HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.:E "325
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
, Visit Code Date Subject Initials S“"f‘;“l‘qsme“ # Study #
Subject o Permanent #:
oject /IS 103 | LS5/ 6 03-122085-106
Qualification mm dd vy F M L ZO

Gender: O Male B/Female .

Age: S r) Years

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

1. DERMATOLOGIC DISORDER

Don't
Yes Know

1. Psoriasis ?

Eczema ?

Skin Cancer 7

Skin Allergies ? Please specify:

el Ead Bt o

Hives 7

WG

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

. OTHER MEDICAL INFORMATION

Don't
Know

Z
o

"Yes

ot

Allergies.? Please specify.

Hepatitis ?

Heart and Vascular Disease? H@EC

v

Liver Disease ?

(DX (24503

Kidney Disease ?

Tuberculosis ?

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

Cancer ?

ol o] | an| | &l

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

v
e

Organ transplant ?

11.  Any other condition not listed ? Please specify: See Lol ,/

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

gk\\\\‘l\\k\\

# /21503

1. MEDICATION

Don't
Yes Know

Z
©

Antibiotics, oral or systemic ?

Cortisone, Steroids, ACTH, Anti-reaction Drugs ?

K

Heart Medication ?

Insulin ?

] Bl Bl Rl B

{

Ot_her 1 oprol @shit {193

. Fropret— Blood lressure (00mq [xdoy
Commen C lin_;bg;\-— g oSa-j - FRT 7

Based on the above medical history, the subject is: {S‘Q/ualiﬁed or [J

Not qualified for the study.
oY IS/ 0%

mm dd Yy

Interviewer's Signature: 5 Z ﬁ ' Date:



Data Collection Form 2

INCLUSION / EXCLUSION FORM Page No.:

Visit Code Date Subject Initials Subject Screen #:

l lq Study #

Subject < :
Quanioton | 91115003 | L1 5,8 [P g | gaaanesos
m

mm dd vy

HTR Study No.: 03-122085-106

INCLUSION CRITERIA

Check one

NO Subject:

1.

Is 18 through 65 years ?

. Has signed informed consent ?

. Is healthy as evidenced by responses on DCF 1 ?

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

AjwlL|WIN

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

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

showering, and handwashing during the entire study ?

~2

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

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

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

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

physician for an intercurrent illness ?

10.

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

VAN RS

1L

Is willing to comply with all study protocol requirements ?

EXCLUSION CRITERIA

Check one -

}) YES NO N/A Subject:

L.

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

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

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

Has artificial nails or nail tips?

. Has soap, detergent, antibiotic, Polj'spon'n® and/or perfume allergies ?

NN

\lgsm:hwm

Has eczema or psoriasis on their hands or wrists ?

Female

13
8
B
1)

Male

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

ys-f'. B~ Surgically Sterile, year {1 1€ (390 o Post-menopausal, year
If of child bearing potential - B-HCG Test Results: 0 negative [ positive

. Is cmenﬂy lactating ?

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

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

10.

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

JULS S

11.

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

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:

Yy

B/Qualiﬁed [0 Not Qualified for participation in this study.
Reasons for disqualification: L . Interviewer’s Initials/Date: '%H’ / 7' IS 05_
) Date: c / Q 193
Investigator's Signature: @MJ / ) 6 14 { mn?, 3
- (74




)

)

HTR Study No.: 03-122085-106

Data Collection Form 3 Page No.:
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | Subject Screen #: Study #
Test 017 3 S Permanent #:
; 12310 L1586
Period om dd W F ™M L & o) 03-122085-106
@SRt (1.2 4.3

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

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

ONo

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

Based upon the above responses, the subject is: B(ﬁaliﬁed {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? UNot related  [1Possibly related [ Definitely related [J Other (explain)

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

0 Medication taken (Complete below) [JHospitalized

[ Consulted physician
[J Other (explain)

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

i /I
A A
I !/

Comments:

. » . ) . Date: 07/ 6“// 03
- Interviewer’s Signature: é ( . / : —— i -

IL-3%27



A

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 | SuPject S‘,’ TZ‘I# Study #
07 124,03 | L ;5 B |Permanent# 03-122085-106
mm dd vy F M L 20
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10* 10° 10° 10 10° 10°¢
EANA o> \(| TRIT, R\ \R
e | WG o o, | WSC 7
CFU/mLI-2X10 Counted by : Brs /133 CFUALL4XI0T Counted by :oex, /738

LEFT HAND WASH 1 RIGHT HAND
10! 10 10° 10 10 10° 103 10
M\SICES SN P e N O T WO |\ \4H
QST L | BRI o —SWOTO e (o | 5
o I,
CFUmL 8% 10% Counted by : &S /113 .93| CFUMmLI.2X105 Counted by : Qs M1.3%.w3
LEFT HAND WASH 11 RIGHT HAND
10" 10% 10° 10 10 107 10° 10*
T W | b \Y W s | SR &
Rt WL | L LWOTL T | AT \\
S A\t
cFUmL baxi0 ¥t Counted by : @, /1389 | CFUMLD X 10% Countedby :Qvs,  /1.3%.03
Calculations by: UNB 107:29 ‘02 Raw data reviewed by 0@ | 8./.93
Calculations Verified by: [ 7 :
*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: % / // = 5
mm dd Yy

Investigator’s Signatur% { M‘//&_)
= v/ IAAU /’




Data Collection Form 6

HTR Study No.: 03-122085-106

FOLLOW-UP VISIT Page No., ) '524
Visit Code Date Subject Initials Subject S";e}‘ % Study #
- s - ’
Follow-wp | 97/ 29 1 03 | L ;5 [ | Permanents: i .
Visit mm dd vy F M L 20 03-122085-106
Date Subject Entered the S'tudy: Follow-Up Visit Date:
0715, 03 072903
mm dd  yy mm dd  yy

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

O YES ﬁNO

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

If yes, complete below:

Comments:

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

O YES ;[No

Comments:

If yes, complete below

Medical Consultant’s Signgture: ‘ 7 53&
. 1 271 0.5

éﬁ. i, YO s
7 174 7

1



HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.:E_“_aao
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
: Visit Code Date Subject nitials S“‘flf‘}‘%’een # Study #
Subject O’] E_' (_ | Permanent #:
VeC: 121/ ,3 M E 03-122085-106
Qualification mm ad ML Z }
Gender: 0O Male D/ Female . Age: __6;,3____Years
Does the subject have any of the following at the treatment sites?
L DERMATOLOGIC DISORDER No/ Yes Don't
Know
1. Psoriasis ? ‘/ /
2.  Eczema? V4 /
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 Ig;l:;
v
1. Allergies.? Please specify. ' v/
2.  Hepatitis ? 4 )
3.  Heart and Vascular Disease? 2 leakq heard Yalves , v
4, Liver Disease ? / /
5. Kidney Disease ? V4 A
6.  Tuberculosis ? ‘/ /
7. Diabetes? Controlled? Diet{ ] Oral[ ] Insulin{ ] |/ y;
8.  Cancer? v/
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? \/ L
10.  Organ transplant ? v
11.  Any other condition not listed 7 Please specify: v
Is the subject taking any medication? If yes, please specify below:
IIL. MEDICATION Noy Yes pon't
1.  Antibiotics, oral or systemic ? vV,
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v,
3,  Heart Medication ? v’
4. Insulin? Vo
5.  Other? v
Comments£
_ Based on the above medical history, the subject is: Eéaliﬁed or OJ Not qualified for the study.

Interviewer's Signa

W‘ Date: 07/2/ /03
/ » mm Add vy

0




Data Collection Form 2

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

Page No.: -

Visit Code Date Subject Initials Subject Screen #:

2 LB Study #

Subject Permanent #;
Qualifieation D7 /2' /Oy.y?’ M E /?—/ 2 I) 03-122085-106

e

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

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

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

mm__ dd f m i
INCLUSION CRITERIA
Check one
YES , NO Subject:
Vv, 1. Is 18 through 65 years ?
/ / 2. Has signed informed consent ?
, 3. Ishealthy as evidenced by responses on DCF 1 ?
‘/I , 4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders 7
5
6

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

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

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

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

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

AINNDVROLYAY

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 ?
v . 4. Has artificial nails or nail tips?
/ A 5. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?
\/ 6. Has eczema or psoriasis on their hg#ds or wrists ?
Female | Fe  Male 7

Is currently pregnant ? 3 Yes (W No  Of child-bearing pgyﬁﬁal: O Yes [¥No

O Surgically Sterile, year Post-menopausal, year m5
If of child bearing potential - B-HCG Test Results; 3 negative O positive
8. Is currently lactating ?

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

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

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

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

Based upon dermgfologic 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: JN% i 07 : Zl 0 3

. - . o3
Investigator's Signature: @M\/ / M Date: 011;&1 L2 dd, 2 vy




HTR Study No.: 03-122085-106

Data Collection Form 3 Page No.:lﬁ
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | Subject %’efi#‘ Study #

3y P’Z:is:d .Dj__/ 90(/ 03 M, E,; C | Permanent#: Z.'

mm dd vy F M L 03-122085-106

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

I, Has subject used non-antibacterial soap and followed the instructions in Appendix B? [Z(’es [(ONo
If no, please explain:

1. Has subject been ill since the last visit? [JYes (Complete below) B/No

IV. Has subject used any new oral or topical medication? [J¥es (Complete below) E}(

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

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

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

Action Taken: (/None  [1 Continued onstudy (] Withdrawn fromthe study ~ [J Consulted physician
O Medication taken (Complete below) [JHospitalized [ Other (explain)

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

. Interviewer’s Signature: %—“ (’/W% Date: O 7/ 69 q / 03
' S mm dd yy




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 Szcr,e%# Study #
QZ_/ZQ_/_QQ M, E /. | Permanents: 03-122085-106
mm dd F M L~
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10 10°% 10 10 10°% 10°¢
W | 25 22 TN [ 7/ [e2
™R | RS 5 23 el /o] /R
CFU/mL2:4X107 Counted by : “J~=_/ 7- 3 o3 CFUAmLEIXI0 ! Counteat by: T2 123 23

4 Not €5t ated d +o c_buf\'b-a.‘ofl(fj €U+ plate, Tu 7-3103

LEFT HAND WASH 1 RIGHT HAND
107! 102 10° 10* 107 10° 10° 10*
™R | | _ff 4 TN N | #3 ¥
e LY I M e 10 NI ™ | #2 | L
"MTL/ ™I~
CFUmLS X I0% Countedby: _ Tl 1 7-3-03| CFU/mL4.4-X10% Countedby: _—rtr  /7-31-03
LEFT HAND WASH 11 RIGHT HAND
10" 102 107 10 10" 107 102 10
162 7¢ i 0 ! Y 85 // o
® 25/ &l (0 e 168 Y Vid S]
75 — W/
CFU/mL L8 ¥/ 0” Countedby: _$45 /7-3/03 | cCFUmL7-3%10 2 Countedby:_ 48 | 7-3/~03,

G@Didmf echimate dus P ovninbilily of He plate Sts ?-2/-03

Calculations by: JINB

/08 0103  Raw data reviewed by

Calculations Verified by:

Wy

[ %-{-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

S} ; T4 03

Investigator’s Signature:

awf.&%

Date:

asg 1 re 1 O3

mm

dd vy




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

FOLLOW-UP VISIT Page No. JL — 324
Visit Code Date Subject Initials | Subfect Seregn Study #
~ Follow-up 02,04 103 M, E ;O | Permanent#:
: How. TR et 2 / 03-122085-106
Date Subject Entered the Study: Follow-Up Visit Date:
D7 21,02 O, 0% o3

mm dd yy

mm dd  yy

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

0 YES ﬁ NO If yes, complete below:

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

Comments;

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

% YES 0O NO If yes, complete below

Comments; 47 /wiﬁ ﬂa/g/m .

mm

?ﬁ‘?l Consyltant’s Signgture: ' ? ;ate =,
. : / A
w%m AL 5 CoC



HTR Study No.: 03-122085-106

Data Collection Form 1 Page No. E
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM
; Visit Code Date Subject Initials s“"’;ﬁ,}sl“ = Study #
Subject o7 Permanent #:
3ceL /15103 | A/D/B 03-122085-106
Qualification om dd vy F M L ZZ
Gender: 0 Male B/Female . Age: ___Q_;__ Years

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

L DERMATOLOGIC DISORDER No Yes 112:;2;
1. Psoriasis ? o
2. Eczema ? —
3. Skin Cancer ? “—
4, Skin Allergies ? Please specify: -
5. Hives ? -
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No Yes Ilzglc:'v:
1. Allergies.? Please specify. 2 0T30n VY 4
2.  Hepatitis ? N ' —
3. Heart and Vascular Disease? —
4.  LiverDisease ? =
5. Kidney Disease 7 -
6. Tuberculosis ? o
7. Diabetes ? Controlled? Diet[ ] Oral[ ] Insulin[ ] v
8. Cancer ? -
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? —
10.  Organ transplant ? o
11.  Any other condition not listed ? Please specify: —
Is the subject taking any medication? ¥ yes, please specify below:
TI MEDICATION No Yes Don't
Xnow
1.  Antibiotics, oral or systemic ? [
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? o
3. Heart Medication 7 o
4. IDS‘Ulin ? —
5. Other? —
Comments: =~C = 03e3+ral - Ixdsy =28ddy — Lt Conbeol

Based on the above medical history, the subject is: BQ/ualified or O Not qualified for the study.
Interviewer's Signature: - Date: _ 07/ (S ;1 O3
: % L. /O‘DJWV’ mm dd vy

%5



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

Page No.: -
Visit Code Date Subject Initials Subje}fgSc/reen #: Study #
Subject Permanent #:
P Qualification 07,1 S/ o3 Aﬂ vy 6 19 1  03-122085-106
i mm dd  yy f m i
INCLUSION CRITERIA
Check one

NO Subject:

1. Is 18 through 65 years ?

. Has signed informed consent ?

. Ishealthy as evidenced by responses on DCF 1 ?

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

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

nfn]jjwWiN

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

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

8. Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing
liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a
physician for an intercurrent illness ?

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

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

AN CNA RYC §

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

EXCLUSION CRITERIA
Check one ...
YES NO ' N/A Subject:

— 1. Is currently participating in another clinical study at this or any other facility ?
- 2. Has participated in any type of hand or arm wash study within the past 7 days ?

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

- 4, Has artificial nails or nail tips?

