’s Sigpature: @M‘) 2 g (/, Date: Qm?; / {1 dO / y:?



Data Collection Form 6

HTR Study No.: 03-122085-;

FOLLOW-UP VISIT PageNo. JL— 910
Visit Code Date Subject Initials | Suriect S“’:"g“é’z/ Study #
} Fo]]ow-up ﬂj/ 06// 0 3 5 / 5 / M Pema.nent #:\5'3 03-122085-106
Visit mm_ dd _ yy F M_ L

Date Subject Entered the Study:

o713 D%

mm dd

yy

Follow-Up Visit Date:

281

1 O3

mm

dd vy

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?

0 YES /H'No

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

Comments:

O YES /ZjNO

Comments:

If yes, complete below

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

Medigal Conspltant’s Signature: ' Date
g? N L/Z g‘ / ﬁ[ /d =3
< AV ) / @ mm dd vy
7 -+ ﬂ 7 —




HTR Study No.: 03-122085-106

Interviewer's Signam ' 5 ] .

" Date: 07 IZI

dd

03
L

e

Data Collection Form 1 Page NO-i;E_"g it
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
\ Visit Code Date Subject Initials | SuPject Sereen #: Study #
Quill‘i?ij:::ion 07,21,02 D /S /B |Fermanent #’54 03-122085-106
mm dd vy F M L
Gender: O Male E/Female i Age: _A:Z___ Years
Does the subject have any of the following at the treatment sites?
1. DERMATOLOGIC DISORDER No Yes Don't
- 2 Know
1.  Psoriasis? v,
2. Eczema ? ‘/,
3.  Skin Cancer ? v,
4.  Skin Allergies 7 Please specify: v
5. Hives ? v
Does the Subject have any of the following (present and past)?
. OTHER MEDICAL INFORMATION No "Yes gg‘;;
yl
1.  Allergies.? Please specify. VA
2.  Hepatitis ? vV
3.  Heart and Vascular Disease? V4 P
4.  Liver Disease ? v .
5. Kidney Disease ? V4 .
6.  Tuberculosis ? \//
7. Diabetes? Controlled? Diet[ ] Oral[ ] Insulin{ ] v,
8.  Cancer? Vv,
9.  Auto-immune disease (Lupus erythematosus, thyroiditis, ATDS, etc.) ? v,
10.  Organ transplant ? vV /
11.  Any other condition not listed ? Please specify: v
Is the subject taking any medication? If yes, please specify below:
IIL. MEDICATION No Yes Don't
- p Know
1.  Antibiotics, oral or systemic ? V4 g
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? vV .,
3. Heart Medication ? v
4, Insulin? / )
5. Other? V4
Comments:' )
Based on the above medical history, the subject is: (Aaﬁfied or O Not qualified for the study.



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

INCLUSION/ EXCLUSION FORM

Page No.:
Visit Code Date Subject Initials S"bjét(sérf en #: Study #
— Qusa‘llilt)';‘:acttion 07,21 /&3 DS /BB | Permanent: 64 03-122085-106
E § mm dd f m 1 {
INCLUSION CRITERIA
Check one

YES§, NO Subject:
\// 1. 1s 18 through 65 years ?
\/ 7 2. Has signed informed consent ?

\/ , 3. Is healthy as evidenced by responses on DCF 1 7 .

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

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

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

Vi showering, and handwashing during the entire study ?
\/ 7. Is willing to refrain from using anti-dandruff shampoo during the entire study ?
/ 8. Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing
liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a
¥ physician for an intercurrent iliness ?
/ 9. Is willing to refrain from using topical steroids during the entire study, unless ptescnbed bya
physician for an intercurrent illness 7
g 10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study,
/ uniess prescribed by a physician for an intercurrent iliness ?
11. Is willing to comply with all study protocol requirements ?
EXCLUSION CRITERIA
Check one ..
~~)) YES No/ NIA Subject:
: /s

, 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 ?

N

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

N

. Has artificial nails or nail tips?

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

. Has eczema or psoriasis on their hgnds or wrists ? yd

NN

Female | Femalg’] Male

. Is currently pregnant ? [¥Yes & No  Of child: gpotcntial: O Yes & No
i,

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

. Is currently lactating ?

AR

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

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

10.

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

AN

1l.

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

12,

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

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

W“*

Qualified O Not Qualified for participation in this study.
Reasons for disqualification: Interviewer’s Initials/Date: ” J’B { ), 72/ &—3
Invéstigator's Signature:

Q)w/p 3 ‘I 'Datezv %/70@703)01
. v ) . .




HTR Study No.: 03-122085-106

Data Collection Form 3 Page No.. T -51
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | Supject Screen#: Study #
Test 07,39 D3 3; 'Sy Permanent #:
Period | 2 ST | BT 5 4 03-122085-106

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

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

I, Has subject been ill since the last visit? JYes (Complete below) Q/No
IV. Has subject used any new oral or topical medication? [IYes (Complete below) E?éo

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

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

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

Action Taken: ONone [0 Contimied on study  [J Withdrawn from the study [0 Consulted physician
O Medication taken (Complete below) UHospitalized ~ [J 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
P /o
Comments:

- Interviewer’s Signature: %ﬁm Q(V ‘ jDate: ?nzl /ofﬁ / Czy




M 1

Data Collection Form 4

HIR Study No.: 03-122085-106
Page No.., -

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

Test Date Subject Initials Subject Screen & Study #
02/ 2%_/ 03 1 DS D Pe"“%‘z # 03-122085-106
mm dd yy| F M L
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10 10% 10°¢ 10* 10° 10
™V 229 19 LN 194 2|
el &3 29 w20 1§
CFU/mL24X/0 Counted by /3 [7-31-63 CFU/ML2OX10”  Countedby : T/ 7:3) 03

LEFT HAND WASH 1 RIGHT HAND
10! 10 10° 10" 10! 10° 10° 10
T we | dL / ™I ™ | 55 | 45
w ™ | 49 |3 X | Wl @0 | £
YT T~
CFUmI4-5X10 + Coumnted by : “T-__ | 73/-43 | CFUMLD.4X 104 Counted by:_ TZ /72316
LEFT HAND WASH 11 RIGHT HAND
107 102 10° 10 107 107 107 10
™G~ A4l % / T N | 2D |
TN b |~ v, T WIe—| &7 | £
~ | T e~
CFU/mL 2:3X | 04 Counted by : _~7Ia [ 7-31-03 CFU/mL 28X10 4 Counted by : ~77-

Calculations by: JN'E 108:01'Q3  Raw data reviewed by SLY 1 ¥ bo3

Calculations Verified by:

ws

[ 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

(7363

Investigator’s Signature:

G0 Lo

Date:

aos /1o 193
d vy

mm

d




M B Follow-up ﬁ/&ﬁ/& 3 D_/ / ﬁ
2 mm ¥y

-

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

FOLLOW-UP VISIT Page No. {L =~ 515
Visit Code Date Subject Intials Subject Screen #:

Study #

Permanent #:
: %/ 03-122085-106

Visit

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

2712/ 1 22 D8, .23

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?

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, compiete below

Comments:

Medica] Consultant’s Slgnature ' y Date
. / ‘g
g w%) 4.0 -

dd yy




),

Data Collection Form 1

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM

HTR Study No.: 03-122085-106
Page No.:E - '9 b

Visit Code Date Subject Initials Subject Screen #:

Study #

Qualification

mm dd yyl| F M L

Sl{biect. Q_Z/ ._Z_/.. / Q.3 L /'D / T Permanent #:

5 03-122085-106

Gender:

0 Male l?i/ Female .

Age: 4‘[ Years

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

L DERMATOLOGIC DISORDER No Yes Don't
. : ) Know
1.  Psoriasis ? v, '
2, Eczema ? \/ )
3, Skin Cancer ? \/ .
4,  Skin Allergies ? Please specify: v .
5. Hives? V4
Does the Subject have any of the following (present and past)?
JI. OTHER MEDICAL INFORMATION No, | ‘Yes Don't
yd Know
1.  Allergies.? Please specify. V. .
2.  Hepatitis ? v o
3.  Heart and Vascular Disease? v,
4. Liver Disease 7 \/ P
5.  Kidney Disease ? v,
6.  Tuberculosis ? vl
7.  Diabetes? Controlled? Diet[ ] Oral{ ] Insulin{ ] VA
8.  Cancer? V4 .,
9.  Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? v,
10. Organ transplant ? Vs
11.  Any other condition not listed ? Please specify: (V4
Is the subject taking any medication? If yes, please specify below:
TIL. MEDICATION No Yes Don't
. Know
1.  Antibiotics, oral or systemic ? v’ J
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? V'
3.  Heart Medication ? vV,
4. Tosulin? vV,
5. Other? /
Comments£
Based on the above medical history, the subject is: ahﬁed or [ Not qualified for the study.

