Persons using assistive technology may not be able to fully access information in this file. For assistance, e-mail niddk-cr@imsweb.com. Include the Web site and filename in your message.
_ e CAMUSClinical Trial _
il Eligibility and Randomization Form (CAMO01)

Draft
Completed on Participant D
Vi sDat e S

mm dd yyyy Partici pant|d
Participant Initials

Parti ci pant | ni

Eligibility is determined based on some or all of the following forms from screening visit 1
(CAM21, CAM23, CAM24, CAM31, CAM32, CAM41, CAM42 CAM45, CAM46, CAM47, and CAM75)
and from screening visit 2 (CAM31, CAM42, CAM74, CAM75 and CAM76).

Instructions: Complete this form during both screening visits. Enter digibility data in the CAMUS Web
Data Entry System to receive a random treatment group assignment (in section C) for eligible participants.

A. Eligibility Inclusion Criteria (All inclusion criteria must be checked " Yes'
in order for a participant to be eligible.)
CMD1 Age
1. Isthe participant amale at least 45 years of age? [ J@vYes [ ]@nNo
CMD1 UrinFlw
2a. Was the participant's peak urinary flow rate at least 4 ml/sec at both screening [ ]@Yes [ ]@No
visits?
CMD1 Voi dVol
2b. Was the participant's voided volume at least 125 ml at both screening visits? |:| (1)Yes |:| (2)No
. S
3. Wasthe participant's AUA symptom score greater than or equa to 8 and less |C:'\|/D tif$gscr|j (2)No

than or equal to 24 at both screening visits?
. .. . . . . CMD1_ Vol Cnsnt
4. Did the participant voluntarily sign an informed consent agreement prior to |:| (1)Yes D (2)No

the performance of any study procedures?

B. Eligibility Exclusion Criteria (All exclusion criteria must be checked " No" in
order for a participant to be eigible.)

CMD1_Pr |l nvBPH

1. Has the participant had any prior invasive interventions for BPH? |:| ()Yes |:| (2)No
CMD1 Phyt ot hr py
2. Has the participant taken phytotherapy for BPH within 3 months prior to |:| (1)Yes |:| (2)No

screening visit 1?
CMD1 Al phreduct
3. Has the participant taken a 5-apha reductase inhibitor within 3 months prior |:| (DYes |:| (2)No
to screening visit 1?
CMD1 Al phBl ck1M
4. Has the participant taken an alpha blocker within one month prior to |:| ()Yes |:| (2)No
screening visit 1?
CMD1 Al phbl kAl r gy

5. Has the participant had an dlergic reaction to Serenoa repens? |:| (1)Yes |:| (2)No
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CAMUSClinical Trial

Completed on

‘ Eligibility and Randomization Form (CAMO01)

Participant 1D

S

mm dd

Participantld

Participant Initials

Parti ci pant | ni

10.

11.

12.

13.

14.

15.

16.

. Has the participant taken phenylephrine, pseudoephedrine, tricyclic

antidepressants, an anticholinergic, or cholinergic medication within 4
weeks of the screening visit 1 (Exception: topical anticholinergic eye drops
used for glaucoma)?

. Has the participant taken estrogen, androgen, any drug producing androgen

suppression, or anabolic steroids within 6 months prior to screening visit 1?

. Does the participant have known clinically significant renal impairment

(i.e., creatinine > 2.0 mg/dL)?

. Does the participant have an ALT(SGPT), AST(SGOT) or GGT value greater

than 3 times the upper limit of normal, confirmed on a second measurement?

Does the participant have a prothrombin time greater than 3 seconds above the
upper limit of normal or more than 3 seconds above the control value?

Does the participant have an electrocardiogram reading that suggests active
ischemia?

Is the participant's PSA leve greater than 10 ng/ml at screening?

Does the participant require daily use of a pad or device for incontinence, or
have an ICSmalel S score >14 at baseline?

Has the participant had an unstable medical condition within the past 3 months?

Does the participant have a history of or current evidence of carcinoma of
the prostate or bladder, pelvic radiation or surgery, urethral stricture or
prior surgery for bladder neck obstruction?

Does the participant have active urinary tract disease or has the participant
undergone cystoscopy or biopsy of the prostate within 1 month prior to
screening visit 1 or does he have an imminent need for urologic surgery?

CMD1 PrviMd4Vk

[ J@yes []@No

CMO1_ PrviMd6Mo

[ l@Yes [J@No
CMD1 Renal | mp
Cl@yes [J@No
CVMD1_ALT

[ l@Yes []@No
CVMD1_PTT

Cl@ves []@nNo

CMD1 I schem a

Cl@ves []@nNo

CMD1_PSALev

Cl@yes []@nNo

CWMb1 Dai | yPad

Cl@vyes [J@No

CMD1 UnMedCond3M

[ l@ves []@No

CMD1 Carci noma

Cl@yes []@nNo

CMD1_Ur Tract 1M

[ l@Yes []@No
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_ ¥ CAMUSClinical Trial

il Eligibility and Randomization Form (CAMO01)
Draft
Completed on Participant ID
Vi sDat e S
mm dd yyyy Partici pant|d

Participant Initials

Parti ci pant | ni

17. Does the participant have known primary neurologic conditions such as
multiple sclerosis or Parkinson's disease or other neurological diseases
known to affect bladder function?