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

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

Female | Female | Male | 7+ 15 currently pregnant? D Yes ®No  Of child-bearing potential: &Yes O No

O Surgically Sterile, year O Post-menopausal, year

If of child bearing potential - B-HCG Test Results: ¥ negative [ positive 7
8. Is currently lactating 7 {

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

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

NS

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

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

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

Reasons for disqualification: - = . Interviewer’s Initials/Date: 52 H / 715 '03_

' A ” . O
Investigator's Signature: @»\/ [ 6 7 Date: mms‘ 4 Qdd / 03yy
- _ i _



HTR Study No.: 03-122085-10

Data Collection Form 3 Page No..JL -~ >
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials s“bj“és;""ee“ # Study #
Test 07 Permanent #:
) : 12y 03| A/D, B
Period om dd vy P ML 03-122085-106

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

es [ONo
If no, please indicate condition: _

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

ONo

1. 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) E’Ng

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

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported:

Date Resolved:

Describe condition:

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

Action Taken: ONone [J Continued on study

(0 Withdrawn from the study  [J Consulted physician
O Medication taken (Complete below) (Hospitalized [ Other (explain)

Additional Comments:
CONCOMITANT MEDICATION
Medication - ‘ Start Date Stop Date Indication
(Oral or Systemic) Total Daily Dose mm/dd/yy mm/dd/yy (Reason for Taking)
/ / /I
/ / /o
/ / o
Comments:
— X . "
- Interviewer’s Signature: ﬁ [ /t Date: ZZn / ‘i (;{ / oyy




HTR Study No.: 03-122085-106

Data Collection Form 4 Page No.:, -
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
CFU/mL of Sampling Solution
TestDate | SubjectInitials | Supiect ?“}g‘l‘ # Study #
07 124,03 | A 7D/ [R |Permanenti: 03-122085-106
mm dd yy | F M L 22
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10 10°% 10° 10* 10 10
“INTC 152 Il INTC 1 15
w™nIC | 172 720 TNTC E 19
CFU/mL ’_(n__X_!Q?_ Counted by : INB o1 2803 CFU/mLI.9 ¥ 10 1 Counted by : _J_ﬂ@ 07-2393

-

LEFT HAND WASH 1 RIGHT HAND
10 102 10° 10 10 107 10° 10"
TRIC ™re | 102 | 7 TNTC INTc | Job | 15
NTC — [TNIe [ 13D q_ INTC Wi | iz | 25
INTC TNTC -
CFU/mL L?_XLQE____ Counted by : INB /0703 CFU/mLI_-m{i__ Counted by : NP 07-23-3
LEFT HAND WASH 11 RIGHT HAND
10! 102 107 10 10 102 102 107
TNTC. NIe | 97 19 WNTc INTC | 100 | 2|
INTC INTC | lb4 19 INTC INTC [126° | |2
INTC. “INTC
CFU/mL, |- 3X10 > Counted by :UND _/07-2803 | CFUmL || X105 Counted by : IND /012803,

A}

Calculations by: D—- NB /07 Zq 03 Raw data reviewed by 0 Iw [ 8:/-9D
Calculations Verified by: T/ 7:29:02
*10-! dilution is the sum of 1.0 mL spread across 3 plates.
Underlined values are used for calculation of CFU/mL
TNTC -~ Too Numerous To Count
Date: G 1 N O }
mm dd vy

Investigator’s Signature: /é %\
Ay Y/



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

FOLLOW-UP VISIT Page No.: !I
Visit Code Date Subject Initials Subject S""‘;e“%#‘) Study #
o~ Follow-up 627/ 2 ’ | / 03 A’ /:D./ B Permanent #: ] ]
o — = A TiaR 2 2 03-122085-106
Date Subject Entered the Study: Follow-Up Visit Date:
07,1503 07,2903
mm dd yy mm dd vy

that may be indicative of a skin infection?

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

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

Comments:

Comments:

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

O YES )ﬂ NO If yes, complete below

edical Consultant’s Slgn ure: ' Date
é@ 7 .2 '?/ J3
// Y A Tm vy
p,/ .




Interviewer's Signatur(:/lﬂw

HTR Study No.: 03-122085-106

Date:

07, /’5@&25 |

Data Collection Form 1 Page No.J - 3
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM .
s Visit Code Date Subject Initials | SuP) Tj SO“““ # Study #
Subject 41/ / ’B / E /F’ Permanent #:
. . [;fi [2 3 03-122085-106
Qu'ahficatxon mmn dd vy F ML 23
I B
Gender: E)I Male 0 Female. Age: “1T]  Years
Does the subject have any of the following at the treatment sites?
1. DERMATOLOGIC DISORDER Nos Yes Don't
- . Know
1.  Psoriasis ? \/ /
2. Eczema ? ‘/ %
3. Skin Cancer ? V4 )
4,  Skin Allergies ? Please specify: v /
5. Hives ? v
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No "Yes / Eﬁg‘;
1. Allergies.? Please specify. st / V4
2.  Hepatitis ? v/
3.  Heart and Vascular Disease? ' (//
4.  Liver Disease ? vy
) 5.  Kidney Disease ? v
6. Tuberculosis ? v P
7.  Diabetes? Controlled? Diet[ ] Oral[ ] Insulin{ ] e
8.  Cancer? Vo,
9. Auto-immune disease (Lupus erythematosus, thyroiditis, ATDS, etc.) ? v /
10.  Organ transplant ? l/ /
11.  Any other condition not listed ? Please specify: /
Is the subject taking any medication? Ifyes, please specify below:
L ]
1. MEDICATION No /| Yes ]lz;‘;;
1.  Antibiotics, oral or systemic ? V P
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v’ /
3, Heart Medication ? \/ L
4, Insulin ? v’ /
5.  Other? v’
Comments:'
Based on the above medical history, the subject is: Déaliﬁed or [J Not qualified for the study.
rs " . ' )

~

YO



Data Collection Form 2
INCLUSION / EXCLUSION FORM

HTR Study No.: 0
Page No.:

3-122085-5 06

Visit Code

Date

Subject Screen #:

Study #

Subject
Qualification

Subject Initials
07145143

BEFE
mm dd vy f m 1

03-122085-106

Permanent #: 2

INCLUSION CRITERIA

YES

Check one
NO

Subject:

Vv
v

1.

Is 18 through 65 years ?

. Has signed informed consent ?

. Is healthy as evidenced by responses on DCF 1 ?

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

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

Nl lLIN

. 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.\l

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

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

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

physician for an intercurrent illness ?

10.

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

11.

Is willing to comply with all study protocol requirements ?

EXCLUSION CRITERIA

-} YES

Check one -.

"NO /'N/A Subject:

v ¥

1.

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

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

/
/
L

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

. Has artificial nails cr nail tips?

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

Has eczema or psoriasis on their hands or wrists ?

Female

IN- N RV S E7R R V)

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

O Surgically Sterile, year 0O Post-menopausal, year
If of child bearing potential - B-HCG Test Results: 0 negative 03 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 ?

V)

TR

11.

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

v

12.

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

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

7

" ¥ Qualified

4 Reasons for disqualification;

O Not Qualified for participation in this study.

JINB 075035

Investigator's Signature:

Date: 09/ (& /05
mm dd vy

Interviewer’s Initials/Date:
' _ o




HTR Study No.: 03-1

22085-10
:JI_"Q‘?Z-

. Data Collection Form 3 Page No.
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials S“bjﬁt s(;“e“ # Study #
Test 01/23,673 (3 /E ; F |Permanent#:
Period | = | =t 25| 03122085106

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

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

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

Based upon the above responses, the subject is: E@aﬁﬁed {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? UNot related  [1 Possibly related (] Definitely related [J Other (explain)
Action Taken: ONone  [J Continued onstudy  [J Withdrawn from the study  [J Consulted physician
00 Medication taken (Complete below) [(JHospitalized =~ [J Other (explain)
Additional Cc;mments:
\ CONCOMITANT MEDICATION
(ral o Sysremic) TotalDailyDose | Vo | o fad fyy (Reason jor Taking)
[ /]
/] /o
A /]
Comments:
- Interviewer’s Signature: ; Z ‘ / ) . Date: Omz:l / dad £, Oyyg




Data Collection Form 4

HTR Study No.: 03-122085-106

Page No.:
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
CFU/mL, of Sampling Solution
T . oo Subject Sereen #
est Date Subject Initials Nno Study #
0723 /05 B/ E/ | |Permanent#: 03-122085-106
mm ad F. M L 23
BASELINE
LEFT BAND DILUTIONS RIGHT HAND DILUTIONS
10 10° 10°¢ 10 107 10°
INTc | 1p3 | 13 TNTC Jo—1 10
NTC [T32 13 NTC. IoL g
CFUMmL /- & X[ Counted by : JNB /01258 CFUMmLZ L X 10“Counted by: JNB /072503

LEFT HAND WASH 1 RIGHT HAND
10 10* 10° 10* 10! 10? 10° 10*
TNTC TNTC |TNTe | 33 .  TNTC, INTC |TNTC | 29
TNIC__ [ TNiC [ WNIC 3L — [ TNTC NIC_[INIe [ 794
INTC NI, .
CFUmL 32X DS Counted by : JNB /072503 crummL 2.6 X105 Countedby: TNB 812503
LEFT HAND WASH 11 RIGHT HAND
107 102 10° 10* 10! 10 10° 10
Th 1T TAT a0 |, ~| JRTC yLb & /34 /3
132 T | 1§41 1% JATT TIL 122 )/
e TRTC .
CFUMLADX (D°  Comntedby: (240 170503 | crumL £.3Y D> Countedby: GHD | 7-253
Calculations by: TG/ 7o Raw datareviewed by ___ AS [ 8-1-03
Calculatxons Verified by: _ INPB 107-29:03
*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: / i AA Date: 5 / / / ﬂ 3
= ol mm __ dd
o [




Data Collection Form 6

HTR Study No.: 03-122085-106

FOLLOW-UP VISIT Page No. [L gl 44
Visit Code Date Subject Initials Subject Scmh#‘ Study #
i Followup | O 22,02 | B/ E /[= |Permanent#: 03-122085-106
" Visit mm dd vy F M L
Date Subject Entered the Study: Follow-Up Visit Date:
0715, 03 07,2303
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?

O YES

?(No

If yes, complete below:

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

Comments:

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

0O YES

'“?’No

Comments:

If yes, complete below

Medical Consyltant’s Signature: '
g Qmw//%@
7

7 2505

Date

mm dd vy

o



Data Collection Form 1 Page NO-JlZ__Z_%
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM
~i Visit Code Date Subject Initials | SUPJESt Screen # Study #
Subject 0-7 1210 10 3 & 1A/ H Permanent #:
. . 03-122085-106
Qualification mm dd Yy M L ZL'[
Gender: J Male O Female . Age: .__LL‘__ Years
Does the subject have any of the following at the treatment sites?
I DERMATOLOGIC DISORDER No Yes Dox't
. / Know
1.  Psoriasis ? v/
2. Eczema ? v /
3.  Skin Cancer ? V/
4, Skin Allergies ? Please specify: v/
5.  Hives? V4
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No , "Yes ﬁgﬁ:
1.  Allergies.? Please specify. ' v/ .
2. . Hepatitis? v/
3.  Heart and Vascular Disease? \/ P
~ 4.  Liver Disease ? 7/
) 5. Kidney Disease ? v/
6.  Tuberculosis ? V/
7.  Diabetes? Controlled? Diet[ ] Oral[ ] Insulin{ ] v/
8.  Cancer? v,
9.  Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? v_
10. Organ transplant ? vy
11.  Any other condition not listed 7 Please specify: . /
Is the subject taking any medication? I yes, please specify below:
Don't
1. MEDICATION No / Yes Know
1.  Antibiotics, oral or systemic ? ‘/J
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? / /
3.  Heart Medication ? v /.
4, TIosulin? J/
5. Other? 4 _
Comments;
/
Based on the above medical history, the subject is: [2/ ualified or [ Not qualified for the study.
P

HTR Study No.: 03-122085-106

Interviewer's ngna@ww Date: 0—2 / 2_ ‘ /G3
mm dd

Yy

4o



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

Visit Code Date Subject Initials | SUDJect Screen #:

Study #
. 215 y
Quillli?‘;‘:::ion 07:21,03 | & ;A H |Fermanentt: 24 03-122085-106

1 mm dd vy f m 1
INCLUSION CRITERIA

Check one
YES/  NO  Subject:

l// 1. Is 18 through 65 years ?
V /

. Has signed informed consent ?

N

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

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

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

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

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

\
N
ajulniw|p

o0t

. 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,

P 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:
|/ P 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 ?
‘/ b 3. Has cuts, lesions, or other skin disorders on their hands or wrists ?
v/ 4. Has artificial nails or nail tips?
\/ / 5. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?
\/ 6. Has eczema or psoriasis on their hands or wrists ?
7

. Is currently pregnant? 0 Yes 03 No  Of child-bearing potential: 1 Yes O No
Female | Female M9 O Surgically Sterile, year O Post-menopausal, year
y If of child bearing potential - B-HCG Test Results: [} negative 3 positive
\/ 8. Is currently lactating ?

L/~ 9. Has been medically diagnosed as having a medical condition such as: diabetes,
l/ hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus
. erythematosus, thyroiditis or rheumatoid arthritis ?
é 10. Has another medical condition which in the opinion of the Investigator would
\/ " preclude participation ?
Y.
‘/ ' 11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of

wounds, intravenous management or other bed-ridden related care roles.
12. Has a known sensitivity to isopropy! alcohol or the ingredients in antibacterial soaps ?

Based upon derx;?é]ogic 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: NE » S 01-21 03

- . Date: . o
Investigator's Signature: @»‘/ / z ’: a Omi / /0d d/ 5 =
- O _




HTR Study No.: 03-122085-106

Data Collection Form 3 Page No.. TL - 34
INTERCURRENT JLLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials S“bj“bsi’gf“ # Study #
S Test ) H0 G? A Permanent #: L}v
N : 1. R n
Period | EH== | S P! 03-122085-106
1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, 'and other skin disorders? Mes [0No
If no, please indicate condition: _
II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? Eﬂ/Yes ONo
If no, please explain:
II. Has subject been ill since the last visit? [JYes (Complete below) dNo
TV. Has subject used any new oral or topical medic[::?on? OYes (Complete below) Elléo
Based upon the above responses, the subject is: (IQualified (] Not Qualified to continue on the study.
Reasons for disqualification:
TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS
Date of Onset: Date Reported: Date Resolved:
Describe condition:
7 7J1 Woasreactionrelated to treatment? (ONot related  [J Possibly related [ Definitely related [J Other (explain)
Action Taken: (INone  [J Continued onstudy [} Withdrawn fromthe study = [J Consulted physician
0 Medication taken (Complete below) [JHospitalized =~ [J Other (explain)
Additional Comments:
CONCOMITANT MEDICATION
Medication ; : Start Date Stop Date Indication
t.
(Oral or Systemic) TotalDaily Dose | /dd/yy | mm/dd/vyy (Reason for Taking)
/A /!
I /o
! A
Comments:

o

Interviewer’s éigﬁa@e; %%7 C ‘g W 'Date: QZ/ cg?/ Qyﬁy




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“"z“;%‘# Study #
1 N
0729, 03 | (5 A/ H |Permanents: 03-122085-106
mm dd vy F M L 24‘
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10 10° 10% 10 10° 10
a
™ | oo AD NE | 38 | /3
™M | 256 20 ™t 8 [ D
CFUMmLZ-3X10 " Counted by : <76 (7-31-63 CFU/mL2.0XID  Counted by : 72—/ 73103

A NotesKnaked ol 1o conrtabiliby OF Yhe plake. 72 7.31-03,

LEFT HAND ' WASH 1 RIGHT HAND
10°! 102 10° 10 10" 102 1073 10*
TNTC INTE | 126 1B~ TNTC INIC 1124 | 19
TNTC TNIC | T3 | 27 TNTC TNTC | 132 | IR
INIC o TNTC -
CFULLIXID™ Counted by : IND ;07303 | cFumL-3xID> Counted by : _ NP> /073] 3
LEFT HAND WASH 11 RIGHT HAND
10 10 1073 10" 10 10? 102 10
T 3 /7 2 Wre s 9 2
TNTL Y30 | 12 3 e, /[ 5 z
INTe. Thre
CFUmL)-4 X ID* Countedby: $AS [ 7-3/-03 | CFU/mL |1 X104 Countedby: #3 | *3/-07

Calculations by: U-NB /03'0' ‘03 Raw data reviewed by 51/ H / 7 b-o3
Calculations Verified by: WS/ BA-03

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

TNTC - Too Numerous To Count

Investigator’s Signature: Date: ag /0 103
/ . M mm dd
U

Yy




Data Collection Form 5A

Subject Initials _G~ A- /£ subject # 2l StudyNo.  03-122085-106

: Page No.. JL- 349
J ADVERSE EVENTS
' SAE' Action Relation-| Investigator
-.. Symptom / Event Onset Date| End Date YIN Severity Taken Outcome ship Signature/Date |
i ' A
M%W ‘5"/795 3/”/03 'Hi \ ! L/* j) ﬁ? :
Ent 1
~Dat2l Commenthote.* pMM-—f" W‘ \é lnmals
?-44 3 7;@ M WW ol -
.;: - ) - C ‘;fg\
%’/o'il %ﬂdﬂ 0fopr) MD Mmﬁw C%Y\/
SAE' .| Action Relation-| Investigator .
Symptom / Event Onset Date| End Date YIN Severity Taken Outcome ship Signature/Date
%’:{g Comment/Note: Initials
~ SAE' . Action Relation-|  Investigator
Symptom / Eyent Onset Date| End Date YIN Severity Taken Outcome ship Signature/Date
Entry . s
Date Comment/Note: Initials
Note: Severity, Relationship and Outcome MUST be determined by principal investigator.
Severity: 1=Mild =Moderate =Severe
Relatioﬁship: 1=Definite 2=Probable 3=Possible 4=Unrelated
Action Taken: 1=None. - ) 2=Rx Therapy =Discontinued Study 4=0ther (spe;ify)
}  Outcome: 1=Resolved w/o 2=Resolved w/ sequelae 3=Ongoing 4=Death
sequelae (describe)

1Sez:fi.c»us ‘Adverse. Event/Expgrience




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

FOLLOW-UP VISIT Page No..JL = 350
Visit Code Date Subject Initials | Subject Smi%’;z' Study #
v Follow-up ﬁ_/__afi/.QZ_ ﬁ/ﬁ.//:é Permanent #: ZL/ 03-122085-106
' Visit mm dd Yy F M L

Date Subject Entered the Study: Follow-Up Visit Date:
D71 .2/ H3 B, 29,03

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?