}
Intemewer’s ngnm/ W

07 / 'Zl&.l/ 03




Data Collection Form 2
INCLUSION / EXCLUSION FORM

HTR Study No.: 03-122085-106

Page No.: -
Visit Code Date Subjec " Initxals Subject Sereen #: Study # -
— . ya
Subject P .
Quatitation | 2 7,2/,03 L— / P /I ermanent ¥ 03-122085-106
mm dd vy
INCLUSION CRITERIA
Check one
YES NO Subject:
vy 1. Is 18 through 65 years ?

\/ A 2. Has signed informed consent ?

\/, 3. Is healthy as evidenced by responses on DCF 17

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

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

6

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

showering, and handwashing during the entire study ?

/
v/
V

oo_\l

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

/|

Vi

. 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 {:rescribed bya
physician for an intercurrent illness ?

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

physician for an intercurrent illness ?

10.

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

\//
V)
v

11.

Is willing to comply with all study protocol requirements ?

EXCLUSION CRITERIA

= )YES N

Check ong -

" N/A  Subject:

L

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 ?

V4 / 4. Has artificial nails or nail tips?

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

4 6. Has eczema or psoriasis on their hafids or wrists ? /
Female | Fem y’ Male | 7+ Is curently pregnant ? O/Yes & No  Of child-bearing potential: 0 Yes i No

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

. Is currently lactating ?

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

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

/-

10.

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

\VA,

/

11.

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

/

L

V4

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

Qualified

Reasons for dlsquahﬁcahon

Based upon derr{;?échc evaluation and the information contained in Data Collection Forms | and 2, the subject is:

0 Not Qualified for participation in this study.

Intemewcr s Initials/Date: J [{B / 0 7 : QJ '0.3

Inv&stxgatox’s ng;nature /g Z A,%—v Date: z / /f de~/ o 3yy




HTR Study No.: 03-122085-106

Data Collection Form 3 Page No.. L =519
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
- . . Subject Screen #: .
Visit Cod Dat Subject Initials d
ode e jec ia AFA Study #
Test Jo; 0 LD/ Permanent #: g
Perioa | £L/F2/ 03 = 5| 03-122085-106

mm dd vy F M L

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

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? BYes [No

If no, please explain:

TI. Has subject been ill since the last visit? Yes (Complete below) 2o
IV. Has subject used any new oral or topical medication? [TYes (Complete below) B

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

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset:

Describe condition:

Date Reported: Date Resolved:

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

Action Taken: (INone [

0 Medication taken {(Complete below) [JHospitalized 3 Other (explain)

Continued on study [0 Withdrawn fromthe study =~ [ 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)
/ / /o
/ / r
/ / A
Comments:
i . . ‘ . Date: @7 _Jo | &3
Interviewer’s Signature: (747%% . U@W o 'F yy




Data Collection Form 4

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

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

TestDate | Subject Initials | So02e%t S°E§i‘£ Study #
01/2003 | L D/ |Fermanent# 03-122085-106
mm dd vy F M L 55 :
BASELINE
LEET HAND DILUTIONS RIGHT HAND DILUTIONS
10% 10°% 10 10* 10° 10°
ThE 144 AR TR 1T 59
1L [v3. 20 I T 40
CFU/mL\,'D*\g Countedby: & | §-1-03 CFUMmLY.© *3‘:’ Countedby: &/ M &k &i-
LEFT HAND WASH 1 RIGHT HAND
107 10° 102 10 10" 102 10° 10
R WL | e | 42 18T TN | 104 | 2
A NV | Tl g5 17T 1Y | 01 13
NG TNt
CFUmL 2% Countedby: (& 1 8-1-08 | crumLANYASS _ Countedby: (X 1 X EJIAS
. Q@ ree-12
LEFT HAND WASH 11 RIGHT HAND
107 10? 10° | 10* 10" 102 10° 10%
TNTC ANT | i3 a4 TNTL Te | 135 10
NI (L 173 24 WL TNIT | 42 1y
I HC —
CFUmL \ . o¥ (o2 Countedby: 8/ 8-4-03| crumL \M+* 1% Counted by: R 1 2-1-03|
Calculationsby: _r~<S 7 R-\. =3 Raw datareviewed by JNB /080103
Calculations Verified by: JNB 10%:0)-0D
*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 [ / / / j
mm dd vy

Tnvestigator’s Signature: /4 7 ‘////
ZZ PN
7z TS | 9 ~ j



‘Pata Collection Form 5A

sequelae

lserious Adverse BEvent/Experience

subjectnftials __ ADL  subject# 55 Study No.  03-122085-106
A Page No. - 5[ Fo O
) ADVERSE EVENTS
' SAE' Action Relation- lnvesﬁgator
Symptom / Event O;set Date) End Date |y |Severity| g uon {OUteOme| “ohip | signature/pate | .-
12 ) L,I g// \‘6"—‘@-’: e
C@M /é ’/02 Y 03 ")\{ ]\ \\ ~ ‘ e A Wi
%’:g Comment/Note: . Initials
Yo Mg]ﬁ wnede womd @Suet ae Lo, Q.
\ +I\.%;A'Av.f\ 'Lryn 'Tnh.o n09n| v n'nnﬂAl.l\ﬁ-’-iw hTQ ’
dx dou on o>
12, TS T~
7 3 <Z> 3l
SAE' Action Relation-| Investigator .
Symptom / Event Onset Date| End Date |y, |Severity| p;, o |Outcome| "oy | signature/Date
%’;&g Comment/Note: Initials
o
)
- SAE’ . Action Relation-] Investigator
Symptom / Event 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 3=Severe
Relatidnship; 1=Definite 2=Probable 3=Possible 4=Unrelated
- Action Taken:  1=None 2=Rx Therapy 3=Discontinued Study 4=0Other (specify)

2=Resolved w/ sequelae  3=Ongoing

: " 4=Death
(describe)



Data Collection Form 6

HTR Study No.: 03-122085-106

FOLLOW-UP VISIT Page No. JL = H RO
Visit Code Date Subject Initials | Suplect S"“’% 2 Study #
m; Follow-up 08/ 0‘/ 10 3 A D /I Permqnent#ifé, 03-122085-106
Visit mm dd Yy F M L
Date Subject Entered the Study: Follow-Up Visit Date:
02,21, 03 030%, 02
mm dd

Yy

mm dd  yy

0 YES NO

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

If yes, complete below:

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

Comments:

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

? YES 0O NO If yes, complete below

Comments: & Oﬁ@( 0/)(42,% 7""3 / ‘@‘3

Medical Congultant’s Signature:
E T Doy iyt ©
y 4

Date

3.7 0>
mm dd

vy



Data Collection Form 1

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM

HTR Study No.: 03-122085-106

Page No,z:_szl

Visit Code Date Subject Initials S“bjectas%’e n#: Study #

mm dd yw{| F M L

S“bi ect O Permanent #:
Qualification -———l’—&l’_Q:)D I h % 03-122085-106

Gender:

O Male d Female .

Age: ¢ 39 Years

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

L DERMATOLOGIC DISORDER

Yes Don't

1.

Psoriasis ?

Know

Eczema ?

Skin Cancer ?

1] Bl el g

Skin Allergies ? Please specify:

Hives 7

ONNNKY g

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

0. OTHER MEDICAL INFORMATION

. Don't
Yes Know

Allergies.? Please specify.