18. Has the participant had documented bacterid prostatitis within the past year?

19. Has the participant had two documented independent urinary tract infections
of any typein the past year?

20. Does the participant have a known severe bleeding disorder or need for
ongoing therapeutic anticoagul ation with coumadin or heparin?

21. Does the participant have cancer which is not considered cured (except basal
cell or squamous cell carcinoma of the skin)? A potential participant is
considered cured if there has been no evidence of cancer within 5 years of
study entry. A history of bladder cancer or prostate cancer is exclusionary
whether the participant is considered cured or not?

22. Isthe participant unable to follow protocol directions due to organic brain or
psychiatric disease?

23. Does the participant have a history of acoholism or any other substance
abuse, which, in the opinion of the investigator, would affect compliance
with the protocol ?

24. Does the participant have any serious medical condition likely to impede
successful completion of the long-term study?

CMD1 Neur Cond

[ J@vYes []@No

CMD1 BacPr ost PYr
[ J@yes [ ]@No

CMD1_Ur Tract PYr
[ J@Yes [ J(@No

CMD1 SevBl eed

[ J@yes [ ]@No

CMD1_Cancer

[ J@yes [ ]@No

CMO1 Fol Dirctn
[ J@Yes [ ]@No

CMD1_Al cohol

[ l@Yes []@nNo

CMD1_SMedCond

[ J@Yes []@No

C. Randomization (provided by DCC)

CMb1 RandDat e
mm dd yyyy

2. Medication ID: M CMD1_RandNum
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H = CAMUS Clinical Trial

Draft Screening Log Form (CAM 102)
Svi
* Participantld Date Age
HERDEEN HEREREEER
Participantld Dat e CML02_Age

* This | D# should be used throughout the study any time a participant is screened and dligible for enrollment.

Ethnicity (Hispanic or Latino)

|:| (1) Yes CMLO2_aRace

[ ] no

|:| (3) Unknown/Not Reported

Race (Check all that apply)

|:| American Indian or Alaska Native CVMLO2_bRacel

[ ] Asian cML02_bRace2

|:| Native Hawaiian or Other Pacific |slander CMLO2_bRace3
|:| Black or African-American CMLO2_bRace4

[ ] white cML02_bRaces

|:| Unknown or Not Reported CMLO2_bRace6

Screening Outcome

[ ] @ eiigible, enrolled
[ ] @ Etigible, but did not enroll

[ ] @mneigible

If not eigible, specify

CMLO2_Scr nQut cone

I neligi bl e _Spec

Instructions. Pleasefax to the CAMUS Data Coordinating Center within 24 hours.
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H I CAMUS Clinical Trial
Draft Screening Log Form (CAM 102)
SV2/Basdine
* Participantld Date Age
HERERER HEpEEEEER (1]
Participantld Participantld CML02_Age

* This | D# should be used throughout the study any time a participant is screened and dligible for enrollment.

Ethnicity (Hispanic or Latino)

[ J@ves

|:| 2) No CMLO2_aRace

|:| (3) Unknown/Not Reported

Race (Check all that apply)

|:| American Indian or Alaska Native CVMLO2_bRacel

[ ] Asian cML02_bRace2

|:| Native Hawaiian or Other Pacific |slander CMLO2_bRace3
|:| Black or African-American CMLO2_bRace4

[ ] white cML02_bRaces

|:| Unknown or Not Reported CMLO2_bRace6

Screening Outcome

[ ] @ eiigible, enrolled CMLO2_Scr nQut cone

|:| (2) Eligible, but did not enroll

[ ] @mneigible I nel i gi bl e_Spec
If not eigible, specify

Randomized PID # Assigned If, available, please providethe Med Kit # assigned
[ J@ves LBl T[] M
|:| (2) No Participantld OML02_RandNurr

CML02_Random zed

Instructions. Pleasefax to the CAMUS Data Coordinating Center within 24 hours.

For Official useonly Page 1of 1
Toll Free Fax: (866) 935-7453 08/06/2008
Toll Number: (205) 975-7453

Reset




m CAMUS Clinical Trial N

Draft Demographic Data and M edical History Form (CAM 21)
Visit Date Participant 1D
Vi sDat e S
mm dd yyyy Partici pantld

Vi sMo Vi sDy Vi sYr
Participant Initials

Parti ci pant | ni

Instruction: The study coordinator or investigator administers this formwith the participant in a face-to-face
interview. Eligibility criteria are noted throughout the form next to the pertinent items (indicated by the item
number in a box). Screening stops when the participant first fails an eigibility criterion.