ﬁ. YES 0 NO If yes, complete below:

Clinical Observations: (Include date of onset and descnpuons;%jnty/locauons etg,) /
; AR M oD v 4/%

Povpel~ /=05

Comments:

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

O YES % NO If yes, complete below

7

Comments:

p24

Medical Consultgnt’s Signatyre: ) Date
g 7 o . ' 8, % ,93
- AL TN /% D ‘mm  dd
/4 7




Data Collection Form 1

HTR Study No.: 03-122085-106

Page No.. T =251
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
3 Visit Code Date Subject Initials Subject Screen #: Study #
Subj ect 21,0 , Permanent #:
Gualification O /R 03 ﬁ/ C b 03-122085-106
mm dd vy F M L
Gender: Z( Male O Female. Age: __B__Years

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

1. DERMATOLOGIC DISORDER No Yes ot
1.  Psoriasis ? —
2.  Eczema? —
3. Skin Cancer ?7 _—
4, Skin Allergies ? Please specify: -
5. Hives ? -
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No “Yes pont
1. Allergies.? Please specify. -
2.  Hepatitis? —
3. Heart and Vascular Disease? ——
4, Liver Disease 7 -
5. Kidney Disease ? —
6. Tuberculosis ? -
7. Diabetes ? Controlled? Diet[ ] Oral[ ] Insulin{ ] _—
8. Cancer ? e
9. Auto-immune disease (Lupus erythematosns, thyroiditis, AIDS, etc.) ? -
10. Organ transplant ? -
11.  Any other condition not listed ? Please specify: /
Is the subject taking any medication? Ifyes, please specify below:
. MEDICATION No Yes Don't
Know
1. Antibiotics, oral or systemic 7 L,
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? -
3.  Heart Medication ? ~
4., Insulin? /
5. Other ? /
Comments:.
Based on the above medical history, the subjectis: Z@xaliﬁed or [ Not qualified for the study.
Interviewer's Signature: B C Y Date: ZS 7/ O’) { / 0/2'
) / © mm dd Yy



Data Collection Form 2

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

Page No.:

Visit Code Date Subject Initials | Subiect Screen #:

Study #
_ KR Y
ubject Permanent #:
~ Qualification D4, ‘9!/_3 gf_/_%_/_}l_o)_ 25 03-122085-106

mm _dd
lNCLUSION CRITERIA
Check one
YES NO Subject:
~ 1. Is 18 through 65 years ?
— . Has signed informed consent ?
o . Is healthy as evidenced by responses on DCF 1 ?

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

Al ]WN

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

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

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

[ 2 IS |

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

physician for an intercurrent illness ?

9, Xs 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 ?

"

e

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

11. Is willing to comply with all study protoco! 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, antibjotic, Polysporin® and/or perfume allergies ?

—1

. Has eczema or psoriasis on their hands or wrists ?

Qajwn|slwld

, Is currently pregnant 20 Yes [0 No  Of child-bearing potential: 1 Yes 0O No

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

Female | Female | 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 7

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

FEER

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 dermagelogic 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: /9 L/ D}

Investigator's Signature: Q/” ﬂ g ; Date: gm A add/ 5yy
- . ] [ 74 i » ‘



HTR Study No.: 03-122085-

- 253

Data Collection Form 3 Page No.: d
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | Subject S""?_j{’ # Study #
: Test Q"?/ m / DS \’}\ ; Cy !u Permanent #: e
Period om dd vy F M L 03-122085-106
L. Is skin on subject's hands and wrists still free of dermatoses, cuts, lesions, and other skin disorders? Fes [No
If no, please indicate condition:
. Has subject used non-antibacterial soap and followed the instructions in Appendix B?ZYes  [INo
If no, please explain:
II. Has subject been ill since the last visit? JYes (Complete below) B/No
IV. Has subject used any new oral or topical medication? [JYes (Complete below) E?éo
Based upon the above responses, the subject is: ¥Qualified [J Not Qualified to continue on the study
Reasons for disqualification:
TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS
Date of Onset: Date Reported: Date Resolved:
Describe condition:
Was reaction related to treatment? [INot related [ Possibly related (] Definitely related [J Other (explain)
Action Taken: [INone [0 Continued onstudy =~ 0 Withdrawn from the study ~ [J Consulted physician
D Medication taken (Complete below) OHospitalized [ Other (explain)
Additional Comments:
CONCOMITANT MEDICATION
Medication - : Start Date Stop Date Indication
1
(Oral or Systemic) Total Daily Dose mm/dd/yy mm/dd/yy (Reason for Taking)
i A
/o /o
r /o
Comments:

: - - . %
. Interviewer’s Signature: % C&M‘w Date: O /o 7 /
i 4 mm dd vy
; 7




A

HTR Study No.: 03-122085-106

Data Collection Form 4 Page No.: ~
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
CFU/mL of Sampling Solution
TestDate | SubjectInitials | SupiectScreen# Study #
02:29,03 | KL.C Permanent #: 03-122085-106
mm dd vy F M L
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10* 10° 106 10* 10% 10°
™e | gy | 2] I ,;e_o,§ 24
mTe | /8 15 w1 2, /e
CFU/mU). X107 Counted by : T/ 7'3/—!3{ CFUAL2.0X107 Counted by : =72 _/ 7-3423

LEFT HAND WASH 1 RIGHT HAND
10" 102 102 10* 107! 107 107 10"
3 M | 8l 13 ™t e |92 8
L2 N | 107 /o e e | 8o | =
e — TRSTe
crumLd4x10% Countedby: 45/ 2-3/-03| CFU/mL T4 X104 Countedby: WS/ 7-3/-03
LEFT HAND WASH 11 RIGHT HAND
107 102 102 10 10 10?2 10° 10*
Ve 155 | A3 ! e /0¥ /2 /
IITe /33 .21 6 ThiT¢ 27 /3 ]
T ThTe.
CFU/mL - T¥! 04 Counted by : _ S48 [ 7-3-03 | CFU/mI9.0X 0? Countedby:___$4§ /1-3/-03
Calculations by: INB _ 08:01:03  Raw datareviewed by AW /8- L-o>
Calculations Verified by: ___fAS [ _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
igator’s Si : / 6 : & /o 103
Investigator’s Signature: Q"M/ [ 4 Date mi / - / Y




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

FOLLOW-UP VISIT PageNo JL— 295
Visit Code Date Subject Initials Subject Screen #'; , Study #
i Follow-up Qﬁ/ /03 ﬁ / d / —é Permanent #: ] ]
Visit mm F M L 25 03-122085-106

Date Subject Entered the Study:
07, 2,03

mm dd vy

Follow-Up Visit Date:

D8.04.03

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
O YES NO If yes, complete below:

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

Comments:

Comments:

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

O YES ﬁNO ) If yes, complete below

Medical Congultant’s Signature:

Date
é} /%m%/@ "mm dd%//&%




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.:E_"_%L
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM ’
o~ Visit Code Date Subject Initials | SuPject Sereen #: Study #
Subject 09 / / Permanent #:
v 1R 103 | T 1 E1 D 03-122085-106
Qualification om dd Yy F M L 2{‘,
Gender: 0 Male B Female Ager gL  Years
Does the subject have any of the following at the treatment sites?
I DERMATOLOGIC DISORDER No Yes ot
1. Psoriasis ? I
2.  Eczema? /
3. Skin Cancer ? P
4.  Skin Allergies ? Please specify: L~
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,  Hepatitis ? v
3. Heart and Vascular Disease? Mt al AL v
L 4.  Liver Disease ? 0 rd
o ) 5.  Kidney Disease ? el
6. Tuberculosis ? L
7. Diabetes? Controlled? Diet[ ] Oral{ ] Insulin| ] [
8.  Cancer? v
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 o
10.  Organ transplant ? v
11.  Any other condition not listed ? Please specify: v
Is the subject taking any medication? I yes, please specify below:
1. MEDICATION No Yes Don't
, - Know
1. Antibiotics, oral or systemic ? /
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v
3.  Heart Medication ? N ooy G2 Te7xS ’73,7%‘“/ ,/
4,  Insulin? mﬁ O /
5. Other ? Vv
Comments£
Based on the above medical history, the subject is: Bﬁualiﬁed or [J Not qualified for the study.

mm

dd

¥y

Interviewer's Signature: WW COM‘}M Date: _ 87 | 2¢ [ 63




Data Collection Form 2

HTR Study No.: 03-122085-10
INCLUSION / EXCLUSION FORM

Page No.: -

Visit Code Date Subject Initials | Subject Sereen #:
233
Subject

P t #:
‘ Qualification | 22/&Z1 /93 3 E /D |Permanen 03-122085-106
i mm dd yy f m 1

INCLUSION CRITERIA

Study #

Check one
NO Subject:

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

-

. . Is healthy as evidenced by responses on DCF | ?

U \
@ '\?—/
&

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

alunlajwle

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

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

. Is willing to refrain from using anti-dandruff shampoo during the entire study '3

00'\)

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

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

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

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

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

AR AR RNk

Check one ...

‘ ) YES N/A  Subject:

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

. Has artificial nails or nail tips?

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

. Is cumrently pregnant? D Yes 0 No  Of child-bearing potential: O Yes BNo

O Surgically Sterile, year O Post-menopausal, year 22002
If of child bearing potential - B-HCG Test Results: [ negative O positive
g 8. Is currently lactating ?

IAAIAR

Female Male

a
8
B,
[

\

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

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

NN

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

\

Based upon denélylogic 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: ,8(‘ | 87:2/-OR

. v ) Y Date: 3% 1 /0 1 9 3
Investigator's Signature: QI/W / i M mm dd vy
(% o -




HTR Study No.: 03-122085-106

Data Collection Form 3 Page No.:
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials S“b”“:,i’%;“# Study #
Test 05 E _J Permanent #:
: N 05| b /E
Period | - @ v le 03-122085-106

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

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

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

Based upon the above responses, the subject is: E(uahﬁed 00 Not Qualified to continue on the study.
Reasons for disqualification:

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

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

Action Taken: ONone [J Continued onstudy [ Withdrawn from the study [ 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)
/ / / /
/ / / /
/ / / /
Comments:

- Interviewer’s Signature: % %j E ,{1 / Z! . Date: 02/ R, 9 / Oj
) < A mm dd vy
- i }




5,

)

s
]
’

Data Collection Form 4

HTR Study No

" 03-122085-‘06

Page No.:, -~

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

Test Date Subject Initials Subject Szcrgxg Study #
07:29,03 | 0 /£, B |Permanent#: 03-122085-106
mm dd vy F.. M L
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10* 10° 10 10 10 10,
o

TN | 3% EY e | 219 | —1d
™o |2 ED ™A R3¥ 3/
CFU/MmIZ.3XI0 "Counted by : =f&__ 17533 CFU/mL2.2X10” Coumedby: & /7503

2 could ot esirrade due 0 uNeNen &t L dbsilloution. T¢ 73

Tt ~7- 2403
LEFT HAND WASH 1 RIGHT HAND
10* 10? 107 10" 107 10° 107 10
TR ™ 17 17 ™~ W [ 57 | R,
™ N 230 T ™A X928 4T
o *‘ N —
CFU/mL 2.0X10° Counted by : _ [/~ /7- 2)-03| CFU/mL 2. 3X1D > Countedby: 74 /[ 7-31-03
LEFT HAND WASH 11 RIGHT HAND
10 102 10 10 10" 10 107 10"
™™ | Q02| 2Y 4 N /68 yad 4
™ a7 AA 0 ™I 237 | Qb /
T TR —
CFUmL 20 X104 Countedby: _~T0  /1<3)-83 | crumLZ28X 10t Counted by: 7z __ 17:3)-03.

Calculations by: 'JVB /08 0103 Raw data reviewed by 2 Ly g -Lo3
Calculations Verified by: ___ 45 [ 8-1-03

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

TNTC —Too Numerous To Count

Investigator’s Signature:

dg /10,03
mm dd vy

Date:

Qwﬁ&%



Data Collection Form 6

HTR Study No.: 03-122085-106

FOLLOW-UP VISIT Page No. JL — A
Visit Code Date Subject Initials | Subject Serecn #: Study #
] Follow-up QZ/ /0 > T /£ 1[5 | Perwanent#: Zé 03-122085-106
Visit mm F M L

O71 2] 1093

mm dd  yy

Date Subject Entered the Study:

Follow-Up Visit Date:

Ve 7=

mm

dd  yy

that may be indicative of a skin infection?

a0 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:

Comments:

O YES % NO If ves, complete below

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

% Consultant’s Slgn '
Q“vw%%f@
Y

Date
8} | 7 O3

‘mm dd vy




)

HTR Study No.: 03-122085-106

bl

Data Collection Form 1 Page No.:E_"_%
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM o
Visit Code Date Subject Initials | SuPiect Screen # Study #
. 230
Subject Permanent #:
Qualification | 2L/ALI 03 Wisi¢# , 03-122085-106
mm dd vy F M L
Gender: &"Male 0 Female . Age: _4L7  Years
Does the subject have any of the following at the treatment sites?
1. DERMATOLOGIC DISORDER Ne Yes 11232:’
1. Psoriasis ? =
2. Eczema ? 1%
3. Skin Cancer ? /
4, Skin Allergies ? Please specify: o
5. Hives 7 .
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No "Yes ]222:,
1. Allergies.? Please specify. —
2, Hepatitis ? —
3. Heart and Vascular Disease? L
4. Liver Disease ? L
5. Kidney Disease ? —
6. Tuberculosis ? /
7. Diabetes 7 Controlled? Diet{ ] Oral[ ] Insulin{ ] L
8. Cancer 7 o
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? /
10.  Organ transplant ? L
11.  Any other condition not listed ? Please specify: o
Is the subject taking any medication? If yes, please specify below:
YIL. MEDICATION No Yes Don't
Know
1.  Antibiotics, oral or systemic ? s
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? P
3.  Heart Medication ? L~
4, Insulin? e
5.  Other? v
Comments£
_Based on the above medical history, the subject is: D@aliﬁed or [J Not qualified _for the study.
Interviewer's Signature: ' W ) &W Date: __ 07 | 2/ | 0=
mm dd vy




)

Data Collection Form 2

HTR Study No.: 03-122085-106
INCLUSION / EXCLUSION FORM Page No.: -
Visit Code Date Subject Initials | Supject Screen & Study #
A320
Subject P t #:

Qualif;‘cation 0724163 | WS H ermanen 27 03-122085-106

4 mm dd vy f m |
INCLUSION CRITERIA

Check one
NO Subject:

1. Is 18 through 65 years 7

T, H A Sen Frneean
Has signed informed consent ?

+hH . Is healthy as evidenced by responses on DCF 1 7

LA

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

" ®@Qualified O Not Qualified for participation in this study.
Reasons for disqualification: . Interviewer's Initials/Date: RDC o072 g3
) -

@ ) ,/ . 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 ?

O\U':PW!*J

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

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

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

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

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

AT

Check one .
YES NO N/A Subject:
1. Is currently participating in another clinical study at this or any other facility ?
2. Has participated in any type of hand or arm wash study within the past 7 days ?
3. Has cuts, lesions, or other skin disorders on their hands or wrists ?
4, Has artificial nails or nail tips?
5
6
7

. Has soap, detergent, antibjotic, 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 [ No
O Surgically Sterile, year 0 Post-menopausal, year
If of child bearing potential - B-HICG Test Results: O negative 0 positive
L~ 8. Iscurrently lactating ?