Hepatitis ?

Heart and Vascular Disease?

Liver Disease ?

Kidney Disease ?

Tuberculosis ?

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

Cancer ?

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

0.

S L IR G B e R b

Organ transplant ?

1.

Any other condition not listed 7 Please specify:

NN SN |2

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

1. MEDICATION

Don't
Yes Know

Antibiotics, oral or systemic ?

Cortisone, Steroids, ACTH, Anti-reaction Drugs ?

Heart Medication ?

nla|wlol-

Insulin ?

Other ?

\\\\i 2

Comments:'

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

Not qualified for the study.

.~Date:_ 67 / Q)—/ /CB
mm di ’

d ¥y

Interviewer's Signature: . o MM ’
%ﬁf ' 1\ i 5 )



Data Collection Form 2

INCLUSION/ EXCLUSION FORM Page No.:

b .
Visit Code Date Subject Initials | SUD oot Sereen #:

g.?q Study #

Subject ) Pe}manent #: -
Qualification ol 67} EAVES

03-122085-106
mm dd f m 1

HTR Study No.: 03-122085-106

-

INCLUSION CRITERIA

Subject:

. Is 18 through 65 years ?

. Has signed informed consent ?

. Ishealthy as evidenced by responses on DCF 1 7

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

afulslwiv

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

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

showering, and handwashing during the entire study ?

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

o1

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

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

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

physician for an intercurrent illness ?

10.

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

11.

Is willing to comply with all study protocol requirements ?

EXCLUSION CRITERIA

Check one -

N\ )YEs  wo.

N/A Subject:

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 7

2
3
4.
5
6
7

. Has eczema or psoriasis on their hands or wrists 7

Female | Female
1

Male

. Is currently pregnant 7 0 Yes @ No  Of chxld-bearag potential: 0 Yes J2"No

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

. Is currently lactating ?

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

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

10.

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

/
e
S
e

11.

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

“

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

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

Qualified

Reasons for disqualification:

{0 Not Qualified for participation in this study.

Interviewer’s Initials/Date: % 7/& V Qg

Invcsﬁgato:;s Signatm;e: % . 2{7 ,q/%/"\ f Date: gn / j / 9] 3




-\

HTR Study No.: 03-122085-1

Page No.:M

Data Collection Form 3
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | Su0Ject S’z‘;‘:}‘ Study #
Toct A B I rr N2 Permanent #:
28t 7130103 | K 1A L | rermanem
Period T RV j"é 03-122085-106

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

. Has subject used non-antibacterial soap and followed the instructions in Appendix B? E’]‘és [INo
If no, please explain:

TII. Has subject been ill since the last visit? Yes (Complete below) [340
IV. Has subject used any new oral or topical medication? [Yes (Complete below) 1316

—

Based upon the above responses, the subject is: FQualified [ 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 (] Possibly related [ Definitely related [ Other (explain)

Action Taken: ONone [ Continued onstudy [0 Withdrawn from the study

00 Medication taken (Complete below) [JHospitalized

0 Consulted physician
[0 Other (explain)

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

. Interviewer’s Signature: -
o %&m@ o dis

06

23



HTR Study No.: 03-122085-106
Data Collection Form 4 Page No.:uﬁ_
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
CFU/mL of Sampling Solution
. Subject Screen #
Test Date Subject Initials Study #
774
Dj_/_@/_Q& _E)_ ) /L | Permanent#: 03-122085-106
mm dd F.. M L 5(0 :
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10°* 10°% 10°¢ 10 G 10° 10
v NI 25, Ty 257 A5
TNIL THIC 26 TNIT ) 80 AA
CFU/mL 262107 Countedby: |8/ §-1-03 CFU/mL 2.300" Comtedby: 4R [ €- l»a?
A ]
@Mﬁ@* ohyplicts- N B .0 S
LEFT HAND WASH 1 RIGHT HAND
10 10% 10° 10* 10° 10? 103 10
ML A 195 14 THIC N 10 v
AL G T Y THTC e | 3 | 10
1N e
CFU/mL _I\$* 0> Counted by : A 81-04 | crumL_$. Yx /0 Countedby:_ X | 8-1-0%
LEFT HAND WASH 11 RIGHT HAND
10 102 10° 10 10° 102 103 10
TN T | gp | M TNIT Tve | 1y 16
VT e | 134 1 TNTC e | 1] N
TNTe ” TNTL
CFU/mL LY x10° Countedby:_ @5 / 8-1-03| cFumL_ %2 x/0¥  Countedby: & __/81-02
Calculations by: US| $-1-03  Raw datareviewed by O [ 8\ <D
Calculations Verified by: XS /R
*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: // ;O 3
om dd

Investigator’s Signatuxe:/é’ § ”//'%__\/]/
= ¢ 2fpd /



2=Moderate 3=Severe
) Re!ationshnp: 1=Definite 2=Probable 3=Possible
. Action Taken:  1=None 2=Rx Therapy 3=Discontinued Study
Outcome: 1=Resolved W/o

" Pata Collection Form 5A

SubjectInitials __ AAL  subjectt_ Bl StudyNo.  03-122085-106
PageNo.” 1L — 5 ﬂ&
ADVERSE EVENTS
Symptom { Event Onset Date| End Date s;;:’ Severity ¢:ﬁ:: Outcome | Retation- Investigator
Headacke - Y2/p 3 | PN 2| 5
ENY loommentNote: 3 1),/ /\W A%V\%é Initials
3/%3 ‘Hmdnc?w pxw%m&pmw__@ ‘
S00q ornexiisQlin. _en B|2/03 . '
7/03'—3('J\mnux Mmiﬁd 50[)ma &1 C\NYzQxLCxQQMo
o o Lolet pur doy.—sbgmptoms
oymptom / Event___|0"s0t Date| End Date| A% [sovertty| 4on |outcome RO TN SOV BT
W GJ@&:#!LM 7/83 g
Bty Comment/Note: ' Initials
ﬁ/j/oadmt tiﬁm Jetlad « Gp.
%\loa wnmxztw’gw %70?>L/amd<81!05 O
it Aonpemil °

: SAE’ Action Relation-{ Investigator
Symptom / Event Onset Date| End Date |y, {Severity |y, |Outcome| "oy | signaturelDate
%natg Comment/Note: Initials

|

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

Severity: 1=Mild

" 2=Resolved w/ sequelae 3=Ongoing

. sequelae (descnbe)

‘serious Adverseb;;ant/gxper‘?érze o

4=Unrelated

4=0Other (specify)
4=Death



. Data Collection Form 6

HTR Study No.: 03-122085-106

FOLLOW-UP VISIT PageNo. JL— 525
Visit Code Date Subject Initials Subject Sm%,;/ Study #
Paaine 3 Follow-up m / 0 ¢/ 0 3 g / ﬁ— / L Pema-nent#: \% 03-122085-106
Visit mm dd vy F M L

07,21 1 22

mm dd vyy

Date Subject Entered the Study:

mm

Follow—Up ?t Date:

dd

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
O YES % NO If yes, complete below:

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

Comments:

Comments: M - 30-0>

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

y YES 0O NO If yes, complete below

DA oot e

% c;w;g Lastoppn,

2037 Sppas

£od

ed$al on ultant’s Signature:
> /M < @
7

Date

‘mm  dd




— ] Visit Code Date Subject Initials | S"Pieet S”é‘%& Study #
Subject T, - Permanent #:
Qualification %n%/ %_/_Q_y% *‘—AF‘-—/—-I\-A-J_%. 5 7 03-122085-106
Gender: 0O Male BfFemale. Age: ng Years

Data Collection Form 1

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM

HTR Study No.: 03-122085-106

Page NO‘E_:SZQ

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

1. DERMATOLOGIC DISORDER

Yes Don't

1.

Psoriasis ?

Know

Eczema ?

Skin Cancer 7

bl Rl Bl B

Skin Allergies ? Please specify:

Hives ?

VIV | 2

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

II. OTHER MEDICAL INFORMATION

) Pon't
Yes Know

2z
©

Allergies.? Please specify. Cord@iwvi0

Hepatitis ?