1. Date consent form signed: CM21_Cnsnt Dat e
_Excluded if no signed consent form! mm dd VWYY
CW21 CnsntMo COWR21 _CnsntDy CMR21_Cnsnt Yr

CM21 O hTri al
2. Were you enrolled in another treatment triad for any disease in the past 30 days? I:l (1)Yes D (2)No

\ Excluded if enrolled in another treatment trial for any disease in the 30 days before screening visit 1.\

3. Isthisaninitid screening or arescreening (check one)?

iti CMR1_ScrnType CM21_ScrnbDat e
|:| (1) Initial Screen CM21_ScrnMo CM21_ScrnDy CM21_ScrnYr

|:| (2) Rescreen o If rescreen, Date of the first screening:

mm dd yyyy
CV21 Attt enpt

Number attempted screenings

(including the current one)
/A. Demogr aphics and Social Char acteristics
4. What is your year of birth? Exdudedif < 45 yearsold,  CVEL_DCBYT

yyyy
5. Race/ Ethnicity
(a) Do you consider yourself Hispanic or Latino?
CVM1 _aRace

|:| (DYes |:| (2) No |:| (3)Unknown (Individuals not reporting ethnicity)

(b) Race: Check all that apply. To probe race, for each category (except Unknown or Not Reported) ask
"Areyou...?" and check the box if the participant responds "yes'. Check the Unknown or Not Reported
category if the participant responds "no" to all other categories or does not want answer the race question.

) ) ~ Cw\21_bRac ) ) CM21 bRace4
|:| American Indian or Alaska Native Black or African-American
~ Cw21_bRace2 ~ CM21_bRace5
|:| Asian CWV21_bRace3 |:| White

|:| Native Hawaiian or Other Pacific Idander |:| Unknown or Not Reported Cv21_bRace6

6. Are you married or in along-term committed rel ationship?
[Joyes [ ]@No [ ] (9)Donit want to respond CVe1_Ner ri ed
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m CAMUS Clinical Trial N

Draft Demographic Data and M edical History Form (CAM21)
Visit Date Participant ID
Vi sDat e
S
mm dd Yy Partici pant|d
Vi sMb Vi sDy Vi sYr

Participant Initials
Parti ci pant | ni

7. What is the highest educational  [] (1)Less than high school graduate
level that you achieved

(check one)? |:| (2)High school graduate
|:| (3)Some college or technical school beyond high school
CVR1_HEdu
|:| (4)College or technical school graduate
|:| (5)Post-college coursework or degree

|:| (9)Don't want to respond

|B. Concomitant Medications |
CMZT_CnCnt nt Med

8. Do you take any medication on aregular basis? |:| ()Yes |:| (2)No

If"Yes', fill out form CAM 23(Concomitant M edication form) and CAM 24(Urology M edication Tracking form).

Excludedif : 1. On an alpha-blocker within one month prior to the first screening visit OR
2. Phytotherapy or 5-alpha reductase inhibitor for BPH within 3 months prior to the first screening visit OR
3. Taken phenylephrine, pseudoephedrine, tricyclic antidepressants, an anticholinergic or cholinergic medication within 4
weeks of thefirst screening visit ( Except topical anticholinergic eye drops used for glaucoma more than 1 month prior to the
screening visit 1) OR
4. Taken estrogen, androgen, or any drug producing androgen suppression, or anabolic steroids within 6 months prior to the
first screening visit

'C. Medical History

In general, ask , "Has a physician ever told you that you have ..."In some instances you may need to ask, "Do

you have..."or "Have you had ..." (e.g., vasectomy).
CM21 Cngenital Dz

9. Congenital disease. Probe with: Were you born with a birth defect or an D (D)Yes I:I (2)No
unusual condition such as maformation of the limbs, head, skin, or internal
organs?
Cv1 LungDz

10. Lung disease. Probe with: Have you ever had chronic obstructive pulmonary
disorder (COPD), emphysema, asthma, chronic bronchitis, pneumonia, or water D (Dyes D (2)No
on the lungs?
CM21 Ki dneyDz
11. Kidney disease. Probe with: Do you have kidney or bladder, stones, or kidney I:l (1)Yes |:| (2)No

problems?
Cv21 | mmuneDz
12. Immune disease. Probe with: Do you have rheumatoid arthritis or lupus? [ J@ves [ ]@No
For Official use only Page 2 of 6
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m T CAMUS Clinical Trial N

Draft Demographic Data and M edical History Form (CAM 21)
Visit Date Participant ID
Vi sDat e S
_mm dd Yy Partici pantld
Vi sMb Vi sDy Vi sYr

Participant Initials
Parti ci pant | ni

CM21 Diabetic
13. Diabetes. Probe with: Do you have diabetes, whether you take medication D (D)Yes |:| (2)No

for it or not? i '
or it or no CM21_Di abeti cLength

If yes: a How long have you had diabetes mellitus? . years
CM21 Di abeticType
b. Type of diabetes mellitus:[l (1) Non-insulin dependent

[ ](2) Insulin dependent

|:| (9) Don't want to respond CV21 _Di abeticOral
c. Have you taken any oral agents for diabetes mellitus? |:| (DYes |:| (2)No

CM21 Endocrin
14. Endocrine disorder. Probe with: Do you have a pituitary, thyroid, or adrend 1)Yes 2\No
gland disorder, or low testosterone? D @ D @

CwM21 LiverDz
15. Liver disease. Probe with: Do you have hepatitis or cirrhosis? |:| ()Yes |:| (2)No

Cw1 GastroDz
16. Gastrointestinal disease. Probe with: Do you have ulcers, serious heartburn, D (1)Yes |:| (2)No
gastrointestina bleeding, gallstones or other problems with your galbladder,
hemorrhoids, polyps, Crohn's disease or ulcerative colitis, diverticulitis, or
pancreatitis?