AATANAIA

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 ?

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

preclude participation ?

VANAY

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

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

! ’ ) 0
Investigator's Signature: QVI/ g 6 : Date: mx?l 1/ add/ o3 -



HTR Study No.: 03-1

Data Collection Form 3 Page No.:
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | SUCiect Screen #: . Study #
Test b’) _QS \Q Permanent #;
: Ol A 'S/ ﬁ
Period | = & T 27 03-122085-106

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

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

III. Has subject been ill since the last visit? [¥es (Complete below) E/NO
IV. Has subject used any new oral or topical medication? [JYes (Complete below) Bg

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

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

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

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

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

CONCOMITANT MEDICATION

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

- Interviewer's -Sigx.lat\‘ue: S\_M ¢ l/‘é M ‘Date; (212 /ﬂz /(ly3y




Data Collection Form 4

HTR Study No.: 03-122085-106

Page No.;
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
CFU/mL of Sampling Solution
. . Subject Screen #
Test Date Subject Initials Study #
230
02129 _Qé \W /S |Permanent#: 03-122085-106
mm dd F. M L 27
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10% 10° 10°¢ 10* 10° 10%
TN | D 13 NI | 207 Ry
™| %42 | 2] W~ | 2542 | J2 |
CFUIZBX10 Counted by : Jla_17-3)03 CFUmL2-3¥07 countedvy: 7% 1 73403

A Not st pated due do coortatol h'ﬁj UL plecr . T 7-5/-68

LEFT HAND WASH 1 RIGHT HAND
10 1072 103 10 10" 10 103 10
N | wite f% /D TNTT ™| 73 |5
™R | w4 1R TSI ™D/ g
CFUnL 1 §X10° Counted by : T~ _/7-3)-8% cFUmLB. 2X10% Countedby: __Tln 7 7-35-03
LEFT HAND WASH 11 4.3103 RIGHT HAND
10 107 |03 10 10* 8T 10° 10
24 (.5 2l / 2R 2 sog? 4ol
/M 100 | e & a4l LPr TREEY
A _Qp2®
CFU/ML 1. X (D > Counted by : Tl / 73153 CFUmL 8.1X10° Countedby: 1~ [ 7:3/03
Lf=lab PfCC\dewF (053 Contmncinafion: inntbirion of vmacWir ox KNS Set )
vaokole Ao c,ou, “("rv\ ote, TL 1.8V 03 *+% Not %ed n CalCuIaul'ww
Calculations by: JNB /0%-01" 03 Raw data reviewed by St 1%-6-03 JNB 8.0l
Calculations Verifiedby: __ S H / §-b-0Y
#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: % f 6 Date: a ? 1 /0 1 O3
. 0 mm dd had



Data Collection Form 6

HTR Study No.: 03-122085-106

FOLLOW-UP VISIT Page No. JL — ¢
Visit Code Date Subject Initials Subject Screen #: Study #
o~ Follow-up ﬁi/ 02 /{7 3 /(j/ ) / /‘/ Permanent #: 27 03-122085-106
Visit mm dd vy F M L
Date Subject Entered the Study: Follow-Up Visit Date:
QZ/ ,43 B 24,03
dd 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, compiete below:
Clinical Observations: (Include date of onset and descriptions/severity/locations, etc.)
Comments:
Fa
" Has the subject had any health related issues since the treatment procedure?
0 YES ;X/NO If yes, complete below
Comments:_

l\%l Constiltant’s Signqture: '
Vo) hx
(/ ! '

Date

27'/ g 1073

‘mm  dd vy




HTR Study No.: 03-122085-106

ol

Data Collection Form 1 Page No.. L ~
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM .
: Visit Code Date Subject Initials S“"}“;Séree“ # Study #
Subject .
ouieton | 0212/103 | D 1B C | Fermaventt g | o0ss0s
mm dd vy F M L
Gender: 0O Male { Female . Age: _E___Years
Does the subject have any of the following at the treatment sites?
1 DERMATOLOGIC DISORDER No Yes Don't
/ Know
1.  Psoriasis ? |f/
2.  EBczema? v ',
3,  Skin Cancer? ‘//
4,  Skin Allergies ? Please specify: v /
5. Hives ? V4
Does the Subject have any of the following (present and past)?
. OTHER MEDICAL INFORMATION No / "Yes 11232“:
1. Allergies.? Please specify. vV
2.  Hepatitis ? v /
3.  Heart and Vascular Disease? M /
4. Liver Disease ? v s
5.  Kidney Disease ? V',
6.  Tuberculosis ? Vv,
7. Diabetes ? Controlled? Diet[ ] Oral{ ] Insulin| ] / /
8. Cancer ? v /
9.  Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? v
10.  Organ transplant ? v /
11.  Any other condition not listed 7 Please specify: Vv
Is the subject taking any medication? i yes, please specify below:
TII. MEDICATION No/ | Yes ot
1.  Antibiotics, oral or systemic ? Vv
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v |
3,  Heart Medication ? v
4. Insulin ? v /
5. Other ? V
Comments:-
A
Based on the above medical history, the subject is: ‘lﬁémﬁﬁed or [J Not gualified for the study.
Interviewer's Signature - pate: O7 4 21 / 03
mm dd Yy

v -~ d



Visit Code Date Subject Initials s‘“?“t Screen #: Study #
Subject Permanent #:
! ; mm dd vy f m 1|
INCLUSION CRITERIA
Check one
vEs /  NO  Subject:
Vv /!, 1. Is 18 through 65 years ?
\/ /| 8 . Has signed informed consent ?

#~)}) YES NO /NA Subject:
l/ /" ) 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 ?
v /f 3. Has cuts, lesions, or other skin disorders on their hands or wrists ?
VA 4, Has artificial nails or nail tips?
V / 5. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies 7
V ) 6. Has eczema or psoriasis on their hghds or wrists ? /
7. Is currently pregnant 70 Yes  No  Of child-bearing potential: 8 Yes [0 No
Female | F Male . )
0 Surgically Sterile, year 0 Post-menopausal, year
/ If of child bearing potential - 8-HCG Test Results: o negative [ positive 7/&?/0% /"3%
/ 8. Is currently lactating ? 7 ( 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 7
g 11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of
\// ' wounds, intravenous management or other bed-ridden related care roles.
‘/ 12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ?
7
Based upon dcngéologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
‘¥ Qualified 0O Not Qualified for participation in this study.
Reasons for disqualification: Interviewer’s Initials/Date: J‘KB / 072’ 03
) -

Data Collection Form 2

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

Page No.: !ﬂ - % 2

. Is healthy as evidenced by responses on DCF 1 ?

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

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

Vs

Vv /

Vv

// showering, and handwashing during the entire study ?
v

AjlwnislwlN

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

[~ -2 B |

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

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

, 9. TIs willing to refrain from using topical steroids during the entire study, unless prescribed by a
/] physician for an intercurrent illness ?
/ . 10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study,
/ unless prescribed by a physician for an intercurrent illness ?
V 11. Is willing to comply with all study protocol requirements 7
EXCLUSION CRITERIA

Check one -

) . ? 03
Investigator's Signature: d)«/ / M Date: ij / /add/ Yy



~)

HTR Study No.: 03-122085-106

Data Collection Form 3 Page No.:E - 3bg
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
- : ‘e Subject Screen #: .
Visit Code Date Subject Initials Study #
: /79 y

-

Test Permanent #; ()
Pertod 07,34,03 | D 1B/ a /\/

mm dd vyy F M L ,03-122085-106

1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, and other skin disorders? 8%es ONo
If no, please indicate condition: _

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

III. Has subject been ill since the last visit? [(JYes (Complete below) & No

IV. Has subject used any new oral or topical medication? [JYes (Complete below) B’N/o
Based upon the above responses, the subject is: méliﬁed O Not Quaﬁf@ to continue on the study.

Reasons for disqualification:

79

02

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

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

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

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

CONCOMITANT MEDICATION

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

- Interviewer’s Signature: (71/}@,7\ Cn/) QJW Date: 9m17n / og_d 5/ oy;g




HTR Study No.: 03-122085-106

Data Collection Form 3 Page No.:E - %q
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | Supject Screen #: Study #

Pz:is:d b"z / Qq /05 & 1 By .L Permanent #: A%

mm  dd yy F M L 03-122085-106

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

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

III. Has subject been ill since the last visit? OYes (Complete below) Q/No
IV. Has subject used any new oral or topical medication? [IYes (Complete below) ﬁ\lo

Based upon the above responses, the subject is: l{Qualified 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 xzelated to treatment? (INot related [ Possibly related [ Definitely related [ Other (explain)

Action Taken: (INone  [] Continued onstudy [0 Withdrawn from the study  [1 Consulted physician

D Medication taken (Complete below) [THospitalized [0 Other (explain)

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

- Interviewer’s Siéame:mf {,E J 1 ' /CL/) Date: 213 /3 ?d / 0}’%



N

-

Data Collection Form 4

HTR Study No.: 03-122085-106
Page No.: 70

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS

CFU/mL of Sampling Solution
Test Date Subject Initials Subject Screen # Study #
02129/ _Qé D/ (A Q. | Permanents: 03-122085-106
mm dd F M L Zg,
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10" 10° 10°¢ 10 10° - 10°¢
™ | 8, %__ T LY /0
At Y INTE 57 24
CFUMmL2.1x¢ o7 Counted by : '/ffu[: /7;’/' 03 CFU/mL 2. 3X10 ol ¢ Counted by : (a / 7‘_9:‘/'*0‘:_'

2 ot e 5T okd diw © coundeo! lfb &F\u« plafe. 70 7-3/-03

LEFT HAND WASH 1 RIGHT HAND
107 10? 10° 10* 10" 10 10% 10"
TNIC N | 43 5 INTC TINTC | 25 4-
TNTC NTC | 56 7 TNTC TNTe |_32 |
INTC TNTC
CFU/mL S-0Xi0 % Counted by : INB_107-3/03 | crum1 23x10% Counted by : ONB 1073103,
LEFT HAND WASH 11 RIGHT HAND
10" 102 10® 10% 10 107 10° 10*
21 }{( 9 0 ™I /05 V4 /
Al Lo | 4 | 0O W 5 | s | &
|9 T
CFU/mL Zﬂ_/_@_f___ Counted by : T~ 17303 | CFUMmL) __O_X_I_O;f_______ Counted by : T | 73-83
Calculations by: INB /08°01:03  Raw data reviewed by b At ; Jib-03
Calculations Verified by: “S / 8-1~0)>
*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
. e Qi . . o
Investigator’s Signature: Q/V lg 6 ‘/,; Date: % Ign / c; 7 y;a




Data Collection Form 6

HTR Study No.: 03-122085-106

FOLLOW-UP VISIT Page No. 1L — %71
Visit Code Date Subject Initials Subject S“;E“?% Study #
A FoHlow-up _ﬁ 0"/ /0 3 ’-ZD / / ﬁz_ Permanent #: _ ~
ow- T = —&M - ZX 03-122085-106
Date Subject Entered the Study: Follow-Up Visit Date:
07 21,02 08,04, 03
mm dd yy 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
J YES }ﬁ NO If yes, complete below:

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

Comments:

)

Comments:

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

0O YES y NO If yes, complete below

Date

G4 03

‘mm dd yy

NE C?am,s Sign% '
* N VY D
V4 / 7



HTR. Study No.: 03-122085-106

Data Collection Form 1 Page No.. T ~ 3 72
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM ’
Visit Code Date Subject Initials | Supiect Sc(f:“ #: Study #

Quillli‘?ijce:ttion b—?/ 15/ DB Qr/ \'(/ 6

mm dd vy F M L

Permanent #: Zq 03-122085-106

Age: QQ, Years

Gender: 0 Male D_/ Female .
Does the subject have any of the following at the treatment sites?
I. DERMATOLOGIC DISORDER No Yes Don't
: : Know
1. Psariasis ? -
2. Eczema ? s
3, Skin Cancer ? ——
4. Skin Allergies ? Please specify: —
5. Hives 7 -
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No "Yes Ilzzz;:
1. Allergies.? Please specify. —
2. Hepatitis ? —
3. Heart and Vascular Disease? -
4. Liver Disease 7 -
5. Kidney Disease ? —
6. Tuberculosis ? -
7. Diabetes ? Controlled? Diet[ ] Oral[ ] Insulin{ ] o
8. Cancer ? -
9. Auto-immune disease (Lupus erythematosus, thyroiditis, ATDS, etc.) ? -
10,  Organ transplant ? o
11.  Any other condition not listed ? Please specify: -
Is the subject taking any medication? 13 yes, please specify below:
L MEDICATION No Yes Don't
- Know
1. Antibiotics, oral or systemic ? —
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs 7 e
3.  Heart Medication ? o
4, Insulin ? —
5. Other ? -
Comments£
Based on the above medical history, the subject is: Z(/)ualiﬁed or O Not qualified for the study.
Interviewer's Signature: C / : Date: 67 -/ l S / OS ;
mm dd yy
. i - 7



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

Page No.:

Visit Code Date Subject Initials Subject Screen #:

/Q (9 Study #

Subject

Qualification 6,83 E(f_/_ﬁ_/ﬁ Permanent #: Zﬁ 03-122085-106
m 1

mm dd vy

INCLUSION CRITERIA

Check one
NO Subj

ect:

1.

Is 18 through 65 years ?

. Has signed informed consent ?

. Is healthy as evidenced by responses on DCF 1 ?

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

alwnisnjwlin

. 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 ?

ool -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 iliness ?

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

physician for an intercurrent iilness ?

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 ?

AN ARG

11, Is willing to comply with all study protocol requirements ?
EXCLUSION CRITERIA
Check one ...
YES NO N/A Subject:

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

- 2. Has participated in any type of hand or arm wash study within the past 7 days ?
e 3. Has cuts, lesions, or other skin disorders on their hands or wrists ?

iy 4. Has artificial nails or nail tips?

v 5. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?
o 6. Has eczema or psoriasis on their hands or wrists ?
Female | Female | Male 7. 1s currently pregnant 7 0 Yes -8 No  Of child-bearing potential. & Yes O No

O Surgically Sterile, year D Post-menopausal, year
If of child bearing potential « 3-HCG Test Results: & negative O positive 2/2% [07)%‘\
8. Is currently lactating ? N
9

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

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

10.

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

11.

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

NNAANAN

12.