Heart and Vascular Disease?

Liver Disease 7

Kidney Disease 7

Tuberculosis ?

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

Cancer ?

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

R R G e B X ke

0.

Organ fransplant ?

11.

Any other condition not listed ? Please specify:

MMMV

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

. MEDICATION

Don't
Yes Know

Antibiotics, oral or systemic ?

Cortisone, Steroids, ACTH, Anti-reaction Drugs ?

Heart Medication ?

] hjwithg e

Insulin ?

WSWE

Oer? (5000s -\ ien s (oie ¥h Candro] )

Comments:

Based on the above medical history, the subject is: Quahfied or U

Not qualified . for the study.

Intervwwer’s Slgnature 3-0/ Q
fJAJ MWIA

D7 2 | &3
mm dd Yy




Data Collection Form 2

INCLUSION / EXCLUSION FORM Page No.:

Visit Code Date Subject Initials | Sooiect S“’"‘,‘S""' Study # -

o

Subject

Qualification ol,al /.QJ IE./;;JTGL Permanent #: 57 03-122085-106

mm  dd

HTR Study No.: 03-122085-106

-

lNCLUSION CRITERIA

Check one

YES 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 ?

ajrlsjwln

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

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

showering, and handwashing during the entire study ?

oo | =3

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

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

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

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

physician for an intercurrent illness ?

10.

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

NN WV VNS

11.

Is willing to comply with all study protocol requirements ?

EXCLUSION CRITERIA

. lygs - No

Check one -.

" N/A  Subject:

1.

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

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

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

Has artificial nails or nail tips?

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

Qafulslvin

. Has eczema or psoriasis on their hands or wrists ?

Female

Male

. Is currently pregnant 7 0 Yes & No  Of child-bearing potential ,Z’ Yes 0O No

O  Surgically Sterile, year 3 Post-menopausal, year

. Is currently lactating ? A

If of child bearing potential - B-HCG Test Results: ¥ negative O positive 77 9;0)041 o

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

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

I 10.

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

_—
e
_—
e
—
Female
~
1 7
/
A
/
e

1L

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

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

\

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

Reasons for disqualification:

0 Not Qualified for participation in this study.

Interviewer’s Initials/Date: 85-\?} / ja(m

Investigator‘ls Sigﬁature: /g j_%,«y//é\/\// Date: 231 /- fd‘; ;& Q)yy




HTR Study No.: 03-122085-106

Data Collection Form 3 Page No.. L ’52
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
- . ies Subject Screen #: .
Visit Code Date Subject Initials Study #
) QTG Y
Test Permanent #:
: o30/03 | T/~ 16 :
Period %y | T S /| 03122085106

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

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

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

Based upon the above responses, the subject is: Béxaliﬁed (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:

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

Action Taken: ONone [0 Continued onstudy [ Withdrawn fromthe study [0 Consulted physician
O Medication taken (Complete below) [JHospitalized [ Other (explain)

Additional Comments:
CONCOMITANT MEDICATION
Medication ~ : Start Date Stop Date Indication
(Oral or Systemic) Total Daily Dose mm/dd/yy mm/dd/yy (Reason for Taking)
/ / I
/ / / /
/ / / /
Comments:
. Interviewer’s Signature: (%’l a47~ o1 . Lace B Date: _ &7 / Jo | ©3
) mm dd Yy




m\\}

Data Collection Form 4

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

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS

CFU/mL of Sampling Solution
TestDate | Subject Initials | Subiect Screen# Study #
01:2003| L /- (5 |Bermanent# 03-122085-106
mm dd  yy | F. M L 57 .
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10_4, i()es io—é 10—4 iG-S 10-6
TWTL [} 17 INTC 143 22
TNIL 124 2R THTC 125 22
CFU/mL L.4x10° Counteaby: > 1 B-1-03 CFU/mL 43x107 Countedby:_ €2 [ 38-I-

LEFT HAND WASH 1 RIGHT HAND
107 10° 10° 10 10" 102 10° 10"
1N NI 0 g TR T 25 !
11T o | T | 7 THIL mre | 42 | 7
% TVIT
cFumL _§.8x 107 Countedby: P8/ £4-03 | cFumL _%8x/0 v Countedby:_ & | %-1-0%3
LEFT HAND WASH 11 RIGHT HAND
10 107 10° 10 10" 107 10'3@® 10
179. A 5 % 209 52 Ly P)
19 '%:1 4 9 0 g1 5@ La®®| L0 |
L 3 159
CFU/mL _§, $X(0 Comtedby: B / 8108 | cFUmL & ¢x /9> Countedby: (% | 8-1-0%

@D LA LB ALLAOUNT P2 8402
Calculations by: Hs | 8-(-03
Calculations Verified by: xS A VAV~ ILY
*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

Raw datareviewed by €YD

[FN-2D

Date:

Investigator's Signatux% i /K/\
A -
AR b



Data Collection Form SA

Subject Initials Z- "G Subject # 5 Z .

Study No.  03-122085-106

serious Adverse Event/Experience’

- Page No.. JIL-53D
S
ADVERSE EVENTS
. —— .
Symptom / Event Onset Date| End Date syl‘;ﬁ Severity ‘.Ar:ﬁ:: Outcome|Relation-| _Investigator
7
20 bumpwy /30/03 5y % ; ] I
7 a, 2
Date Commenthcte,* /\!\JMM hD 7@7@’ ' é. -
1
4/03 .37, 4 b,a/m,nA
SAE' Action Relation-]  Investigator
Symptom / Event Onset Date) End Date YIN Severity Taken Outcoms ship Signature/Date
_M!_m%a._dﬁ@_ﬂéﬂ g
Entry .
Date Comment/Note: Initials |
?}’“L/NO 5 //7 0/7’%& VYV 0@% /’é}éqp ;29
)
; SAE’ . Action Relation-| Investigator
Symptom IEyent 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
o Action Taken:  1=None 2=Rx Therapy 3=Discontinued Study 4=0ther (specify)
— ) Outcome: “{=Resolved W/o 2=Resolved W/ sequelae  3=Ongoing 4=Death
sequelae (describe)




Data Collection Form 6

HTR Study No.: 03-122085-106

.o’b
gi\.

FOLLOW-UP VISIT Page No.: w 55|
Visit Code Date Subject Initials Subject S¢°’:§§‘6—' Study #
et N Follow-up ﬁ/ ___0 4/ & 3 I /|~ G Perma.nent #: 5 7 03-122085-106
Visit mm dd vy F M L
Date Subject Entered the Study Follow-Up Visjt Date:

L/L/ [, 0%

dd  yy

03, 0% o>

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?
a YES ﬂ 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 .yNo

Comments:

If yes, complete below

Medlcal Consyttant’s Si

/vz/\/l /// <&

5,

Date

i d

dd

¥y




~)

HTR Study No.: 03-122085-1
Data Collection Form 1 Page No
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM
| Visit Code Date Subject Initials | Supiect S";“:‘#; Study #
Subj :
Qua‘lliﬁ]:acttion 07121103 | 7 1 E 1A |FTmROE 4+ 03.122085-106
mm dd vy F M L “’)%
' 7/@0/03 o
Gender: 0 Male B~ Female . ___2___ Years
Does the subject have any of the following at the treatment sites?
I. DERMATOLOGIC DISORDER No Yes 11232;
1. Psoriasis ? v
2.  Eczema? v
3. Skin Cancer 7 v
4, Skin Allergies 7 Please specify: v
5. Hives? P
" Does the Subject have any of the following (present and past)?
. OTHER MEDICAL INFORMATION No "Yes }Iég:;:
1. Allergies.? Please specify. Cador. o o
2. Hepatitis ? o
3. Heart and Vascular Disease? [
4, Liver Disease 7 v
5.  Kidney Disease 7 e
6.  Tuberculosis ? P
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: v
Is the subject taking any medication? Ifyes, please specify below:
JIL MEDICATION No Yes pon't
1.  Antibiotics, oral or systemic ? e
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v
3.  Heart Medication ? [
4, TInsulin? e
5.  Other? /
Comments£
/
Based on the above mechcal history, the subject is E’(}ualiﬁed or O Not qualified for the study.
Interviewer's Signature: 7 71. O&'I\J‘L’-U? Date: __ 07 [ X( [ PR :
mm dd vy

- b3k



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

Visit Code Date Subject Initials | SuPieet s“’“" # Study #

Subject

‘ Qualification —l/—L/_ai I EIH P"m”’%‘% M 03-122085-106
i mm dd f m 1}

INCLUSION CRITERIA @__@105 %

I [#]

Check one
NO Subject:

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

L

N

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

RN

. 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 ?