CWR1_Ski nDz
17. Skin disease. Probe with: Do you have psoriasis, chronic rash, or eczema? D (1)Yes |:| (2)No

CM21 NervSysDz
18. Disease of the nervous system. Probe with: Do you have seizures, multiple D (1)Yes D (2)No
sclerosis, Parkinson's, stroke, or muscle disease?

Excluded if known primary neurologic conditions such as multiple sclerosis or Parkinson's disease, or other neurological diseases
known to affect bladder function.

CM21 Carci noma
19. Cancer. Probe with: Do you have or have you had any cancer or carcinoma? |:| (DYes |:| (2)No

Excluded if history or current evidence of carcinoma of the prostate or bladder, or cancer that is not considered cured, except basal
cell or sqguamous cell carcinoma of the skin (cured defined as no evidence of cancer within the past 5 years).

For Official use only Page 3 of 6
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B CAMUS Clinical Trial |
Draft Demographic Data and M edical History Form (CAM21)
) Visit Date Participant ID
Vi sDat e
S
‘mm dd Yy Partici pant|d
Vi sMb Vi sDy VisYr - .
Participant Initials
Partici pant | ni
20. Anemia. Probe with: Do you have anemia? C\V21_Anem a|:| (D)Yes |:| (2)No
Cwv21 Bl oodDz
21. Blood disease other than anemia. Probe with : Do you have sickle cell, |:| (1)Yes I:l (2)No

leukemia, or a bleeding disorder?
) ) ) ) ) £ the followi CM21 UrnTract
22. History of urinary tract infections. Probe with : Do you have any of the following
urinary conditions: burning, frequency, urgency, hematuria, or bladder spasm? D (Dyes D (2)No
Excluded if

1. Active urinary tract infection or has undergone cystoscopy or biopsy of the prostate within one month prior to screening visit 1 OR
2. Two documented UTIs of any type in the past year.

CM21 _UrnRet ensn
23. History of urinary retention. Probe with : Have you ever had an inability to 1)Yes 2No
urinate at all? e (1@
CM21 Henmaturia
24. Prior history of gross or microscopic hematuria. Probe with : Have you D (1)Yes |:| (2)No
ever had visible or microscopic blood in your urine?

CM21 Bi opsy
25. Prior biopsy of prostate. Probe with: Have you previousy had a |:| ()Yes D (2)No
biopsy of your prostate?
If yes, what was the date of your prostate biopsy?
CNP1_IBi ofpsy|Dat e |Excluded if biopsy of the prostate within the past 4 weeks. |
dd
C\VR1_Bi op?{/nl\/b CWV21_Bi opsyDy CI\)QIX{Bi opsyYr CM21_Vasct my
26. Vasectomy. Probewith: Have you had avasectomy? [J@vyes []@No
If yes, what was the year? CM21_VasctnyYr
yyyy
. . . . CV21_Hi sUret hral
27. History or current evidence of urethral stricture. Probewith: Do you
currently or have you had a history of urethrd stricture? D (D)Yes D (2)No
‘Excl uded if participant has history or current evidence of urethral stricture.‘ CV21 | npot nce
28. Impotence. Probe with: Do you have any difficulty with erectile function? [ J@Yes [ ]@nNo
CM21 O hgenurn
29. Other genitourinary disease. Probe with: Do you have incontinence? [ ]@Yes [ ]@No
If yes, specify = CM21_ Ot hGenur nD
Excluded if
1. History or current evidence of pelvic radiation or surgery OR
2. Bacterial prostatitis within the past year OR
3. Daily use of a pad or device for incontinence required or a basdline|ICSmalel S
score> 14 at basdline.
For Official useonly Page 4 of 6
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. CAMUS Clinical Trial B
Draft Demographic Data and M edical History Form (CAM21)
Visit Date Participant ID
Vi sDat e S
“mm dd Yyyy Participant!d
Vi sMb Vi sDy Vi sYr

Participant Initials

Parti ci pant | ni

CM21 InfectDz

30. Infectious disease. Probe with: Do you have any infectious diseasessuchas [ ] (1)Yes [ ]@nNo

HIV, herpes, or tuberculosis?