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

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

. E/Qualiﬁed O Not Qualified for participation in this study. S& / / f 3
Reasons for disqualification: Interviewer’s Initials/Date: / 7T/ 5 -
Investigator's Signature:

» ate: _ o 1493
@M[W o mi” dd/ b2




HTR Study No.: 03-122085-106

Data Collection Form 3 Page No.: T - 2 7
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | Subject Screen #: Study #
| Test Permanent #;
j ; 07123103 | _ ALK 1G
Period | TLARES | A ‘ﬁ— 2 79 | 03-122085-106

1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, and other skin disorders? Bres ONo
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? [JYes (Complete below) mo
IV. Has subject used any new oral or topical medication? OJYes (Complete below) E¥G

Based upon the above responses, the subject is: B@ualified [ 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  [I Possibly related  [J Definitely related [ Other (explain)

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

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

i ; ) .- l . Date: &7 | XS [ 02
Interviewer’s Signature: m m C " i >
J



~ -

Data Collection Form 4

-

HTR Study No.: 03-122085%06

Page No.:

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS

CFU/mL of Sampling Solution
TestDate | Subject Initials | Subject Screen# Study #
12{o
072303 | R/ K /(% |Permanents: 03-122085-106
mm dd yw | F M T yil
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10 10° 10 10* 10° 107
WNIC | 123 | 17 ™IC | o 9
INTC 24— 14 INTC 05~ 5
I Iy 1 LRI AT503 P T 4 ..‘/‘. s TR A1 .NC o
CFU/mL/: /X9 Counted by : JNE jUI 220 CrU/mL /.9Kf0° Countedby: ~IND /U I°£I W3
LEFT HAND WASH 1 RIGHT HAND
10t 107 10° 10* 107 107 103 10
NTC INTe, | 98— NIC INTC | 115 | 13
INTC. NTC | 30~ 12 TNTC INTC (163 | 24
TNTC INTC -
crumL9x o1 Counted by :INB _/0712503| cFu/mL L2¥165  Coutedby: INB _ 10725%3

LEFT HAND WASH 11 RIGHT HAND
107 . 1072 10° 10° 10! 107 10° 10
T NITC TNt 1244 TNTC TNTC Hlp—t )2
TN | TNE| 759 17 TNTC TNl i/ | 19
TNTC - TN -
CFU/mL .4 ¥ D> Counted by : ((fhl 75703 CFUML [ 34X [(25 Counted by : %"l [T 3503

Calculations by: Z(; / % ab 3
Calculations Verified by:

. ‘0> Raw data reviewed by ﬁ% /?'/‘03

;1 071-29-03

*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

2

Date:

mm

g/ 192
dd vy

Investigator’s Signature: /g M\
[~




Data Collection Form 5A -

Subject Initials AXG Subject#___ 29 .  StudyNo. 03-122085-106

Page No.’ -

Outcome

Symptom / Event YIN Taken ship St _gnaturelDate

* i
Onset Date| End Date SAE Severity Action Relation- nvestig

e beompa P (PVos | NL L1 1 | 5 Li"" LI 824

\N

%natg CommenﬂNothM/ ﬂ&(,ﬁ %’ WM f 91/ Initials

,%%3 4 é 2£!I2 et ZZZ g%?’%%

QD

 Boeds ued heato. 17

Pl J//;’W£ ConZirted on 3503, 3:7:03 ard| Gh

8408  pudfend fognenae ’

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

EDrgg Comment/Note: Initials
: SAE' . Action Relation-| Investigator
Symptom / Event Onset Date) End Date YIN Severity Taken Outcome ship Signature/Date
ED"atg Comment/Note: Initials
Note: Severity, Relationship and Outcome MUST be determined by principal investigator.
Severity: {=Mild 2=Moderate 3=Severe
Relationship:  1=Definite 2=Probable 3=Possible 4=Unrelated
Action Taken:  1=None ) 2=Rx Therapy 3=Discontinued Study 4=0ther (specify)
Outcome: 1=Resolved w/o 2=Resolved w/ sequelae 3=Ongoing 4=Death
sequetae (describe)

5.
lserious Adverse Event/Experle@ce uf



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

FOLLOW-UP VISIT PageNo. JL = 377
Suhiect Screen #.
Visit Code Date Subject Initials Subject Ser 5 2#'[ Study #
T ! Follow-up 07 / Zg/ o3 é(/ ] i / ﬁ Permanent #; 03-122085-106
Visit mm__ dd_ yy F M L

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

07,1505 07,2303

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?

? YES 0 NO If yes, complete below:
Clinical Observations: (Include date of gnset and descriptions/severity/locations, etc.)
Toon cud fifrilr cry fors oo
/ 4
Comments:

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

0 YES # NO If yes, complete below

Comments:

~J

yy

Medical Consultaps’s Signaturg: ’ . Date ]
ééz % ~ Q\w ' - ' 7 < 5}/ % 3
Nl dddd) Y // 4/ (4 mm  dd



Data Collection Form 1

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM

HTR Study No.: 03-122085-106

Page No.E__"_%ﬂ

Visit Code Date Subject Initials Subject S%een #

Study #

Qualification

mm dd yy{ F M L

Subject 0‘7 / Z [ / O & / K 7R Permanent #:

03-122085-106

Gender:

[{;/Iale O Female .

Age: [Qﬁ: Years

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

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

Interviewer's Signa?é W

N W Date: 07 /Z{ 105 "
>- _ 4 mm dd vy



&

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

Page No.:
Visit Code Date Subject Initials | SUPiect SZ"‘ # Study #
Subject s
outiton | 02420103\ G K L. | Fermenentt 3| ormmmesios
PN mm dd vy f m 1
INCLUSION CRITERIA
Check one
YES / NO Subject:
l// 1. Is 18 through 65 years ?
V' / 2. Has signed informed consent ?
/ par 3. Is healthy as evidenced by responses on DCF 1 ?
\/ / 4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ?
|/ ;/ 5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed 7
l/ A 6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing,
/ showering, and handwashing during the entire study ?
\/ y 7. Is willing to refrain from using anti-dandmiff shampoo during the entire study ?
8. Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing
liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a
/ physician for an intercurrent illness ?
‘/ 9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a
/ physician for an intercurrent iliness ?
g 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  /NA Subject:

L.

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

. Has particiﬁated 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?

STNSTNN

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

Has eczema or psoriasis on their hands or wrists 7

Female | Female W /

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

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

. Is currently lactating ?

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

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

10.

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

v

11.

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

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

7.

"¥ Qua

lified

.| - Reasons for disqualification:

Based upon denyéogic 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 IntialsDate_ IR 072103

Investigator's Signature:

%F% Date: Omé: /'/0@/03yy




HTR Study No.: 03-122085-106

Data Collection Form 3 Page No.: -
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | Subject Screen #: Study #
Test D"] Qq 06 G | _ | Permanent#:
: 129/0, 1 K
Period o d | F ML 60 03-122085-106

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

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

I. Has subject been ill since the last visit? O¥es (Complete below) E/No
IV. Has subject used any new oral or topical medication? JYes (Complete below) o

Based upon the above responses, the subject is: Eéuah‘ﬁed [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  [J Definitely related [] Other (explain)

Action Taken: (INone  [J Continued onstudy ~ [1 Withdrawn from the study ~ [J Consulted physician

O Medication taken (Complete below) [JHospitalized  [] Other (explain)

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

— . 02, 03
tnterviewer's Siemature: b s Date: _ (D 7 / /
erviewer’s Signature %ﬁh\\@ UWLMAL mm dd vy



.

Data Collection Form 4

HTR Study No.: 03-122085-106

Page No.:]I - ﬁl

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

TestDate | Subject Initials | SupiectScreen# Study #
02129/ _Qé (5/ ﬁ/ Permanent #: 03-122085-106
mm dd BO
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10 10° 10° 10* 10 10°¢
NC | 21| 3% ™NTC | 212 24
TNTC 194 26 INTC 25780 | 33
CFUMLZ6X 407 Countea by : INB 1071303 CFUML2-6¥ 107 Counted by : INB 7073103

WASH 1

LEFT HAND RIGHT HAND
10! 102 107 10 10! 102 10 10%
INTC INIC | B 13 INTC INTC 4 e
TNTC NG | 4G 3 INTC INTC | 84 7
INTC INT. )
crumL5.3x0% Counted by : IN® /015103 | cFu/mL 7.9x0 % Comtedby: JNB 107:3/-43.
LEFT HAND WASH 11 RIGHT HAND
107! 10 10 107 10 107? 10° 107
PTE TN % 2 T /42 | 21 /
T WA 2 TN /49 | 39 s
T TN
crumis.4y 10t Counted by : “70F 1 7-3)-6.3 CFu/mLL- 7 X {0F Countedby: =70t [ 7:3/03

Calculations by: :JNB

/ 080 l 03 Raw data reviewed by

Calculations Verified by:

AS

/_8-1-93

*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

Sty

/1 €-b-03

Did not eshmate, due Ho countabilihy of He plate.  INB 07:31-03

Investigator’s Signature:

szxﬁ%

Date:

8%

dd vy

| 1@ 1 O3




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

FOLLOW-UP VISIT Page No. 1L %
Visit Code Date Subject Initials Subject s“‘"}j{? Study #
4 Follow-up 0%7/04 1 3 Q / Zi /L Permanent #:
‘ Visit mm  dd yy F M L @ 03-122085-106

Date Subject Entered the Study: Follow-Up Visit Date;
D71 2/103 D8, 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?

O YES 'NO If yes, complete below:

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

Comments:

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

O YES )g{NO If yes, complete below

Comments:

mm dd yy

Medical Consyipant’s Signature: ) Date
. : 5, Y03
g %xyf ' )y-© ; |
S 4 .




Data Collection Form 1

HTR Study No.: 03-122085-1ggc36

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM

Page No.:E -

o~ Visit Code Date Subject Initials | SuPject Screen & Study #
bj :
Qui‘llifi‘ce:ttion 0721103 | E_ /M /M |Permanent# 03-122085-106
mm dd vy F M L
Gender: 0 Male E/Female . Age: _lQ_Q__ Years
Does the subject have any of the following at the treatment sites?
I. DERMATOLOGIC DISORDER No Yes Dow't
) / Know
1. Psoriasis ? V '/
2.  Eczema? [V /
3. Skin Cancer ? V',
4.  Skin Allergies ? Please specify: V'
5.  Hives? v
Does the Subject have any of the following (present and past)?
ﬁ. OTHER MEDICAL INFORMATION No / "Yes Don't
Know
1. Allergies.? Please specify. v/
2.  Hepatitis ? v/
3.  Heart and Vascular Disease? ‘/ f
- 4. Liver Disease ? v/
) 5.  Kidney Disease ? vV,
6.  Tuberculosis ? v/,
7.  Diabetes? Controlled? Diet{ ] Oral[ ] Insulin{ ] v,
8. Cancer ? l/ ,
9.  Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? V. A
10. Organ transplant ? ' P
11.  Any other condition not listed ? Please specify: h‘ﬂ.h cho lfﬁkfo [ V4
Is the subject taking any medication? I yes, please specify below: .
Don't
C
L MEDI A.TION No ’ Yes Know
1.  Antibiotics, oral or systemic ? v/
~ 2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v/
3.  Heart Medication ? v /
4, Insulin? t ‘/ P
5. Oher? Zocor 20mg lxday tugh- cholesterol v
Comments:.
/
Based on the above medical history, the subject is: l{Qualiﬁed or [J Not qualified for the study.

Date: 07 / Z( /{2 S
mm dd Yy

: futerviewers Si% %wm



Data Collection Form 2

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

Page No.: -
Visit Code Date Subject Initials S“bjz"zsq“’““ # Study #
Subject Permanent #:
onatietion | 27421103 E /M/M 3 )| os-122085106
£ mm dd  yy f m ]
INCLUSION CRITERIA
Check one
YES , NO Subject:
V4 , 1. Is 18 through 65 years ?

v/

. Has signed informed consent ?

. Is healthy as evidenced by responses on DCF 1 ?

A

. 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 ?

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

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

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

N
AjwnisjwilN

NALN

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

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

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

NS

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

N

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

74 / 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 ?
SN 4. Has artificial nails or nail tips?
\'/ / 5. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?
\/ 6. Has eczema or psoriasis on their h;lnds or wrists ? ,
Fomie | e | | T By peee 0L N, UM T TN e
P4

If of child bearing potential - B-HCG Test Results: O negative [ positive
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 7

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

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

AWM

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

Interviewer’s Initials/Date; :TNfB /0—72,03

) . -
Tnvestigator's Signature: @py\/ f 6! ¢ Date: Omi 110 dd/ o 3yy

Reasons for disqualification:




HTR Study No.: 03-1

Data Collection Form 3 Page No
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | Subject Screen #:

Oq Study #
o | D20 | E M M [Femmmti
mm dd yy j

03-122085-106

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

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

III. Has subject been ill since the last visit? DYes (Complete below) Q(\Io
IV. Has subject used any new oral or topical medication? (1Yes (Complete below) Q{

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

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

CONCOMITANT MEDICATION

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

. Interviewer’s éi@mme: &’-ﬁb} 8 g M’% Date: Sm—?/ %dq / O}f

22085-1 Og




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 | Subiect SEB& Study #
07:29,03 | E ;MM |Permanent#: 03-122085-106
mm dd yy| F. M L 3|
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10 10 108 10 103 10°¢
INTC 28 27 TNTC 150 2
INTC | 226 1 NIC 179 G
CFUML2.2X/0 Counted by : INB 1072103 CFUALLAx10” Counted by : INB /072103

LEFT HAND WASH 1 ¢ RIGHT HAND
10 102 10° 10 10! 10? 107 10
INTC | INTC | 34 | 3 INTC INTC | 40| 9
INTC TNTC | 4, 3 TNTC TNTC | BT 7
TNTC - INTT
CFU/mL 40X/ + Counted by : JINB _ /07:3):3 | CFUML3- X (D 4 Counted by : INB 1073102
LEFT HAND WASH 11 RIGHT HAND
10 10 103 10 10 107 10? 10°
45 ] S \ % 92 o ]
178 q2 | 7 \ L5 )2 O
134 — 168
CFU/mL 9. 2x 103 Counted by : INB_107:31-03| crumLT.0x 103 Counted by : NB 472103

Calculations by: :T NB 109 0{ ‘03 Raw data reviewed by
Calculations Verified by: ___$4( [ %--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

%Z.%

Sl 603

Investigator’s Signature:

gs 1/06 ;@3

mm dd - yy

Date:




Data Collection Form 5A

Subject Intials _£=+ W)\ M, sublect#_ 3] "

Study No.  03-122085-106
Page No. JL— 387
ADVERSE EVENTS
Symptom / Event Onset pate] End Date Sy [severity| Aoton | outcome|ete™ '"viffi?tfte
M e oo Hos | V33| 4 gyl L 1 He) &
S Foronss Voo iy oo D0 % B i
84D Sower) 0l Mpreler ov e g e

of Ao Hovi

F%z/o‘%

‘c@-)ﬁ’"{l
Homdn 090arn= omesspenin waned on humpt

%)
/
/40D te- 10 /o \ 4= 2. bumizn oo c\%
U 1 N .
SAE’ Action Relation-]|  Investigator
Symptom / Event Onset Date| End Date YIN Severity Taken Outcome ship Signature/Date
Entry . "
Date Comment/Note: Initials
: SAE’ . Action Relation-| Investigator
Symptom / Event Onset Date| End Date YIN Severity Taken Outcome ship Signature/Date
Entry . "
Date Comment/Note: Initials

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

Severity: 1=Mild 2=Moderate 3=Severe
Relationship:  1=Definite 2=Probable 3=Possible

Action Taken: 1=None i} 2=Rx Therapy ~ 3=Discontinued Study
Outcom‘e-: 1=Resolved w/o

2=Resolved w/ sequelae 3=0ngoing

sequelae (describe)

lgerious Adverse Event/Experience

4=Unrelated

4=0ther (specify)

4=Death




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

FOLLOW-UP VISIT page No. JL — DB
Visit Code Date Subject Initials Subject S“%? Study #
i Follow-up ﬁ/ 0 L// ) 3 /6— / /}7 1/ Permanent #: 3 ’ 03-122085-106
Visit mm dd vy F M L
Date Subject Entered the Study: Follow-Up Visit Date:
o271 2, 02 28,2403
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 Observatlons (Include date of onset and descnptlons/seventy/locauons etc.)

/{,a/ mpenles pv) MO 0‘/ %

L/%ﬁ/ylé R

Comments:
Has the subject had any health related issues since the treatment procedure?
0 YES ﬁNO If yes, complete below
Comments;

Medical Congultant’s Sjgnature: Date
O i 5.7 .23
/ “4/ & ‘mm  dd

¥y




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.. JIC — agq
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM .
= Visit Code Date Subject Initials | SUPiect 7“" pen #: Study #

Subject -
Qualification VS S Y

Permanent #: 3 z 03-122085-106
mm dd yy| F M L

Gender: O Male 2( Female . Age: ___Q_/__. Years
Does the subject have any of the following at the treatment sites?
L DERMATOLOGIC DISORDER No Yes Don't
Know
1, Psoriasis ? -
2. Eczema ? _
3. Skin Cancer ? -
4, Skin Allergies ? Please specify: e
5. Hives ? o
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No "Yes }]222;:
1. Allergies.? Please specify. o
2.  Hepatitis ? /
3.  Heart and Vascular Disease? ‘\QDD CooeeN 24 L
4, Liver Disease ? e
5. Kidney Disease ? -
6.  Tuberculosis ? ‘ o
7. Diabetes ? Controlled? Diet[ ] Oral{ ] Insulin[ ] —
8. Cancer ? -
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? o
10.  Organ transplant ? rkes- o
11.  Any other condition not listed ? Please specify: Claplectero |, atdna s o
Is the subject taking any medication? I yes, please specify below: .
Don't
III. MEDICATION No Yes Know
1.  Antibiotics, oral or systemic ? -
2. Cortisone, Steroids, ACTH, Anti-reactipg Drugs ? e
3. Heart Medication ? Moy 600 o \xm —
4. Insulin ? o
5. Other? (%8, owmag h(dcu-: (Onolesteroi ) —
Comments: oo i -V | xdaw
m\%\o\ ihen N apdhribis )
& pdded
Based on the above medical history, the subject is: Eﬁualiﬁed or O Not qualified for the study.
Interviewer's Signature: ‘ Date: 07 / [ {) / Dﬁ
€/‘ mnm dd ¥y
- - T —7




Data Collection Form 2 HTR Study No.: 03-122085-106
INCLUSION / EXCLUSION FORM Page No.: _IL-;_’,éQ

Visit Code Date Subject Initials Subject Screen #: Study #
Subject Permanent #: J
- Qualification (} /_b_/ , 5 C IFAY) & 9 % 03-122085-106
i mm _dd f m 1
INCLUSION CRITERIA
Check one
YES NO Subject:
/

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

1s healthy as evidenced by responses on DCF 17

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

=

NN

. 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 ?

alunls|wlip

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

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

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

N

Check one .
.1 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?