At iWwIN

~J

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

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

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

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

MY

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 700 Yes & No  Of child-bearing potential: & Yes O No

O Surgically Sterile, year O Post-menopausal, year
If of child bearing potential - B-HCG Test Results: [J/negative O positive /2] D P a
. Is currently lactating ? Va4 d

AATAIA

~Njfov sl

Ktale

Female

7
2}
B
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 ?

ANIAN

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 sensitjvity to isopropyl alcohol or the ingredients in antibacterial soaps ?

IAVAN

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

Reasons for disqualification: _ - - Interviewer’s Initials/Date: % C [ 07 -2/-06

\ - - -
L ‘ ‘ vates _ 2D 1 L0 L DD
Investigator's Signature: /,Z 27‘ ”//‘, /\6/ o i >




o

N

HTR Study No.: 03-122085-10

T-9%

Page No.: -

Data Collection Form 3

INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials S“"J““Zzs;{f;“ # Study #
Test 07 ;30,03 71 E1H Permanent #:
Period T ML 58 03-122085-106

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

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

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

Based upon the above responses, the subject is: Eﬁualified [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 (I Definitely related [] Other (explain)

Action Taken: [INone  [J Continued onstudy (] Withdrawn from the study [ 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)
/ / /!
/ / T
/ / /o
Comments:

- Interviewer’s Signature: %ﬂ,c?&-cﬁ? (JeceHppur Date: &7 | Jo | &F

mm dd yy

6



HTR Study No.: 03-122085-106

Data Collection Form 4 Page No.:
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
CFU/mL of Sampling Solution
TestDate | Subject Initials s“bj“‘éz‘f;‘ # Study #
D1/20 3 T /E /M |Permanentt: 03-122085-106
mmdd F. M L 58 :
BASELINE .
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10 10 10 10+ 10° 10°
TR £, s T™WTC Z33 Z3
TNTC_ 24 e TRTZ [ g<¢ 20
3
CFU/mL 3:1%19" Counted by: _SP_1 8/ilo3 CFU/mL 222107 Counted by : _S® 1 /103
OWIg i ~s
LEFT HAND WASH 1 RIGHT HAND
107 102 10°% 103, ¥hies o 102 10° 10
e LA A Z39 TMTC T 122 B
Tts T 64 lo T tht e I /o
TNTC TNTC.
CFUmL b.Yxt0" Countedby: P / &ilov | cFumL /.2 x10® Countedby: >V 7/ 3/ifvz .
LEFT HAND WASH 11 RIGHT HAND
10t 102 A 107 10 10" 10 107 10%
vy 0| HE—F Mg+ 2 | TNTC Jot 3 14
Tt 124 b 4| | TniC a9 g O
e 80| o g1-03 | TIOT
crumL_[. 8 x 10" Countedby: {5 / Z--73| CFUmL & [0x/0>  Coumnted by : ST 80/es

Coumkd, Hwrw wnmm:/w—r on on Waohtl
Nt gn on he 107

+0 courst HUL Conteum
C@mﬁgm@&& C,Wh VL& -1-03

Le,l+ hamc( - g-)-a3
PE-1-0

€-1-0F Did met vse tounts fn caleviations

Raw data reviewed by __ &S

Calculations Verified by: ng%?_‘ [l
*10-! dilution is the sum of 1.0 mL spreatl across 3 plates.

‘Underlined values are used for calculation of CFU/mL

TNTC - Too Numerous To Count

[R-DR

__43%ag g-i-03

Date:

AN

BN

/03

Tnvestigator’s Signature: Z § /ﬂ_\
.A/I/ Pl



P Follow-up [22/0‘/ / 09
mm dd vy

Pata Collection Form 6
FOLLOW-UI’ VISIT

HTR Study No.: 03-122085-106

Page No. IL — 6%

Visit Code Date

Subject Initials S“bjeﬁ Screen # 4 7

Study #

Visit

Permanent #:
L sl BT

03-122085-106

Date Subject Entered the Study:

7! 2/ 0%

mm dd yy

mm

Follow-Up Visit Date:

1 0% .03

dd vy

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

that may be indicative of a skin infection?

O YES Y 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:

MeCdlg Cons ltant’s Slizw i
) MO

Date

S// g 1073
Yy




Data Collection Form 1 ) Page No..J: -~
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM
o} Visit Code Date Subject Initials Subject Screen #: Study #
( Subj ect O 7 1210 3 / E / l/ Permanent #:
. ! é 03-122085-106
Qualification mm ad F M I 5q
Gender: 0 Male E/ Female . Age: —_LC}_—— Years
Does tﬁe subject have any of the following at the treatment sites?
1. DERMATOLOGIC DISORDER No Yes Don't
1.  Psoriasis? v’ A‘ ‘
2.  Eczema? \/L
3.  Skin Cancer ? v/,
4.  Skin Allergies ? Please specify: v
5.  Hives? v/
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No "Yes Ilzfxg,\:'
1.  Allergies.? Please specify. v
2.  Hepatitis ? v
3,  Heart and Vascular Disease? \/ﬁ
4,  Liver Disease ? v
) 5. Kidney Disease ? A
6.  Tuberculosis ? v,
7.  Diabetes? Controlled? Diet{ ] Oral{ ] Insulin{ ] v/,
8.  Cancer? v,
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? v /
10.  Organ transplant ? v X
11.  Any other condition not listed ? Please specify: |V
Is the subject taking any medication? If yes, please specify below:
TII. MEDICATION No, | Yes pon't
1.  Antibiotics, oral or systemic ? v .
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? V4 A
3.  Heart Medication ? V',
4, Insulin? ‘[ /
5.  Other? v
Comments::.,
2
Based on the above aredjcal history, the subject is: Eéaliﬁed or [] Not qualified for the study.

e

HTR Study No.: 03-122085-106

Intemewer's Sx%atur%

Date:

03

0,7

dd vy

537



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

Visit Code Date Subject Initials S“"j?‘ s“?“ i Study # -
Vs .
Qui}‘i'}ff:fm 0721211 0.3 B £ |/ |rermanents: 59 03-122085-106
- mm _dd f m 1 ’
: lNCLUSION CRITERIA
Check one
YES / NO Subject:
v/ 1. Is 18 through 65 years ?
(v / 2. Has signed informed consent ?
v _ 3, Is healthy as evidenced by responses on DCF 1 7
/ L 4, Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ?
/ ) 5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ?
\/ 6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing,

_ showering, and handwashing during the entire study ?

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

OO_\!

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

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

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

unless prescribed by a physician for an intercurrent illness ?
11. Is willing to comply with all study protocol requirements ?
EXCLUSION CRITERIA

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

Check one .
oo JYES 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?

\
N
\\Y\\

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

eI EN Y

V4 . Has eczema or psoriasis on their h;n(s or wrists ? /
Female | F " Male . Is currently pregnant ? 0 Yes ¥ No  Of child-bearing potential: & Yes 0 No
{:9 O Surgically Sterile, year 0O Post-menopausal, year
e If of child bearing potential - 8-HCG Test Results: @ negative 0 positive

8. Is currently lactating ?

hepatitis, an prgan transplant, an immunoclogic 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

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

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

Based upon derxl?éogic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
t " Qualified [ Not Qualified for participation in this study.