'D. Family History (blood relations only)

31. Has anyone in your family been told by a physician that he has BPH?

CMV21_H sBPH

|:| (1)Yesz Check al that apply: |:| (1) Father CVR1_Hi sBPHDL

CMVR1_Hi SBPHD?
ove1_H sBPHD2 [ | (1) Maternal grandfather

CMR1_Hi sBPHDS
uncle

[ ]@No

ove1_H sBPHDS [ ] (1) One maternal

CVR1_Hi sBPHD6
|:| (1) Two or more brothers

|:| (1) Paternal grandfather
|:| (1) One paternal uncle

CM21_Hi sBPHD9

Ove1_Hi sBPHD4 [ ] (1) Two or more maternal uncles []
CVP1_H sBPHD10

CVR1_Hi sBPHD5 [ (1) One brother

(1) Two or more paternal uncles

|:| (1) Other male relative

32. Has anyonein your family been told by a physician that he has prostate cancerZvel_H sProCncr D6

[ ](1)YescsCheck all that apply: [ ] (1) Father cve1_ti sProcncrbr [ (1) Two or more brothers

[ ]@No

CM21 Hi sProCncr

_ CVM21_Hi sProCncr D7
CMR1_Hi sProCncr D2 |:| (1) Maternal grandfather
CM21 Hi sProCncrD8
ove1_H sProcner D3] (1) One maternal uncle

|:| (1) Paternal grandfather
|:| (1) One paternal uncle

CM21 Hi sProCncr D9

CMR1_Hi sProCncr D4 |:| (1) Two or more maternal uncles |:|
CM21 Hi sProCncr D10

CMR1_Hi sProCncr D5 |:| (2) One brother

(1) Two or more paternal uncles

|:| (1) Other male relative

'E. BPH Symptoms

CM21 Lengt hof BPH

33. How long have you had symptoms of BPH? years
CM21 Past Yr Sym
34. Would you say that over the past year N
your symptoms have ... D (1) |mpr0V€d D (2) Stabilized D (3) Worsened
For Official use only Page 5 of 6

Toll Free Fax: (866) 9357453
B Toll Number: (205) 975-7453

07/06/2007 _



H . CAMUS Clinical Trial B
Draft Demographic Data and M edical History Form (CAM 21)
Visit Date Participant ID
Vi sDat e S
vi oo Vingy vitdY Partici pant|d

Participant Initials
Parti ci pant I ni

CVBT. BPHGy No YT
35. Have you seen aphysician or primary care provider within the past 5 years |:| (1)Yes |:| (2)No
about BPH symptoms?

If yes, what was...: 53 check al that apply in (a) - (d): Recommended?  Done?
CV21_BPHSynbYr VR
(a) Watchful waiting Y []1 [ ]1cve1_BPHSynBYrwD
(b) TURP or other surgical pro%%{rgPHSy”BYr TRI:l 1 |:| 1 CVM21_BPHSynmbYr TD

‘ Excluded if any prior surgical intervention for BPH.‘

CM21_BPHSynbYr PR

(c) Prescription Medication []1 [ ]1cve1_BPHsynBYrPD
If medication takenz CV21_Al phabl kMo CM21_Al phabl kDy CMR1_Al phabl kYr
c1. alpha-blocker last taken:
CVv21_Al phabl kDate  mm dd yyyy

‘ Excluded if on alpha-blocker within one month prior to thefirst screening visit. ‘
CV21 Fi nastrdMo CM21_Fi nastrdDy CM21 FinastrdYr
c2. 5-alphareductase inhibitor last taken
(e.gfinasteride): cvp1 Finastrdpate mm dd yyyy

‘ Excluded if on 5-alpha reductase inhibitor within 3 months prior to the first screening visit.‘

Recommended? Done?

CM21_BPHPhyt 05Yr PR
(d) Phytotherapy - M 1

If phytotherapy taken= CMV21_BPHPhyt 05Yr PD
d1. phytotherapy @%E‘ﬁﬁ}t ot hr_ pylMd 1 Hhytlot hyr pylDy [CMRI1 Hhyt ot hr py Yr
mm dd YYYYCMR1_Phyt ot hr pyDat e

‘ Excluded if on phytotherapy within 3 months prior to the first screening visit.

For Official use only
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_ g’ w"‘r CAMUSClinical Trial

Draft History Update Form (CAM22)
Visit Date Participant ID
Vi sDat e S
- mm “dd L YYYY Participantld

Vi sMb Vi sDy Vi sYr
Visit Number 04=Week 4 28=\Week 28 52=Week 52 Participant Initials

Vi sit No 12=Week 12 36=Week 36 60=Week 60 o :

24=Week 24 48=Week 48 72=Week 72 Participantlni

1. Have there been changesin or new concomitant medications since the last visit?
CVR2_NewConMed

|:| (2) No |:| (1) Yes= If yes, update concomitant medication form (CAM 23).

2. Have there been changes in or new urology medications since the last visit?
CMR22_NewUr ol Med

|:| (2) No |:| (1) Yes= If yes, update urology medication tracking form (CAM 24).