NN NN

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

. Is currently pregnant 7 0 Yes & No  Of child-bearipg potential: D Yes [No

£~ Surgically Sterile, year \Q“) I Post-menopausal, year \q qf)\
[ If of child bearing potential - B-HCG Test Results: 0 nepative O positive
8. Is currently lactating ?

SN jwne il

Female | Female | Male

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

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

Z

10. Has another medica] 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 dermatologc evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
" [¥Qualifietd O Not Qualified for participation in this study.

Reasons for disqualification; _ Interviewer's Initials/Date: % / 7 l 03 )

) :
Investigator's Signature: a}fﬂv p 3‘ Date: Omrf\ !/ @dd/ ad -
- . - - B . ﬂ ‘ )




HAK DUy dvves ver s

Data Collection Form 3 Page No.:E - '34/
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials S“bjjﬁfl‘?“”“ #: Study #
o Test 2,24 eI RE t#
e§ 0 / / o 5 / / ermanent #:
Period T F M L 3 2_ 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: __

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

II. Has subject been ill since the last visit? (J¥es (Complete below) #Ro
" IV. Has subject used any new oral or topical medication? [JYes (Complete below) qu

Based upon the above responses, the subject is: %aliﬁed ] 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:

=
/ ) g
' Was reaction related to treatment? [Not related  [J Possibly related  [J Definitely related [ Other (explain)
Action Taken: ONone I Continued onstudy  [J Withdrawn from the study I Consulted physician
3 Medication taken (Complete below) [1Hospitalized  [1 Other (explain)
Additional Comments:
CONCOMITANT MEDICATION
Medication L : Start Date Stop Date Indication
(Oral or Systemic) ) Total Daily Dose mm/dd/yy mm/dd/yy (Reason for Taking)
r /o
r ro
I /]
Comments:
. - ' o
- Interviewer’s Signature: 5 '( W Date: __ 073 1 2Y 3
: ) > . mm dd yy




Data Collection Form 4

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

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

LR

TestDate | Subject Initials | Supiect S?‘f_‘i"l# Study #
07 124,03 | C T/ H |FPermanent#: 03-122085-106
mm & yy | F. M L 32
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10* 10° 10 10 10° 106

TNTC 42 19 INIC {80 24
TNTC. | T83 23 INTG 49 e
CFU/mL /X107 Counted by : JNB_/077-2803 CFU/mL X107 Counted by : NP 1072803

LEFT HAND WASH 1 RIGHT HAND
10t 102 10° 10 10 10% 107 10
INTC ™NIC | 127 g INIC NI | 103 g
INIC INIC [T108 | 22 INTC INTC | 10] 12
NG - INIC
crUmL).2X (0% Counted by : JNB /072883 | cFUmL]-0X 1D°

Counted by : INB 1072803

LEFT HAND WASH 11 RIGHT HAND
10" 102 107 10 10 107 10°% 10
TN, |TNTC | g6 | 20 NTC TNIC | Job | 24
NGC WNIC | 129, | 13 TNTC INTC | 97 23
NG TNTC
CFUmL 1.1 X10° Counted by : JNB 072803 | crujmLl-5X10° Counted by :JNPB__ 1072803
Calculations by: JNB /07-29-03 Raw data reviewed by 67 Y 17103
Calculations Verified by: Te_/72-29-03 ‘
*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: / 2 % Date: g i 4 J}
e 7 \(/ mm _ dd vy




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

FOLLOW-UP VISIT Page No. JL — 13

Visit Code Date Subject Initials Subject S";"f;,#‘/ Study #
PN H
g vodowwp | O 29,03 | (i T o | Permavents 30 | 03122085106
Visit mm dd vy F M L

D11 03
mm vy

dd

Date Subject Entered the Study:

Follow-Up Visit Date:
07.2%,03

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 NO If yes, complete below:

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

Comments:

-~ y)

Comments:

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

O YES )D/NO If yes, complete below

Date

Constltant’s Signature: '
éﬁz gu%/ 4t <O
/ /



HTR Study No.: 03-122085-106

Data Collection Form 1 ) Page No.‘.E "’97’}‘
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
] Visit Code Date Subject Initials Subject Screen #: Study #
’ Subiect Permanent #:
bject 072/ /Qj R T & |FPermar 03-122085-106
Qualification | =44 v 65
Gender: 0 Male IE/Female . Age: _&____ Years
Does the subject have any of the following at the treatment sites?
I DERMATOLOGIC DISORDER No Yes Don't
. . P Xnow
1. Psoriasis ? \/, T
2. Eczema ? V4 /
3.  Skin Cancer? vV,
4.  Skin Allergies ? Please specify: vV ,
5. Hives ? \/
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No . 'Yss z;z::{
1. Allergies.? Please specify. Sylfs or uqﬁ ' ., V4
2. Hepatitis? v
3.  Heart and Vascular Disease? \//
4,  Liver Disease 7 v’ P
5.  Xidney Disease ? V4 j
6.  Tuberculosis ? Vo
7.  Diabetes? Controlled? Diet[ ] Oral{ ] Insulin| ] \//,
8.  Cancer? v,
9.  Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? v s
10.  Organ transplant ? Vv _—
11.  Any other condition not listed ? Please specify: v,
Is the subject taking any medication? I yes, please specify below:
TII. MEDICATION No Yes Don't
. i Know
1.  Antibiotics, oral or systemic ? v,
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? Y
3.  Heart Medication ? V.,
4. Insulin? ‘ ‘ vV P
5. _Oher? TTyiphasil |xXdau birth control : v
Commeuts:.
Based on the above medical history, the subjectis: - ahfied or J Not qualified for the study

]ntemewer's Slﬂ M Date: 0 7 / 2/ / O 3 .
M{/ mm dd vy




Data Collection Form 2
INCLUSION / EXCLUSION FORM

Page No.: -
Visit Code Date Subject Initials | SR0iegt Screen #: Study # °
Subject "
Qualification 0_2_12[_/_@.3 K,J,& é‘ Fermanent # 69 03-122085-106
mm dd “f m
INCLUSION CRI’I‘ERIA
Check one
YES , NO Subject:
.'\// 1. Is 18 through 65 years ?
!/ / 2. Has signed informed consent ?
\/ 3. Is healthy as evidenced by responses on DCF 1 ?
/ P
/ y 4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ?
/ , 5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ?
6

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

showering, and handwashing during the entire study ?

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

oo_\l

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

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

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

physician for an intercurrent illness ?

l/ y 10. Is willing to refrain from using topical or systemic antibiotic medication dunng the entire study,
/ unless prescribed by a physician for an intercurrent illness ?
\/ 11. Is willing to comply with all study protocol requirements ?
EXCLUSION CRITERIA
Check one ..
- \JYES No/, N/A Subject:

v/

1

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

v / 2. Has participated in any type of hand or arm wash study within the past 7 days ?
i/ / 3. Has cuts, lesions, or other skin disorders on their hands or wrists ?
\7 / 4, Has artificial nails or nail tips?
v /' 5. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?
v 6. Has eczema or psoriasis on their l}énds or wrists ?
Female | Fempté | Male |

. Is currently pregnant? D Yes ® No  Of child-bearing potential: @ Yes O No
0O Surgically Sterile, year z 0 Post-menopausal, year

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

Y

. Is currently lactating ?

—)20)0% G
ey

NN

. 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 rheurnatoid 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.

i SN

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

3

ol

Based upon derry/

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

Qualified [ Not Qualified for participation in this study.
A Reasons for dxsquahﬁcanon Interviewers Initialy/Date:_C ] l ‘B 107 2{ ) QB
: ‘ te: /10 ;23
Invcstigatoz‘s Signature: d’ﬂ\/ f W Date 25 ! % / -t
(V4

HTR Study No.: 03-122085-106



Data Collection Form 3

HTR Study No.: 03-122085-1

06

4 Page No.. I - 34y
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials S“bje:‘( 5;2““ #: Study #
Tect & - N Permanent #:
- O7/90] 09 nN/id 16 S mREmEETERTE
Period —— TR SRRV E ) 53 03-122085-106

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

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

(ONo

II. Has subject been ill since the last visit? [TYes (Complete below) @ No

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

Based upon the above responses, the subject is:EQualified [ 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 (I Possibly related  [J Definitely related [J Other (explain)

Action Taken: ONone [0 Continued on study

O Withdrawn from the study [0 Consulted physician
O Medication taken (Complete below) [Hospitalized ~ [J Other (explain)

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

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

Comments:

- Interviewer’s Signature: (774 M# (m o Latetam Date: 07/ Jo | 03

mm dd yy




—

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 Zs‘f'ez# Study #
01,2003 | B/ 35 |Fermenents: 03-122085-106
mm dd y | F M L 23 .
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10 10% 10 10* 10°% 10
Awit 136 L8 Y4 232 !
THIL 207 2t VI (93 /8
CFUMLIANS Countedby: R/ §-1-03 CFUML DM Countedby ;8 / 2-1-03
LEFT HAND ~ WASH 1 RIGHT HAND
10 10° 10° 10* 10" 10 102 10
TNT M| g0 2 TNIL TuTL 19 10
AN | %1 5 TN Wi 99 4
1N TNTL
CFU/mL S."\I\Oq Counted by : lg 1 8-102 | crumL \.©% \Qs Counted by : ﬂ 1 &1
LEXT HAND WASH 11 RIGHT HAND

10 10? 10° 10 10 107 10°? 10

149 Ll 8 ! 211 foXA el %
1132 14 | @ 0 200 g2 | 15 o
1eg /R

CFU/mL gﬂi Countedby: _[X 7 94-03 | crumL € 3#\o> _ Countedby: ¥ 7 €1-03.
BArs 8. \Lwy

Calculations by: xS
Calculations Verified by:
*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

@wﬂﬁ%

[ L\ Raw datareviewed by J-NB 108:01'03
/ . .

Investigator’s Signature:

Date: Og / /@ /03
mm dd vy




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

FOLLOW-UP VISIT Page No.. {L
Visit Code Date Subject Initials Subject S°;°2°“ # Study #
P Thallaw.nn /) ' 4l 3 Ql :T / /'-; Permanent #: 27 na amanoE wns
; j X uuv'vv. u LZ = i/ St~ z L. . S . aj U= L 2L08D-100
isit mm dd vy F M L

Date Subject Entered the Study: Follow-Up Visit Date:
07, 21, 03 8,04 103

mm dd vy

mm dd vy

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

O YES yf NO If yés, complete below:

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

Comments:

~~ )

J

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

0 YES % NO If yes, complete below

Comments:

dd

Medical Conspltant’s Signature: ' . Date i
C@ ~ ‘ 5 YA,
< eV A © — -

/ 4



Data Collection Form 1

HTR Study No.: 03-122085-1

Page NO.E:%?

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM

Visit Code Date Subject Initials Subject Screen #:

/197

Study #

Qualification

mm dd vyvyvi{ F M L

Subject 07 21103 | & IA In Permanent#B 4

03-122085-106

Gender:

B Male O Female.

Age: ¥d &  Years

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

1. DERMATOLOGIC DISORDER

Yes

Don't
Know

1.

Psoriasis ?

Eczema ?

Skin Cancer ?

Skin Allergies ? Please specify:

il Bl Rl

Hives ?

NINN NN #

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

1. OTHER MEDICAL INFORMATION

4
©

"Yes

Don't
Know

:—l

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.) ?

I~ B Bsd Bl Kl Bl Bl Rl B

0.

Organ transplant ?

AV ANANANAN ANANANRN

11.

Any other condition not listed ? Please specify: oD

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

1. MEDICATION

Yes

Don't
Know

Antibiotics, oral or systemic ?

Cortisone, Steroids, ACTH, Anti-reaction Drugs ?

Heart Medication ?

] ol ad B o

Insulin ?

Comments::1 Peperd (o1e)" /x oy for ReFlux

Other? Zoloht sspma /Xde Jo) se -Coupulsive
> PR 4

Based on the above medical history, the subject is: ‘ Eﬁualiﬁed or [J

Not qualified

for the study.

Date: 07 | 2/ | o2

mm

dd

b4

Interviewer's Signature: %4/1,% 9)7 [dﬂ/&&ﬁ;’r/



Data Collection Form 2 HTR Study No.: 03-122085-106
INCLUSION / EXCLUSION FORM Page No.: I —4200

Visit Code Date Subject Initials Subject Screen #: Study #
(77
Subject

- Qualification | 2Z/LL/ 03 | & 1414 Fermanent #: 34 03-122085-106

3 mm yy f m 1
INCLUSION CRITERIA

Check one
NO Subject:

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

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

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

alu|saiw|n

[ I

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

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

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

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

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

SN R

Check one ..

o~ , YES NO N/A Subject:

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

. Has artificial nails or nail tips?

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

. Is currently pregnant?0 Yes 0 No  Of child-bearing potential: 0 Yes 0O No
Female | Female | Male 0 Surgically Sterile, year 0 Post-menopausal, year
‘/ If of child bearing potential - B-HCG Test Results: {1 negative [ positive
8. Is currently lactating ?

NHHHL

9. Has been medically diagnosed as having a2 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
v preclude participation ?
11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of
v wounds, intravenous management or other bed-ridden related care roles.
- 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:
: E/ﬁualiﬁed 0O Not Qualified for participation in this study.
Reasons for disqualification: Interviewer's Initials/Date: mme) | 7-RL-03

Investigator's Signature: QN Y Q ¢ Date: amg //ﬁdd/ 3 _ -
. - (W - 7 : -



!
R

HTR Study No.: 03-122085-106

Data Collection Form 3 Page No.:Mol
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials S“b’”}?’;e" # Study #
: Test Permanent #:
j ! 07/361 3 | LI ALA :
Period — dd vy M1 3,4/ 03-122085-106

1. 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? Bles [No
If no, please explain:

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

Based upon the above responses, the subject is: B@aﬁﬁed 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? (INot related ~ [1 Possibly related [l Definitely n;,lated [0 Other (explain)
Action Taken: ONone [0 Continued onstudy [0 Withdrawn from the study I Consulted physician
D Medication taken (Complete below) [OHospitalized ~ [J Other (explain)
Additional Comments:
CONCOMITANT MEDICATION
(Orl\;lleg:?ytsi?:mic) Total Daily Dose n?xt;‘ 7tdg7t;y oy gc)ﬁt;y (Reg.{‘!;:?g Taking)
! / / /
/A [
/ / / /
Comments:

- Interviewer’s Signature: %WWW Date: o7 / So /1 3

mm dd vy




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 Scx}ez)n';# Study #
01/2003 | W o Permanent #: 03-122085-106
mm_dd  yy FF. M L 34— .
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10* 10°* 10°¢ 10* 10° 10°

ot [N 16 NTC 134 zZ2
‘Tt 19z 24 TTC il 4

= =
CFUML\DNF\S Counted by : SP_/ 8/tlos CFUMINAHAS Countedby :_S¥ _/ 8tfos

LEFT HAND WASH 1 RIGHT HAND
107 10% 10° 10* 10! 107 10° 10*
TN ™I 2o 3 TNTC. TNTC. QY. Iz
ThNTC TNTC 94 13 TNTC TNTC hati ks
TorC TTC
CFURL \.\ ¥ \©> Countedby:_SP / Bles. | crumL 321" comtedby: P/ 8i/ox.
LEFT HAND WASH 11 RIGHT HAND
107 10? 10° 10* 10 10 10° 10*
AN TNIC 20 7 ANTC TNIT 21 g
urYi# Tl 44 4 ANTC TNIT 4p o2
1% T
CFU/mL 3} I\Qq Counted by : R ; 8-170%| crumL 33\ Counted by: & ; &-1-03.
Calculationsby: QS /R:\-©  Rawdatareviewedby J ND _ /0%'01°03
Calculations Verified by: __ 14§ !/ g-t-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: O S | 1O | Q.
@Aﬂ ﬂ ﬁ% mm dd vy




Data Collection Form 5A

Subject Initials W‘A’TA‘, Subject # 5? . Study No.