Rcasons for quuallﬁcauon ] Interviewer’s Initials/Date: Q l SH 5 / 2 2 0‘3
~. / Z pate: __ B | J 1 2D

Investi or's Signature: : ,.

l vestigat & a7, Y/ fam dd ¥y




HTR Study No.: 03-122085-106

Data Collection Form 3 Page No..JL - 5" o
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials S“b":; ji}e“ # Study #
= Test Permanent #:
j ; 07 130/03 AR IV
Period | =i | F M L A q 03-122085-106

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

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

I0. 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)&No

Based upon the above responses, the subject is: GQualified

0 Not Qualified to continue on the study.
Reasons for disqualification:

TO BE COMPLETED JF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

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

Action Taken: [INone  [J Continnedonstudy U Withdra';vn from the study  [J Consulted physician

0 Medication taken (Complete below) (JHospitalized [0 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)

! /o

{ ! /I

T |

Comments:

. ,‘-. . Date: __ & 7/ ~Jo | 23
. Interviewer’s Signature: 7 447-— (777 W 7 o= 5 5




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 sé;;‘% Study #
01,2003 | A/ R/ V |Permanent# 03-122085-106
mm dd vy F- M L ! 54 .
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10" 10° 10°¢ 10 10% 106

TR leg” 2% Tve US> 14
AT 199 7 TIT, 253 2
CFU/MmLL®x 10" Countedby: _SP 1 &hlen CFU/mL 2:3 %107 Countedby : _S42 _/ </i (o3 |

LEFT HAND WASH 1 RIGHT HAND
10? 102 10° 10 10! 102 107 10
ANTE Twve | 1F2Z 21 TV TC T | AG z2
TITE A A AL (¥ a1 Saral e |72 [
TVT T ThTE.
CFU/mL | 8x 10 Counted by : _SP / & [e5% | CFU/mL 24xi0°

Counted by : gP / 8”/03

LEFT HAND WASH 11 RIGHT HAND
107! 102 10° 10% 107 102 | 10° 10*
S8 gsPc. | LA* | 74 { TVTC TUTC 4 i
855 £5PC LA* | 7% ( TUTC e | 44 3
St 15PC TUTC
CFU/mL 2- 6 %0 ¥ Comtedby: SO/ ¥ifes | crumL S Fx10 Y Comtedby: S E (il

Calculations by: US | 8-1-03  Rawdatareviewedby _JND  /0%:01-03
Calculations Verified by: __JWND /0% o003

*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

Tnvestigator’s Signature: M
f el
gl P J

DLA LB Acemant SP 3fifo3 -
ESRC = Chimodd Srameh Rale Goud L i

g 1 4 103

mm dd vy

Date:




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

FOLLOW-UP VISIT Page NO.M (
Visit Code Date Subject Initials | Suoiect Smé‘g‘g Study #
Y volowp | 8 041.0% | A RV |Fermanents J? 03-122085-106
Visit mm dd vy F M L

Date Subject Entered the Study: Follow-Up Visit Date:
07 .2/,03 08.0% 03
mm dd vy

mm dd vy

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

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:
Megical Conspltant’s Signature: ' Date
Yy | T, ¥ 05
* OlMAY. Yo o B
L / .



HTR Study No.: 03-122085-106

Data Collection Form 1 Page NO-"E:g‘(Z'
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
. s . tes Subject Screen #:
Visit Code Date Subject Initial Study #
{ @ i.g % 122> 0? 4?

Subject % / s
QuallljﬁJ:acﬁon 07 IR( 103 | T £ o |Fermanentd 03-122085-106
mm dd vy F M L

Gender:

B Male O Female . Age: S50 Years

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

I. DERMATOLOGIC DISORDER

Don't

Yes Know

1.

Psoriasis ?

Eczema ?

Skin Cancer ?

Skin Allergies ? Please specify:

2
3.
4.
5

Hives ?

NN 2

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

II. OTHER MEDICAL INFORMATION

Don't

Yes Know

(e

Allergies.? Please specify.

Hepatitis ?

Heart and Vascular Disease?

Liver Disease 7

Kidney Disease ?

Tuberculosis ?

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

w]ool el AW

Cancer ?

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

,..
@

Organ transplant ?

11

SR

Any other condition not listed ? Please specify:

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

L. MEDICATION

Don't
Know

A

0 Yes

Antibiotics, oral or systemic ?

Cortisone, Steroids, ACTH, Anti-reaction Drugs ?

Heart Medication 7

Il ol el Bad B

VKA

Tnsulin ? -

Otber 7 ZBAN - pdt s mokols Z ‘/

Comments:{(,:ﬁ mﬁ M/Vl/%/nm 722 OB 22(,

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

dd vy

Interviewer's Signature: /3% W (f . Date:  O7 1 &) | 43
. mm



Data Collection Form 2 HIR Study No.: 03-122085-106
INCLUSION / EXCLUSION FORM mﬁé}

Page No.:
Visit Code Date Subject Initials | SUPiect Sereen #: Study #
XL G
Subject

— Permanent #:
bject o071 10 | T/ o ' 03-122085-106
; Qualification a3y f m 1 0 -

INCLUSION CRITERIA

Check one
NO Subject:

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

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

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

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

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

I3
\3
alunlsniwin

~3

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

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

liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by 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 iliness 7

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

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

ALTATAY

. Has eczema or psoriasis on their hands or wrists ?

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

o If of child bearing potential - B-HCG Test Results: [1 negative  [3 positive

/' 8. Is currently lactating ?

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

Female | Female | Male

B 9. Has been medically diagnosed as having a medical condition such as: diabetes,
hepatitis, an organ fransplant, 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 ?

A\

11. Has aay responsibility for care of children under age 3, or has responsibilities for diapering, cai'e 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 ?

\A

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

Reasons for disqualification: - Interviewer’s Initials/Date: B C 8703

Investigator“s Signature: /é % M/%V Date: /%\m 1 L dd/ o %y




HTR Study No.: 03-122085-106

Data Collection Form 3 Page No.:E_'_g "l
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials S“b’;?; ;ee” # Study #
A Test 07 (3o 103 Jjw; o Permanent #:
Period . ad vy TN T é O 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: _’

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

III. Has subject been ill since the last visit? (Yes (Complete below) Z No
IV. Has subject used any new oral or topical medication? [1Yes (Complete below) Evcl

Based upon the above responses, the subject is:‘BQTaliﬁed 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:

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

Action Taken: ONone  [J Continued onstudy [ Withdrawn from the study ~ [J Consulted physician

0 Medication taken (Complete below) Hospitalized ] Other (explain)

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

. Interviewer’s Signature: (7)7@47\ (/’7 N7y SO Date: 07! F0 |03

mm dd vy




Pata Collection Form 4

HTR Study No.: 03-122085-106

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

Page No.:

R ope Subject Screen #
Test Date Subject Initials Study #
249
Dj_/_@/gé J/ / _Q_ Permanent #: 03-122085-106
mm dd 00 ;
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10% 107 10°¢ 10 10% 10°¢
T lesg 30 T 219 2o
TRT | §( 20 T | o2~ [ 6
CFU/mL 120" Countedby: _ S 1 ©/t/0%) CFU/mL L9 10° Countedby : _S€ 1 &1/
LEFT HAND WASH 1 RIGHT HAND
107 10 107 10° 10" 102 107 10*
T Tz, | TWIE Yo TTZ T . | 22F 24
Tt e |Te | Yo T awre | 224 e 75
THNT TS
CFUAL 4.0 %10~ Counted by : | Rl | crUmL2.6 107 Comntedby: X 1 Rffez.
| LEFT HAND WASH 11 RIGHT HAND
107 107 107 10 10 107 1073 10
TVTe TOIC | TWVC. | 32 | Tte Taste 299® | Y5
I T [T | 2.8 Thoye TNTC 3’(,?31@ ZZ540
Tt TNt -
CFUmL _3- 0x (0% Countedby:_IL_1 e, | crumL 2. ¥x105  Countedby: S €1/oz2.
wnderlired tn error”
A s g-1-a3
Calculations by: 45 | B-/-0>  Raw datareviewed by Cﬂ{b /08:01-03
Calculations Verified by: /0K 0

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

DR ol estingly dw e comidebiv;