3. Hasthe participant experienced any new adverse events since the last visit?
Cv22_NewAdvEvnt

|:| (2) No |:| (1) Yes® If yes, update adver se eventsform (CAM 81).

4. Have previoudly reported adverse events resolved or worsened since the last visit ?
|:| (3) N/A |:| (2) No |:| (1) Yes= If yes, update adver se eventsform (CAM8L).
CM22_Resl vAdvEvnt
5. Does participant currently have a suprapubic catheter, use CIC/ISC, or had a catheter removed since
thelast visit?
[J@No [ ](1) Yescvez_supracath

6. Has the participant reached a protocol defined BPH outcome?
Cwe2_BPHPr og

|:| (2) No |:| (1) Yes® |If yes, update BPH outcome events form (CAM61).
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CAMUSClinical Trial

Concomitant M edication Form (CAM 23)

Draft

Visit Date Participant 1D

Vi sDat e S
- mm dd ) Participantld

Vi sWb Vi sDy V|s¢r o P N

Visit Number 01=SV10 O4=Week 4 28=Week 28 52-Week 52 Participant Initials
Vi sit No 12=Week 12 36=Week 36 60=Week 60 Parti ci pant | ni

24=Week 24 48=\Week 48 72=Week 72

Do not duplicate medications listed on the Urology Medication Tracking Form (CAM24). Number page(s) in
bottom right corner of the form.

If thisis screening visit 1, has the participant taken any
medications for the last 6 months? If thisis not screening
visit 1, since thelast visit, has the participant started or

CVR3_Strt St pMed

[ ](1) Yess If"Yes', continueto complete
below.

[ 1@No = |fNo", stop here

o 5
stopped any medl&@ﬂ?fﬁn‘t ryNum
Entry Number: cve3 Med
M edication (Give generic name):
CM23_Tot Dose CVEZ3_Uni T Spec
Total Dosage: Dosage Units 5 If "other", Specify:
=0 (See Codes below) Specify
“WVes_FTeq  Ccve3_FreqSpec CVR3_DoseUni t's . Cwe3_MbdeSpec
Frequency If "other", Mode of Administration —,!f "other”,
(See Codes below) Specify: (See Codes below) Specify:
CM23_0Ongoi ng CV23 MbdeAdm
Date Started (mm/ddiyyyy) Ongoing: Dafe Stopped (mm/ddiyyyy)
cMvi3_$tafty] Orgp OM23[StdpM CM23_St opYr
CM23_Pri Reas CMR3 St 0Dy

CVBS_SHHmbPy Réasortdt ' DY

Use or Change:

CV23_EntryNum

Entry Number: cVR3 Med
M edication (Give generic name):
CM23_Tot Dose CVEZ3_Uni T Spec
: Dosage Units " " P
Total Dosage: = If "other”, Specify:
=0 (See Codes below) Specify
LVES_Freq  cve3_FreqSpec CV23_DoseUni t's . CMR3_MbdeSpec
Frequency If "other", Mode of Administration — 5, !f "other”,
(See Codes below) Specify: (See Codes below) Specify:
CM23_0Ongoi ng CVv23 MbdeAdm
Date Started (mm/ddiyyyy) Ongoing: Dafe Stopped (mm/ddiyyyy)
Or CM23_St opYr
OVR3_Spf Py, KMt t DY CVB3_Pri Reas CVR3 St opDv

se or Change:
DUSage UTITS COUES, (1) Mg, { 2) mcg o Ug, (3) Ml or cC, (4) units, (o) 0, (0) Ohe (SpeciTy)

Frequency Codes: (1) Single Dose, (2) BID, (3) TID, (4) QID, (5) PRN, (6) Q4h, (7) Other (specify)

M ode of Administration Codes: (1) Intravenous, (2) Oral, (3) Intramuscular, (4) Sub-lingual,
(5) Intra-urethral, (6) Patches, (7) Other (specify)
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_ m mill p‘l CAMUSClinical Trial

EEN W § . . .
Urology Medication Tracking Form (CAM24)
Draft
Visit Date Participant 1D
Vi sDat e S
Vi s’R}g vi 3, Vi Y Participantld
. Visit Number 01=SV10 0d=\Week 4 2BWeek 26 5=Week 52 Participant Initials . .
Vi sit No 12=Week 12 36=Week 36 60=Week 60 Parti ci pant | ni
24=Week 24 48=Week 48 72=Week 72