03-122085-106

Page No.’ r- _/i{a 3
)
' SAE" Action Relation-]  Investigator
Symptom / Event Onset Date :nd Date YN Severity Taken Outccin}% ship Signature/Date
{
Tc= o3l | ( | A D
Date =F @\M i
Date Comment/Note M ‘}g‘b WW“WV\!\ (G’ f 8}[ @7 Initials
g "M’é Sevey /w/ ol
2 “EL Y,
Viiy Hane o Zow P
Woz famola oleoas) MO smenteas Zzon G/
cz0ed ©
SAE' Action Relation-{ Investigator .
Symptom / Event Onset Date) End Date YIN Severity Taken OQutcome ship Signature/Date
%‘:g Comment/Note: Initials
)
: SAE’ . Action Relation-]  Investigator
Symptom / Event Onset Date| End Date YN Severity Taken Outcome ship Signature/Date
Entry

Date Comment/Note:

Initials

Severity: 1=Mild

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

Relationship:  1=Definite
Action Taken: 1=None.

Outcome: 1=Résolved w/o
! sequelae

‘gerious Adverse Event/Experience

=Moderate
2=Probable
~ 2=Rx Therapy

* 2=Resolved W/ sequelas 3=0Ongoing

(describe)

=Severe
3=Possible
_ 3=Discontinued Study

4=Unrelated
4=0ther (specify)

‘4=Death



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

FOLLOW-UP VISIT Page No.. L — 40¢

Visit Code Date Subject Initials Subject S"eﬁ ’; Study #
- :
S Follow-up Q?_/_Qﬁ‘_/_Qé ﬂ/j_/fi Permanent #: 31,}‘ 03-122085-106
Visit mm dd vy F M L

Date Subject Entered the Study: Follow-Up Visit Date:
N7.2(,0% OB, 4,03

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?

?{ YES O NO If yes, complete below:

Clinical Observations: (Include date of onset and des ptmns/seventy/loca ons,,etc.)

AL /tp//bmf/f M D‘FﬂM
Bt 750 g A5, U 7

Comments:

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

0 YES ﬁNO If yes, complete below

Comments:

Medigal Consujtant’s Slgnatu e: ' Date
g Y | o
(3 mm
ﬂ /



A

HTR Study No.: 03-122085—19? ;
Page NO.'E -H0

. Data Collection Form 1
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM
Visit Code Date Subject Initials Subject Screen #: Study #
Subject : "
Qua‘l‘ig::ﬁm 071603 | M | T P _|Fermanents 35‘ 03-122085-106
mm dd vy F M L

E( Male

Gender: 0 Female. Age: _ﬂ___ Years
Does the subject have any of the following at the treatment sites?
1. DERMATOLOGIC DISORDER Nog Yes Don't
/ Know
1.  Psoriasis ? 4 / :
2.  Eczema? V4 )
3.  Skin Cancer ? v/
4,  Skin Allergies ? Please specify: v/
5. Hives ? /
Does the Subject have any of the following (present and past)?
1. OTHER MEDICAL INFORMATION No 4 "Yes Ilzgz'vt’
1. Allergies.? Please specify. V4 /
2.  Hepatitis ? Vv
3. Heart and Vascular Disease? vV
4,  Liver Disease 7 \//
5.  Kidney Disease ? v y
6.  Tuberculosis ? v/
7.  Diabetes? Controlled? Diet[ ] Oral[ ] Insulin{ ] v P
8.  Cancer? V' /
9.  Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? v,/
10. Organ transplant ? ”
11.  Any other condition not listed ? Please specify: J/
Is the subject taking any medication? Ifyes, please specify below:
Don't
m. MEDICATTI(‘)N Nc/ Yes Know
1.  Antibiotics, oral or systemic ? v
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? VY
3.  Heart Medication 7 v
4, Insulin? ) /
5. Other ?
Comments:'
/

Based on the above medical history, the subject is:

lJQualiﬁed or {1

Not qualified for the study.

Date:

071, ]5@7 05

Interviewer's SignaM



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

Page No.: -
Visit Code Date Subject Initials | SUPJSCh Sereen #: Study #
Subject t #: 1
ouitteation | £.2112123 M TP |Fermanen 66 03-122085-106
a mm dd  yy f m 1
INCLUSION CRITERIA
Check onc
YES / NO Subject:
V' s 1. Is 18 through 65 years ?
v /7 2. Has signed informed consent ?
/ / 3. Is healthy as evidenced by responses on DCF 1 ?
V /' 4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ?
v / 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 ?

N

S

/ 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 usin'g topical steroids during the entire study, unless prescribed by a
physician for an intercurrent illness 7
g 10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study,
// unless prescribed by a physician for an intercurrent illness 7
‘/ 11. Is willing to comply with all study protocol requirements ?
EXCLUSION CRITERIA
Check one -
YES NO / N/A Subject:
\/ X 1. Is currently participating in another clinical study at this or any other facility ?
v /// 2. Has participated in any type of hand or arm wash study within the past 7 days ?
e // 3. Has cuts, lesions, or other skin disorders on their hands or wrists ?
|/ Y/ 4, Has artificial nails or nail tips?
l//( 5. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?
/ 6. Has eczema or psoriasis on their hands or wrists ?
7. Is currently pregnant? 0 Yes O No  Of child-bearing potential: O Yes 0O No

Female | Female Mlal/ 0O Surgically Sterile, year {1 Post-menopausal, year
,/ If of child bearing potential - B-HCG Test Results: D negative O positive

}7 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

[/ Y preclude participation ?

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

1, wounds, intravenous management or other bed-ridden related care roles.
i / 12. Has a known sensitivity to isopropy! alcohol or the ingredients in antibacterial soaps ?

Based upon dermatpfogic 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: Q-NB / 0715 Q.Q
)

Investigator's Signature: @ﬂ, p 6 ,E ’ Date: gmg 4 Odd, 3 -




HTR Study No.: 03-122085-106

Data Collection Form 3 Page No.. TL - 407
INTERCURRENT JILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | Su0iect sme}‘ 76) Study #
‘ Test Permanent #:
j , 07123102 | p 1 T 1 P
Period | IIESCE | oD A5 | 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: __

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

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

Based upon the above responses, the subject is: HQualified [ 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 [J Continued onstudy  [] Withdrawn fromthe study [ Consulted physician

00 Medication taken (Complete below) [JHospitalized ~ [J Other (explain)

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

mm dd vy

. Interviewer’s SLgnature‘ M 7/7 ?. CJ"V\AW Date: o7 /___973 | 22
(9 .



Data Collection Form 4

HTR Study No.: 03-12208

-106

Page No.:
HEALTH CARE PERSONNEL HANDWASH BACTE COUNTS '
CFU/mL, of Sampling Solution Rl O %34/
Subject Screen #
Test Date Sub] ect Initi L Study #
B | Il 276
07:/23/03 ,R/ ,? ﬁ Permanent #: 03-122085-106
mm dd vy 35
é) 3% 3:b.0R gy
BASELINE
LEET BAND DILUTIONS RIGHT HAND DILUTIONS
10° 10° 10°¢ 10 10° 10°
TNTC ’210@,, Violl TNTC 91— | 24
NI 5 25 INTC /[§0, (7 .
CFUMmL2 X R Comted by : INB /072503 CFU/MmL /-8 /D Counted by : IND /0725¢8

LEFT HAND

WASH 1 RIGHT HAND
10! 10 10° 10 107 10” 10° 10*
TNTC TNTC | TNTC. %q/ TNTC WNIC | TNTC | S 1—
TNTC NTC_ | INTC /l/ INTC INTC | ™NTe [7lID -
INTC N
CFUmLLOYX 1> Counted by : INB__ /072503 crumL 2.8x0Y  Countedby: JNB /072503
LEFT HAND WASH 11 RIGHT HAND
107 10?2 10% 10* 107 102 10° 10*
WL it | AT | Yo — 7ATL TRTE | P39 | 32
T ne | ae | 23| e | 260 [ 2e_
L 21% h L
CFUmL 3.4 X 10° Cownted by : | 7.056% | CFUmL4—% Counted by : _ (Z#D | 7-2523
=Y xS
@ Te 770603
Calculations by: T {72003 Raw data reviewed by s ; B-1-03
Caleulations Verified by: _JNB _ /07-29:03
*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: W Date: g / // / d.g
‘/gr N\ mm __dd vy




Data Collection Form SA

lserious Adverse Event/Experience

M =~ -
Subject Initials i v Subject#__ 9D Study No.  03-122085-106
— Page No. L—ditr 407
) ao? CAs;L’
' ADVERSE EVENTS @ 5"
' SAE’ Action Relation- lnvastigator
Symptom / Event Onset Date| End Date YIN Severity Taken Qutcome ship nafure/Date |..
) o3 =
vud bwwmps /25)03 /@N ‘/* jmsxif vk
Entry p
Oute Comment/Note: - 4MMM, ALp {J@’ W L fitals
Tas), %’ =
703 Jud unmm memw Q#o«‘-l’
.2 *
5, MMWMJM// P2
SAE' Action Relatlon-|  Investigator -
Symptom / Event Onset Date| End Date Y/N Severity Taken Outcome ship Signature/Date
Eniry Comment/Note: Initials
Date )
pE
’ )
)
' 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 =Moderate =Severe
Relationship:  1=Definite 2=Prohable =Posstble» 4=Unrelated
P Action Taken:  1=None 2=Rx Therapy 3=Discontinued Study 4f—'Other (specify)
) Outcome: ' 1=Resolved w/o 2=Resolved w/ sequelae 3=Ongoing 4=Death
sequelae (descnbe)



Data Collection Form 6
FOLLOW-UP VISIT

HTR Study No.: 03-122085-106

467 /0

01, 15,02

mm dd vy

01,203

mm dd vy

Page No.: P
Subject Screen #: @ gul 2
Visit Code Date Subject Initials I ,‘! Study # '%’7"
' T Permanent #: _
H Follow-up QZ/ 2%/ 03 M / / E .
j - -
Visit mm_ dd vy F M L 35 03-122085-106
Date Subject Entered the Study: Follow-Up Visit Date:

O YES yNO

If yes, complete below:

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

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?

Comments:

0 YES P{No

Comments:

If yes, complete below

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

Medg Consultgnt’s Signature: '
. ;gwq QM/ 90
¢ Vi “

Date

mm dd

7 28,073
vy




HTR Study No.: 03-122085-106

Data Collection Form 1 Page N°"J—I—:— /
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM
~ Visit Code Date Subject Initials S“”;EZ“ een #: Study #
Quilllil;ilce:ttion Q715 03 L5 ;5 | Permanent #‘5(0 03-122085-106
mm dd F M L
Gender: 0 Male {Female , Age: ii__ Years
Does the subject have any of the following at the treatment sites?
1. DERMATOLOGIC DISORDER No Yes Don't
' 4 Know
1.  Psoriasis ? )/ P ‘
2. Eczema ? v P
3.  Skin Cancer ? v %
4, Skin Allergies ? Please specify: V4 /
5. Hives 7 174
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No Vs "Yes 112;)11;:'
1. Allergies.? Please specify. ' v/
2.  Hepatitis ? v/
3.  Heart and Vascular Disease? V' s
. 4.  Liver Disease ? V' /
C ) -’ 5.  Kidney Disease ? v,
6. Tuberculosis ? v /1
7.  Diabetes? Controlled? Diet[ ] Oral[ ] Insulin| ] IV
8.  Cancer? e
9.  Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 v,
10.  Organ transplant ? [V '/
11.  Any other condition not listed ? Please specify: Vv
Is the subject taking any medication? I yes, please specify below:
IIL MEDICATION No, | Yes pon't
1.  Antibiotics, oral or systemic ? v/
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? |/ P
3.  Heart Medication ? V,
4. Insulin? '/
5. Other ? IV
Comments:'
/
‘ Based on the above medical history, the subject is: Quahﬁed or O Not qualified for the study.
’ Intervxewers Signaturg/ Date: 07 /L 5 / O 3
mm dd yy




Data Collection Form 2
INCLUSION / EXCLUSION FORM

Visit Code

Subject Screen #:

120 i

Date Subject Initials

Study #

Subject
Qualification

Permanent #:

Q715 _QB 3 w

mm dd

L,5:S
f m 1

03-122085-106

INCLUSION CRITERIA

Check one
YES .

NO

Subject:

W

1.

Is 18 through 65 years 7

'/

. Has signed informed consent ?

Y

V.

. Is healthy as evidenced by responses on DCF 1 ?

A2

VA

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

N
AN

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

2
3
4.
5
6

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

showering, and handwashing during the entire study ?

. I3 willing to refrain from using anti-dandruff shampoo during the entire study ?

oo | =2

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

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

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

physician for an intercurrent illness ?

SN

10.

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

i\

11.

Is willing to comply with all study protocol requirements ?

EXCLUSION CRITERIA

* )} YES

Check one .
NO /N/A  Subject:

1.

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

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

NN

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 hapls or wrists ?

/

Female

Qjon|unlslw]e

. Is currently pregnant ?

es @ No Ofchild-bearing potential: 0 Yes £/No
Surgically Sterile, year 0O Post-menopausal, year
If of child bearing potential - B-HCG Test Results: O negative 0 positive

. Is currently lactating ?

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

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

10.

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

11

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

l”

12

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

Based upon dcrtyéi

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

Qualified 0 Not Qualified for participation in this study.
Reasons for disqualification: Interviewer’s Initials/Date: JNB / 07 | 6 03
. 6 pae: P81 10 1 33
Investigator's Signature: QM‘/ p T mm ad vy

HTR Study No.: 03-122085-
Page No.: I ~ ﬂz




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

Data Collection Form 3
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials S“bj;%fo“”“ # Study #

Test 07 3 3,0 2 L 5 S Permanent #:
: 133 1Sy
Period e | T % 03-122085-106

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

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

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

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

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

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

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

CONCOMITANT MEDICATION

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

/ / !/
/ / A
/ / A |

Comments:

: ,'-- . Date: 07 7 23,/ 63
- Interviewer’s Signature: ﬁ L. fy . — 5 -




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 | SupjectScreen # Study #
120
072303 | LS/ |Fermanent#: 03-122085-106
mm dd yw | F M L 3b
BASELINE
LEFT HAND DILUTIONS RIGHT BAND DILUTIONS
10 107 10°¢ 10* 1078 10
TNTC 21 1D INTC ,l% 13
™NE [F[9L_ [ 75 ™NIC [ 1 ZI
CFU/mLe?- 0){10-7 Counted by : JNB (0125 CFU/mL LS X 10 7 ounted by : J N E} 107 ‘25'03

LEFT HAND WASH 1 RIGHT HAND
10! 107 10° 10* 10 107 10° 10%
TNTC TNTC | INTC | BO .|  —INTC ™NTIC | INIC | 2 |
TNTC NTe | Wi B+  INTC INTe | W4
INTC i TNTC =
CFUmL 5.0%Y  Couedby: INB /072503 CFumL £.2 X /0%

Counted by : JNB _ 07-2503

LEFT HAND WASH 11 RIGHT HAND
10 102 10 10 10" 10% 10° 10*
yL2(E Mt | TRT | 2% 72T e | o | 49—
TRTL RTL | TAm 3/4/ AT Th 1T mre |"5¢
TR TTL o
CFUmL 2.1 %105 Comtedby: A4 1 7-2523| crumL 02X )O Counted by : (J#f5 | 7-25. 23

Calculations by: (S E'J‘a ‘D3 Raw datareviewed by _ A9
071-29:03

Calculations Verified by: _ JN
*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

; B-1-03

Y 4

mm dd

103
Yy

Investigator’s Signature: % i ‘//M_ Date:
< :



Data Collection Form 6 HTR Study No.: 03-122085-106
FOLLOW-UP VISIT Page No. TL — ff 5

Visit Code Date Subject Initials | SuPiect S“f&‘g Study #
¥odowwp | 71 28/ 03| LS S | Fermanent: 3lp| 03122085106
Visit mm dd vy F M L

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

07,15, 05 07, 2303

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?