‘Underlined values are used for calculation of CFU/mL of ledz Q ¢
TNTC —Too Numerous To Count <R s
Tnvestigator’s Signature: 2 Date: & / / / 05 j
; e, e mm dd vy
- T




subject Intials % 4/ O

Data Collection Form 5A

Subject#__ (O |

ez

-

L

Study No.  03-122085-106
Page No.’ -
ADVERSE EVENTS
Symptom / Event Onset Date| End Date S\Z\ST Severlty| 4707 |outcome Re;;?s " Simataaioate .
cad burph i Taord Tforn N | 1| 1 | [ | YHE A
e commewnos, D ohobly, fup T Roh— rLopIO, AN
Pl _reol bwmps Bict ulaung o both  Sondl ge.
7@%&&.@%&%@

——r

3”[06 el s&Qggbé{@q"bgA

O

. &) .
‘ SAE’ . Action Relation-| Investigator
Symptom / Event Onset Date| End Date Y/IN Severity Taken Outcome ship Signature/Date
. %7:0% g |
Entry
Date Comment/Note: U

Initials

ax’///%p

Tz 7 fisse MWW P W
Ao

3

20

v y
: SAE' . Action Relation.| Investigator
Symptom / Event Onset Date| End Date| vy |SeVerity| tagen |Outcome Signature/Date

EDnatg Comment/Note: Initials
Note: Severity, Relationship and Outcome MUST be determined by principal investigator.
Severity: 1j-=Mild =Moderate 3=Severe
Relationship:  1=Definite 2=Probable 3=Possible 4=Unrelated
Action Taken: 1=None . 2=R5< Therapy 3=Discontinued Study 4=0ther (specify)

i Outcome: 1=Resolved W/o

sequelae

*serious Adverse Event/Experience

2=Resolved W/ sequelae 3=Ongoing
(describe)

4=Death



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

FOLLOW-UP VISIT PageNo. JTL— &5 47

Visit Code Date Subject Initials | Sublect S"Z’;*/'Q Study #
Follow-up ﬁgﬁ/_ﬁi j 1L P, Permanent #: w 03-122085-106
Visit mm_ dd vy | F_ M L

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

072! 02 0%, 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?

F YES 0O NO If yes, complete below:

Clinical Obsqrvamons (Include date of onset and desgcriptions/severity/locations, etc.

e e w)ﬁ//ww/@

Comments:

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

O YES ?"NO If yes, complete below

Comments:

edical, Consultayt’s Signatu g,__ ate 0 %
g Lo }W@Z ks | e :

mm dd vy




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.. T = 54%
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
; Visit Code Date Subject Initials S“"jeﬁ ,Sgeen i Study #
Qui‘;ilg::fion 07/21/03| R /L ;M |Permanent#: 03-122085-106
mm dd yy F M L / 0/

Gender: IY/ Male 0 Female. Age: bi Years

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

I DERMATOLOGIC DISORDER No/ Yes ot
1. Psoriasis ? ) V4 / f
2.  Eczema? v /
3.  Skin Cancer ? V/ ,
4, Skin Allergies ? Please specify: V4 /
5. Hives ? V
Does the Subject have any of the following (present and past)?
. OTHER MEDICAL INFORMATION No / Yes 11232::
1. Allergies.? Please specify. ' v/
2, Hepatitis ? ‘/ P
3. Heart and Vascular Disease? )
4, Liver Disease 7 |/,
5.  Kidney Disease ? v’
6. Tuberculosis ? / )
7.  Diabetes? Controlled? Diet[ ] Oral{ ] Insulin[ ] v
8.  Cancer? v A
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? v P
10. Organ transplant ? V4 i
11.  Any other condition not listed ? Please specify:\'l(%k cholesstero| v
Is the subject taking any medication? I yes, please specify below:
TII. MEDICATION No Yes Don't
P Know
1. Antibiotics, oral or systemic ? e
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? V4
3.  Heart Medication ? v
4,  Insulin? V4 J
5. Other? |iptor 20mg lxdoy_lgh. dnolesterol v
Comments£
Based on the above megisal history, the subject is: M@liﬁed or 0 Not qualified for the study.

Interviewer's Signaiée: W ‘ Date: 07 / 2/ / D\%
: mm dd- vy



Data Collection Form 2 HTR Study No.: 03-122085-106
INCLUSION / EXCLUSION FORM Page No.: T — 5%

Visit Code Date Subject Initials | Subject Sereen #: Study #
Q“§?§§fion 072,03 R /L/M |Fermanent#: (ﬂ / 03-122085-106
i mm dd vy f m 1
INCLUSION CRITERIA
Check one
YES / NO Subject:
V/ 1. Is 18 through 65 years ?
\/ 2. Has signed informed consent ?
‘// 7 3. Ishealthy as evidenced by responses on DCF 17
\/ / 4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ?
\/ /, 5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ?
l/ 6. Is willing to refrain from using antimicrobial soaps (fiquids and/or bars) for bathing,
/ showering, and handwashing during the entire study ?
(/ /| 7. Is willing to refrain from using anti-dandruff shampoo during the entire study ?
/ 8. I§ w'illing to refrain from using body l.otions., 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 wi}ling to refrain from usin'g topical steroids during the entire study, unless prescribed by a
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 ?
V 11. Is willing to comply with all study protocol requirements ?
EXCLUSION CRITERIA
Check one .
) YES NO/ N/A Subject:
4

v

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

/
V/

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

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

v/
v /

v/

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

v

. Has eczema or psoriasis on their hands or wrists 7

Female | Female

2
3
4. Has artificial nails or nail tips?
5
6
7

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

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

‘Mal

N

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 7

Lo

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

SN

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

2

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

Reasons for disqualification: Interviewer’s Initials/Datcm ] / 0 72 l : B

Qualified [0 Not Qualified for participation in this study.

Investigator's Signature: /,Z WM - Date: ;'ﬁ% / /( dd/ 0 yy -
& yZd 7/ i ] ) :



HTR Study No.: 03-122085-106

Data Collection Form 3 Page No.. T - 4~
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
s ey oy w — Subiect Sorean H+ -
Visit Code Date Subject Initials Subject S:;i'{'b Study #
Test Q Permanent #:
Period 012403 | /LM | | 03122085106
mm dd yy F M L

I. Is skin on subject's hands and wrists still free of dermatoses, cuts, lesions, 'and other skin disorders? @4 es [ONo
If no, please indicate condition:

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

ONo

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

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

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date Reported:

Date of Onset: Date Resolved:

Describe condition:

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

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

O Medication taken (Complete below) [JHospitalized

[0 Consulted physician
0O Other (explain)

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

/ / / /
/ / / /
/ / / /

Comments:

- Interviewer’s Signature: Date 07 / @q / 03

: c g ? mm dd vy




HTR Study No.: 03-122Q§5-106
Data Collection Form 4

Page No.; s
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
CFU/mL of Sampling Solution
- Subject Screen #
Test Date Subject Initials Study #
210
022903 B /LM Per‘“&“;’“t # 03-122085-106
mm dd vy F M L
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10* 10° 10 10* 10° 10°°
P
™| 229 2\ N | 2B 23
- PYY-)
™ 232> 5 INTC | 940 RS
CFU/mLZ-3%107 Countedby: =72 /73103 CFU/mL Z4X10 7 Counted by : 7/ 7:3/23

A W of e plate. T 73103
ND‘T C%ﬁrm\e?:ﬂmké due v coundelo \\\—U pla

LEFT HAND WASH 1 RIGHT HAND
107! 102 102 107 107 10 10° 10*
TNIC INTC | g1 | [2 TNIC INIC__| 202 |7
TNTC INTC {7747 | 30 TNTC INTe 1193 | 20
TNTC TNTC
CFUMmLY.TX10° Counted by : JNP /073102 | CFU/mL 2.0X105 Countedby: JNID ;073103

LEFT HAND WASH 11 RIGHT HAND
10" 10 10° 10 107! 107 107 10"
TN ™ W | 25 T AT | W |
e ™/ w49 TR NN VT | %X
oy - ™R
CFU/mL 3. 7X(02 Counted by : _ZZ¢ | 7503 CruimL4.2X]10° Counted by : _72- /703

D3
Calculations by: __{ JNB /030! D Raw data reviewed by 5L H /8 6-03
Calculations Verified by: ___ £45 / B-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

Investigator’s Signature: 4 2 %\/\ Date: 72, VAR 3
o 7 D mm dd Yy
y" -



m

J

Subject Initials RL \M !