Do not duplicate medications listed on the Concomitant Medication Form (CAM23). Number page(s) in

bottom right corner of the form.
CVR4_Strt St pMed

If thisis screening visit 1, has the participant taken any I:l (1) Yeso If"Yes', continue to complete
urology medications for the last 6 months? If thisis not i below. ’
screening visit 1, since the last visit, has the participant |:|(2) NO 2 |f"No", stop here

started or stopped any urology medications?
Cv24_EntryNum

Entry Number: cvR4 Med
M edication (Give generic name):
CMR24_Tot Dose CNVPZ4—_Oni T Spec
Total Dosage: Dosage Units = If "other",
(See Codes below ify:
CM24_Fr"eq _C\VR4_FreqSpec CI\/E4_D0%eeEJnYt S .~ CM24_ModeSpec
Fregquency If "other”, M ode of Administration [ If "other,
(See Codes below) Specify: (See Codes below) Specify:
. Cv24 _NModeAdm
Date Started (mm/dd/yyyy) Ongoing: Date Stopped (mm/ddiyyyy)
Cvey St arft Y Orz CM24_St opYr
Cve4_StartMo CMR4_Start Cwv4_St opMo CMR24_St o
B B o CV24_0Ongoi ng B P B PLy
Cv24_EntryNum
Entry Number: cvR4 Med
M edication (Give generic name):
CMR24_Tot Dose CNVPZ4—_Oni T Spec
Total Dosage: Dosage Units = If "other",
(See Codes below ify:
OVB4_Freq  ovpa_Freqspec ovea_ DoPSBY ST ova_Modespec
Fregquency If "other”, M ode of Administration [ If “other,
(See Codes below) Specify: (See Codes below) Specify:
. CV24 _NModeAdm
Date Started (mm/dd/iyyyy) Ongoing: Date Stopped (mm/ddiyyyy)
Orz CMVR4_St opYr
Cve4_StartMo CVR4_Start CWv4_St opMo CVMR24_St o
B B o CM24_0Ongoi ng B P B PLy
Dosage Units Codes: (1) mg, ( 2) meg or ug, (3) ml or cc, (4) units, (5) g, (6) Other (specify)
Frequency Codes:. (1) Single Dosg, (2) BID, (3) TID, (4) QID, (5) PRN, (6) Q4h, (7) Other (specify)
M ode of Administration Codes: (1) Intravenous, (2) Oral, (3) Intramuscular, (4) Sub-lingual,
(5) Intra-urethral, (6) Patches, (7) Other (specify)
For Official use only Page 1 of 1
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_ \\r}r‘ir CAMUSClinical Trial

Draft Vital SignsForm (CAM31)
Visit Date Participant ID
Vi sDat e S
mm dd yyyy Participantld
Vi sMb Vi sDy Vi sYr
Visit Number 01=SV1.0 04=Week 4 28=Week 28 52=Week 52 Participant Initials
Vi si t No 02=5V2.0 12=Week 12 36=Week 36 60=Week 60 Parti ci pant I ni
24=\Week 24 48=\Week 48 72=Week 72

CMB1l Vital Sign
Werevital signsdoneat thisvisit? [_](1)Yes [ ](2No= If "No", stop here.

CMB1_Hei ght If"Yes', record below.
1. Height: inches

CvB1 Wi ght
2. Weight: pounds

3. Supine measurements (taken after lying down for 5 minutes):

(a) Blood pressure C)B1[BP$ys / avs1l BPD 3 mm Hg
Systalic Diastolic
(b) Heart rate bpm

CM31 HrtRate
4. Standing measurements (reading 1 taken immediately, reading 2 taken two minutes later):

(a) Blood pressure reading 1  OVB1_igPSys1 /CIVBl_BPD' all mm Hg
Systalic Diastolic

(b) Heart ratereading 1 bpm
CM31 HrtRatel

(c) Blood pressure reading 2 CVB1_BPSys2 / Va1 _BAD 42 mm Hg
Systolic Diastolic

(d) Heart rate reading 2 bpm
CM31 HrtRate2

For Official use only Pagelof 1
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_ LM CAMUSClinical Trial
‘ Physical and Digital Rectal Exam Form (CAM 32)

Draft
Vidt Date Participant ID
Vi sDat e S
mm dd i i
Vi b Vi Dy Viysyw Parti ci pantld
o Visit Number 01=SV1.0 Participant Initials o _
Vi si t No 72=Week 72 Parti ci pant | ni

Was a physical examination done at thisvisit? |:| (D)Yes |:| (2)No = If "No", stop here.

CMB2_PhysExam If"Yes', record below.

No%eg_HE@bnormalﬁ If abnormal, specify g2 HeNTAD
1. Head, ears, nose, throat |:| 1 |:|2 & CMB2_EyesAb
2. Eyes CMB2_Eyes @21 NeCD 2 » CMB2_NeckAb
3. Neck (include bruits) |:| 1_ |:| 2 © CMB2 Heart Ab
4, Heart C'\/B2_Hea”@}wn@g & CMB2_LungRespAb
5. Lungs and respiration @}_Abd@nz = CMB2_AhdonenAh
6. Abdomen (include bruits) @21 L Vm 2 = CMB2 Liver Ab
7. Liver Q%_Mscg% o CVB2_Mscul skl tl Ab
8. Musculoskeletal @21 . L:| 2 & CMB2_Ski nAb
9. Skin @%_Neu gzcl = CMR2_Newr ol gel Ah
10.Neurologica |:|1 |:|2 1=

Excluded at screening visit 1 if known primary neurologic conditions such as multiple sclerosis or Parkinson's disease, or any other
neurological diseases known to affect bladder function.