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?

0O YES ;{NO If yes, complete below

Comments:;

¥y

Medica},Consuljant’s Signapure: ' Date
TP 7 12503
< Ao O mm ad
Id // 7




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.:E_’_/f { b
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
—~ Visit Code Date Subject Initials S“bjlef; oo Study #
Subject :
Q“a‘ﬁ,—f::ﬁon 01, 45,03 | M L7 |Permanenti: 57 03-122085-106
mm dd vy F M L
Gender: 0 Male & Female . Age: ______S__Q____Years
Does the subject have any of the following at the treatment sites?
1. DERMATOLOGIC DISORDER No Yes 11232;:
1. Psoriasis ? -
2 Eczema ? ~
3. Skin Cancer ? _
4, Skin Allergies ? Please specify: —
5.  Hives? _
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No Yes 11232:'
1. Allergies.? Please specify. -
2, Hepatitis ? o
3.  Heart and Vascular Disease? o
: 4.  Liver Disease ? w
= )) 5. Kidney Disease 7 —
6. Tuberculosis ? o
7. Diabetes ? Controlled? Diet[ ] Oral[ ] Insulin[ ] o
8. Cancer ? -
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? —
10. Organ transplant ? —
11.  Any other condition not listed ? Please specify: o
Is the subject taking any medication? I yes, please specify below:
1. MEDICATION No Yes Don't
- Know
1.  Antibiotics, oral or systemic ? o
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? o
3.  Heart Medication ? N
4, Insulin ? L
5.  Other? 2
Comments£
~ Based on the above medical history, the subject is: B&xaliﬁed or [J Not qualified for the study.
P : . ‘ Sat o S, 03
' Interviewer's Signature: Date: AN
év\pow f . lv‘o.n/\/\a mm dd vy




|

Data Collection Form 2

INCLUSION / EXCLUSION FORM Page No.:

Visit Code Date Subject Initials | SUCiect Screen #:

Subject L = Permanent #:
Qualification O7/15,03 M 37 03-122085-106

mm dd yy f m 1

HTR Study No.: 03- 122085-106

INCLUSION CRITERIA )

Check one

NO Subject:

1.

Is 18 through 65 years ?

Has uoned 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 ?

oxu-»w!ev

. 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 ?

~3

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

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

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

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

physician for an intercurrent illness ?

SN NN

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

3
:

2

° 3

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 ?

Nj{oanjwn s |wib

. Has eczema or psoriasis on their hands or wrists ?

Female

g]

‘Male

. Is currently pregnant 20 Yes B-No  Of child-bearing potential: 0 Yes B Ro

O Surgically Sterile, year 2 Post-menopausal, year 2001
If of child bearing potential - B-HCG Test Results: 0 negative 3 positive

. Is currently lactating ?

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

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

" 10.

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

11.

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

AV AN AN ASALIAAAAAIA

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:

] " B~Qualified O Not Qualified for participation in this study.
Reasons for disqualification: Interviewer’s Initials/Date: ‘jﬁ 18 / 71 g 03
'Investigator's Signature:

5 ; | Dpae: G€ /0
%/ [ Dt_Q i/ ddxajyy




HTR Study No.: 03-122085-106

Data Collection Form 3 Page No.. 1L - _{ﬂ ‘l
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
- . tes Subject Screen #:
Visit Code Date Subject Initials Study #
- Vo 4
est Permanent #:
A 07 12412 | [N 1 £/ £ '
Period vy F M L 3 r7 03-122085-106

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

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

III. Has subject been ill since the last visit? [JYes (Complete below) 2o
IV. Has subject used any new oral or topical medication? [JYes (Complete below) ENo™

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? [Notrelated (1 Possibly related [ Definitely related [J Other (explain)

Action Taken: [(INone  {J Continued onstudy [ Withdrawn fromthe study = [J Consulted physician
0 Medication taken (Complete below) [JHospitalized  [J Other (explain)

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

- Interviewer’s Signature: VS&’ZZ} 777 aﬂm Date: Jmm? / o?d{ / 0}3’5’



Data Collection Form 4

HTR Study No.: 03-122085-106

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

Page No.:

-

TestDate | SubjectInitials | Subiect s"’f_i‘g Study #
07 12403 M, L /PP |Permanent#: 03-122085-106
mm dd vy | F M L 31
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10* 107 107 10* 103 10°¢
A >\\ \o NI No\ \R
A iy >\ TS > M
n —~ .. o e e m _ I, T | _
CFU/mL} 9 'U—l Counted by : R __/"1-93°% FU/MLIBAIO ' Countedby (' ©rs /[ 1.3

WASH 1 RIGHT HAND
10 102 10° 10* 10! 10 103 10
INTC INTC _% 1z TNIC. NIC | )9 | 32,
TNTC TNTC llo INTC INTC | ) 29
INTC INTC
crumLa.oXxiot Counted by : JNB_ /0128603 | cFu/m12.% XID Countedby: JNB 072803
LEFT HAND WASH 11 RIGHT HAND
10t 10 10° 10 107! 107 107 10
S e 1 A 1 1 B B
™NIC TRIC 1”32 | JO INTC INTC | ) 21
NTO . INTC
CFUmL 11X 102 Counted by : UNB 1072803 CrumL _Z_}_LD_‘?_______ Counted by J—NB 1072843

Calculationsby: _INB 072903 Raw datareviewedby D 1F-/-03

Calculations Verified by: Te [/ 7:28-0%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

Investigator’s Signature: § Date: g / A’ [ @ 5
/é/, y i mm__ dd 4




Data Collection Form 5A

sequelae

"'Serioué Adverse Event/ Expeiignce

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

subjectintials ___ M L P subjectt__B7 Study No.  03-122085-106
- . = D
— Page No. - 42
ADVERSE EVENTS
. SAE' Action Relation-| - Investigator
Symptom / Event Onset Date{ End Date YIN Severity Taken Outcome ship
' ~
Iz 125265 7% il [ 190 Y
Entry . '
Date _|{comment/Note: )UVL%? H{h\ R“ﬂ : 7—- DM%% 02
‘77‘4-0'% W ié‘%\/@ Sw] W
A%ﬁ ‘;,’ ,/ PO LAV AL N ~4 1t T 4’11-/..4-.‘ hasnd ‘/‘ 2L PS
! (]
Z/ Lol & A 722
7 . 3, e
N A0,  LL020 Lr ooy TAUYDE — Wd/03 Ngedeq
el SAE' . Action N Relatlon-. Investigator .
Symptom / Event Onset Date) End Date Y/N Severity Taken Outcome ship Signature/Date
!EDt:tZ Comment/Note: Initials
~)
; SAE' . Action Relation-| Investigator |
SymptomIEyent Onsst Date| End Date YIN Severity Taken Outcome ship Signature/Date
EDr;tg Comment/Note: Initials 1
|
Note: Severity, Relationship and Outcome MUST be determined by pnncnpal investigator.
Severity: 1=Mild 2=Moderate 3=Severe
Relationship:  1=Definite 2=Probable - 3=Possible . 4=Unrelated
_ Action Taken: 1=None 2=Rx Therapy . 3-Di$continued Study-  4=0Other (specify)
) Outcome: 1=Resolved wio

4=Death



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

FOLLOW-UP VISIT PageNo. JL— 42|

Subject Screen #; Study #
270 T

j Follow-up | 7/ 2 7/03 /77, /., /2 | Permanent#:
F M L

Visit mm dd vy

. .
Visit Code Date

37 03-122085-106

Date Subject Entered the Study: Follow-Up Visit Date;
QZ/ /5 03 07,290 3

dd vyy mm dd

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?

éf YES [ NO If yes, complete below:

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

Comments:

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

O YES O NO If yes, complete below

Comments:

Medical Consultant’s Signature:




-

Data Collection Form 1
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM

HIR Study No.: 03-122085-106

Page No.;z - ‘/22-

Visit Code Date

Subject Initials

Subject Screen #:

odeq

Study #

Subject
Qualification

03l

mm dd vy

F5E

Permanent #:

2%

03-122085-106

.

Gender:

[E/ Female .

0 Male

Age: fS(Q Years

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

L DERMATOLOGIC DISORDER

Yes Don't

1.

Psoriasis ?

Know

Eczema ?7

Skin Cancer 7

ol »wfe

Skin Allergies ? Please specify:

Hives ?

NNSSNE

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

II. OTHER MEDICAL INFORMATION

Don't
Yes Know

Allergies.? Please specify.

Hepatitis ?

Heart and Vascular Disease?

Liver Disease ?

Kidney Disease 7

Tuberculosis ?

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

Cancer ?

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

0.

ot B Rt K Bl Bl Bl Bl Rad Rd R

Organ transplant ?

\\\\\\\\\\ z

1.

Any other condition niot listed ? Please specify: 7T~

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

0, MEDICATION

Don't

No Yes Know

Antibiotics, oral or systemic ?

Cortisone, Steroids, ACTH, Anti-reaction Drugs ?

Heart Medication ?

5] [l ol R B

Insulin ?

rd
7~
e

—

Other ? Reoaprdrerorny GO TOUMAOD B 7/5163 o

Comments:

Teron 50 m
%\\Mm oF 82

ma'\S’r S daf,);d?@i\« i~ CH{'T)

Based on the above medical history, the subject is:

E&xaliﬁed or []

Not qualified for the study.

" "Date: 07/ &[ /O\B
mm dd Yy

Intervie;wer‘s Signature: % o MW ‘
wmvnl (k !




o,

Data Collection Form 2

HITR Study No.: 03-122085-106
INCLUSION / EXCLUSION FORM Page No.: mﬁf;

Visit Code Date Subject Initials | Su0Ject Screenf: Study # -
Jp

Quilllit;ijce:ttion 07 12 03 —bf-/-%-/-lﬁ Permanent #: 3% 03-122085-106

mm  dd_

INCLUSION CRITERIA

Check one

YES NO Subject:

1. Is 18 through 65 years ?

. Has signed informed consent ?

. Is healthy as evidenced by responses on DCF 1 ?

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

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

AjwnipsiwiN

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

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

oo |3

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

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

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

/
/
/
/

-

——

—

-

-

-

-

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

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

EXCLUSION CRITERIA

Check one -
o~ 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 ?

PN

. Has eczema or psoriasis on their hands or wrists ?

Qi |wi

Female

o
:

Male

. Is currently pregnant ? 0 Yes _2"No  Of child-bearing potential: 0 Yes [3-No

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

8. Is currently lactating ?

9. Has been medically diagnosed as having a medical condition such as: diabetes,
hepatitis, an organ transplant, an 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
preclude participation ?

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

\\\\\\

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

Based upon derma)

L Reas;)ns for disqualification: Interviewer’s Initials/Date: % / 7} &l ’Q'\))

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

Investigator's Signature: @M\/ Ip g : Date: Om§ 1/ Odd / 5yy
v



HTR Study No.: 03-122085-106

Data Collection Form 3 Page No.:.]l: - 92
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | Supiect i;’;?‘ #: Study #
Test PR N D | 4 . A . A Pormanent Hs
Lest 01/30 /83 b6 16 L | Fermanent®
Period T R vE 38 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? Bes
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? OYes (Complete below) BNo

-— - S - e - s vl [P P cem s .
based upon tie above responses, the subjectis: E1Qualitied L Not Qualified to continue on the St\ldy.

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 [l Definitely related [J Other (explain)

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

O Medication taken (Complete below) [JHospitalized

{0 Consulted physician
0 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:

. s .. . . Date: 07 | Fo | o
- Interviewer’s Signature: (7?7 MT % o iiRonm — = =




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 #
D1.2003| 6,5 /R |Fermanent# 03-122085-106
mm dd yy| F M L ‘ 3@ A
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10* 10° 10°¢ 10+ 10° 10
neTC % (i TNTC loo 3
T™TC IEs 5 TR ?4 T
o
CFU/mL S.e1STounted by : _SE / Sl CFU/mL A\ Counted by : _SP_/ &/es
desilabselicd—al () 045 8-/~03
LEFT HAND WASH 1 RIGHT HAND
107 102 10° 10 10°* 102 10° 107
TNTC ™TC == () Thrt< TASTC 26, | 16
TNTC TVTS (o 7o S TNITS as, | 16
cFUmL \. R\ Countedby: _OP s Bhls | crumL\\¥ \o>  Coumedby: SP _/ 8/dez.
LEFT HAND WASH 11 RIGHT HAND
107 1072 10° 10 10t 107 103 10*
7W1C 225 | 11 3 TNIC VI L3 15
FMIt Jle ] 2z 0 TaTe TNIC g1 | Jo
Turc TwTL !
CFUmLDO¥S ' Comtedby: & 1§03 | crumL \ © ¥ \©D  Countedby:_ @R s &I103,

Calculations by: _ v S

[ §:\.©D Rawdatareviewedby OND

Calculations Verified by:

A4S

[ $-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

1 0%-01-Q3

Date: 0? / /@/0\3
mm dd vy

Investigator’s Signature: % g z :
3 £
v




Data Collection Form 5A

sujectintials __ DG R suvject#t__3F Study No.  03-122085-106
\ Page No.’ v - &2[@
: ADVERSE EVENTS /4@ .
Sy}n ptom / Event Onset Date| End Date s;;:'l Severity $:€:2 Outcome Relation- Investigat
7“/’ 03

Date

Phs N ] |
Entry Commentlﬁte%é P/M/Aﬂ’&/&/ Olbbe %

5

ship nature/Date
SR g

kl\\

“W f ;-_’ Initials
%’/03 el A//mm_zzd_m%w v /L// M CJY/L

SAE' . Action Relation-|  Investigator ’

Symptom f Event Onset Date| End Date N | Severity Taken |Outcome ship Signature/Date
e oJave uﬂ vy, + 4 v Bfalfo3 ¢ -

%’:{g T(-Jomment!Note Initials

43 e ot el o M@/
Hords

AAD

Veld < BuSirt comloclzdon  3-7-03 and 3703

L33

- SAE’ . Action Relation-|  Investigator
Symptom / Event Onset Date| End Date YIN Severity Taken Outcome ship Signature/Date
ED‘:g Comment/Note: Initials

Severity:

1=Mild

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

2=Moderate 3=Severe

- Relationship:  1=Definite 2=Probable 3=Possible 4=Unrelated
Action Taken: 1=None 2=Rx Therapy 3=Discontinued Study -4=0ther (specify)
Outcome: 1=Resolved w/o 2=Resolved w/ sequelae 3=Ongoing 4=Death

sequelae (descnbe)

'serious Adverse g{éntggxpeﬁrignce )



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

FOLLOW-UP VISIT Page No. JL— 427

Visit Code Date Subject Initials Subject SC% Study #
Follow—up m / 0 4 / 0 3 @ / 6 / £ Perma.nent # 3@ 03-122085-106
Visit mm dd vy F M L

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

N7 21 03 Qﬁ_/_QS_I_/__Oj

mm dd  yy

mm dd  yy

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

ﬁ YES 0O NO If yes, complete below:

Clinical Observations: (Include date of onset and descriptions/se

verity/locationg, etc.)
£ pey /7,27/ Wz bes ev /M % Lrrels

Comments:

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

yIYES 0 NO If yes, complete below

Cormments: /:}/ cUldEy ’g‘rj ~J 7/

mm dd Yy

Medica] Congultant’s Signature: ' Date
AP | PR
RN é@/ /s