Data Collection Form SA

Subject # (2[ .

Study No.  03-122085-106
Page No.. 1L - 552
ADVERSE EVENTS
__ Symptom / Event Onset Date| End Date S\Z\:i‘ Severity #:ﬁ:: Outcome Reé;tii:n- Investigator

Fouatils

[-3)0:

Sign ture/Date %
L/ ) 3 4

‘/g,\

i ] pin
%’:{Z Comment/Nete: DM %—&Mﬂ;—{\ j ﬁw% W— ! lm{/als /
B> O/M by ordl EXG G203

M%&M

713,

MWW

I
o

D
Symptom [ Event Onset Date| End Date s‘zl\E; Severity Q:l\t::: Outcome Re:‘t‘i: i Sggxiffxiia;éoaie
Svout| Lot clatiea | lip\o™ |od
EY (commentiNote: Initials
7‘%3 unwapmm \AJLA_Q-d om. \bu.m \.-g'wcm Q“S'\

aloz de  Yiolon

\ 4o Z*bumrus Osdm«,

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

%';tg Comment/Note: Initials
Note: Severity, Relationship and Outcome MUST be determined by principal investigator.
Severity: 1=Mild 2=Moderate 3=8evere
Relationship: 1=Definite 2=Probable 3=Possible 4=Unrelated
Action Taken:  1=None 2=Rx Therapy - _3=Discontinued Study 4=0ther (specify)
Qutcome: ‘ 1=Resolved w/o

sequelae

‘Serious Adverse Event/Experience

2=Resolved W/ sequelae 3—ongomg

(descrxbe)

4=Death



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

FOLLOW-UP VISIT Page No. JL — 552
Visit Code Date Subject Initials | Supiect Sereen#: Study #
Follow-up Qﬁ/&é’ / 0 3 /e / Vs //)7 Pemqnent # _ _
Visit mm__dd Yy F M L é/ 03-122085-106
Date Subject Entered the Study: Follow-Up Visit Date:
D7 2,03 78, 4 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?

‘fl YES 0O NO If yes, complete below:

Clinical Observations: (Include date of onset i descriptions/severity/locations, etc.)
ﬂmp ‘ M Py Sz 5

Ot 7«%/"‘- e
),

Comments:

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

O YES ;(NO If yes, complete below

Comments:

Date

Medical ConsyMant’s Signature: '
ke -. . 03
5% LA /Q%@/ A ) m§ / d?{ =



HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.:
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
Visit Code Date Subject Initials S“big :Sf;““ # Study #

mm dd vy

Subj ect Permanent #:
Qualification DV A 6B EF.\_/_%_/_E, Z) 03-122085-106

Gender:

.B/ Male 0 Female.

Age: Ql Years

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

-554

3

1L DERMATOLOGIC DISORDER No Yes I]zﬁz;:
1. Psoriasis ? P
2. Eczema ? e
3. Skin Cancer ? i
4, Skin Allergies ? Please specify: /
5. Hives ? %
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No "Yes 112:!;;:
1. Allergies.? Please specify. -
2. Hepatiﬁs ? —
3. Heart and Vascular Disease? _—
4, Liver Disease 7 -
) 5. Kidney Disease 7 —
6. Tuberculosis ? —
7.  Diabetes? Controlled? Diet{ ] Oral[ ] Insulin{ ] -
8. Cancer ? -
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? -
10.  Organ transplant ? P
11. Any other condition not listed ? Please specify: _
Is the subject taking any medication? It yes, please specify below:
L MEDICATION No Yes Don't
- Know
1. Antibiotics, oral or systemic ? e
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? A
3.  Heart Medication ? v
4, Insulin? 7
5. Other ? ~
Comments;
Based on the above medical history, the subject is: lzél_aliﬁed or [} Not qualified for the study.
Interviewer's Signature: 4 : : Date: 07 = Ly 0> o
< ,u! ) ¥ mm dd vy



)

;‘M‘I

Data Collection Form 2 HTR Study No.: 03-122085-106
INCLUSION / EXCLUSION FORM Page No.: 1L = 5?5
Visit Code Date Subject Initials | SUpyect Screen #:

(;):2 l Study #

Subject

Qualification 072(,03 _t‘_}/_&/_f[i Permanent #: b Z 03-122085-106
m

mm dd vy

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 7

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

afwmipslwid

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

showering, and handwashing during the entire study ?

~1

. 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 ?

ﬁs
=
/
-
—
/
/
e
e

10.

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

11,

Is willing to comply with all study protocol requirements ?

EXCLUSION CRITERIA

Check one .

YES NO

N/A  Subject:

-~

1.

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

e

. 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?

p

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

e

. Has eczema or psoriasis on their hands or wrists 7

Female | Female

Male

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

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

/
v

e
7

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

Based upon den?“.goiogic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
Qualified

Reasons for disqualification:

O Not Qualified for participation in this study. 03 _

Interviewer’s Initials/Date:. &% / 7/é l} -

s A < : .batc: G (1 1 O K4
Investigator's Signature: /gc i, aa
‘ — — /’QZL_/——\Q/« — s




HTR Study No.: 03-122085-10
Data Collection Form 3 Page No.:m
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM

Visit Code Date Subject Initials | SurIect 53"'5‘_‘ f‘ Study #
Te.std 51/24/ 63 YN P Permanent #: Z
Perio e RV ) 03-122085-106

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

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? (34 es [INo
If no, please explain:

ITI. Has subject been ill since the last visit? [T¥es (Complete below) & No
IV. Has subject used any new oral or topical medication? OYes (Complete below) Eﬁ

Based upon the above responses, the subject is: l{Quahﬁed 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:

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

Action Taken: ONone [J Continued onstudy  [J Withdrawn from the study {1 Consulted physician
O 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)
! /I
[ r
i /I
Comments:

. R .. . . ’ Date: 07 / c;)q / 03
. Interviewer’s Signature: S\W Y/W — R
S l R )




mqi

)

Data Collection Form 4

HTR Study No.; 03-122085-106
Page No.: ~ 1

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

TestDate | SubjectInitials | SuPiect ch‘;j Study #
022403 M/ R/ P P""‘Z‘;‘f # 03-122085-106
mm dd vy F. M L
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10 10° 10°¢ 10 10° 10
T \K7 10 ™I 239 2|
™ | 184 1A ™ | 1906 )2~
CFU/mU9 X107 Counted by : T _11-310> CFU/mML2.2X10” Counted by: Tt /7-313

LEFET HAND WASH 1 RIGHT HAND
10 102 10° 10 10! 10% 103 10*
TNTC INIC | TN | 28 INTC INIC | 14 [
TNTC INTC | INTC g mNIC INTC |12 I
TNTC - INTC
CFU/mL 2.3X10° Counted by : INB /07303 cFumLL.2XID?  Countedby: IND _ /07-31-03
LEFT HAND WASH 11 RIGHT HAND
10 102 10° 10 10 1072 107 10
P ~w | 18> 171 ™ ™ |19 15
e | W] 7pK K3 TR T 168 | 8Y
T 012502 TN~
CFU/mLI_-C_ﬂ_Z‘_I_lf___, Countedby: _~T5 /7-3-03 cPUmLLTXI0%  Countedby: 76 /7-3183

Calculations by: _ JTNB

108:01 03  Raw datareviewed by

Calculations Verified by:

Oes

/[ P-l-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

St ; %603

Investigator’s Signature: /g /4_\
. .q/ J/-—

Date: 2 / [2 /05
mm dd Yy




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

FOLLOW-UP VISIT page No JL = 952
Visit Code Date Subject Initials | Juriect S°’°2§ / Study #
Visit mm dd Yy F M L

Date Subject Entered the Study:

Follow-Up Visit Date:
07 2 .03 D204, 03

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:

mm dd vyy

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:

/j:w/ wol £.7 0=

‘mm