Normal  Abnormal s If abnormad, specify CMB2_Ur ogeni t al Ab
11.Urogenital VB2 [Urpgeni fal ]2 &

‘ Excluded at screening visit 1if daily use of a pad or device for incontinence required, or a baseline ICSmalel Sscore> 14.

12. Digital Rectd Examinagi/é')? @I&Et) é?erformed by a physician:

ze
(a) Prostate size: gm
CVB2_Nodul s
b) Nodules or indurations: 1)Yes
® LAmre, o
Cc) Asymmetry: 1Yes
(c) Asymmetry Iu_vel§_)c:ncr []@No

(d) Suspiciousfor cancer: [ |(1)Yes [ ](2No

‘Excl uded at screening visit 1 if history or current evidence of carcinoma of the prostate or bladder.

(e) Tenderness: |:| (1)Yes |:| (2)No OVB2_Tender
" For Official use only
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N ek CAMUS Clinical Trial
‘ PSA Sample Collection and EKG Form (CAM41)

Draft
] Visit Date Participant ID
Vi sDat e
S
Vi oMb V(ijdsDy Vi Partici pant|d
Visit Number Participant Initials
01=SvV1.0 24=Week 24 . .
Vi si t No 48=\Week 48 Partici pant | ni
72=Week 72
Serum PSA:
Was aserum PSA sample collected at thisvisit? CWV41_PSADat e
|:| (DYesz If "Yes', record date of collection.
mm dd yyyy
|:| (2)No  If "No", STOP. CMi1_PSAMb OBl _PSADy CVA1 PSAYr

Cv41_PSADone
Cwva1l PSAShi pped

*\Was a serum PSA sample shipped to central lab? |:| (DYes

[ ]@No

CMi1 _PSAShi pDat e

*If "Yes", record the date of shipment:

mm dd yyyy
C\Wv41_PSAShi pMb CMA1 PSAShi pDy CMA1_PSAShi pYr

PSA results from Central Lab: . ng/ml
Cwvi1l PSAResul t

For screening visit 1, excluded if serum prostate specific antigen level > 10 ng/ml.

*Does not apply to site# 277

For Official use only Page 1 of 1
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- el CAMUS Clinical Trial

Draft Uroflow M easurement Form (CAM42)
Visit Date Participant 1D
Vi sDat e S
mm dd Yyyy Participantld
Vi sMb Vi sDy Vi sYr
Visit Number Participant Initials
_ 01=SV1.0 12=Week 12 36=Week 36 60=Week 60 A ;
Vi'si t No 02=5v2.0 24=Week 24 | 48=Week48 | 72=Week 72 Partici pantlni

Cwv2_Ur oFl ow

Were uroflow measurements done at this visit? |:| (D)Yes |:| (2No = If "No", stop here.
If"Yes", record below.

Cwva2_Voi dTi e
1. Voiding time: sec

Cwv2_Fl owTi e
2. Flow time: sec

Cwva2_Ti neMaxFl ow
3. Time to maximum flow: sec

Cwv2_PeakFl owRt
4. Peak flow rate: . ml/sec

\For screening visits 1 and 2: Excluded if peak flow rate is less than 4 mi/sec.

Cwvi2_MeanFl owRt
5. Mean flow rate: ] ml/sec
Cwa2_Voi dVol
6. Voided volume: ml

|For screening visits: Excluded if voided volume < 125 m. |

Cwvi2_Post Voi dRes

7. Post-void residual: ml
For Official useonly Pagelof 1
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_ Al CAMUSClinical Trial
| CBC, Serum Chemistries, Prothrombin Timeand EKG Form (CAM45)

Draft
Visit Date Participant 1D
Vi sDat e S
mm dd Participantld
Vi sMo Vi sDy Vi sGr P
Visit Number 01=SV1.0 12=Week 12 36=Week 36 60=Week 60 Participant Initials
Vi sit No 24=Week 24 48=Week 48 72=Week 72 Parti ci pant I ni
1. Complete blood count: CM45_Bl oodCnt Done

Was a complete blood count done at this visit? [ ] (1)Yes [ ] (2No
If " No", skip to question 2. If "Yes', record below.

(a) Leukocyte count (WBC): OnNormal O Abnormal O Not Done CV45_WBC
(b) Erythrocyte count (RBC): O Normal O Abnormal O Not Done CV45_RBC
(c) Hemoglobin: ONoma QO Abnormal O Not Done CMA5_Hgb
(d) Hematocrit: O Normal O Abnormal O Not Done CVA5_Hct
(e) Platel et count: O Normal O Abnormal O Not Done CV45_PI t Cnt
If any values are abnormal, complete adver se eventsform (CAM81).

2. Prothrombin time: Seconds Upper limit of normal or control value (Seconds)

CVA5_Pt t CWA5_Ptt ULN
3. Serum chemistries: CWA5_Ser unChenDone

Was aserum chemistry panel done at thisvisit? [ | (1)Yes [ ] (2)No
If " No", stop. If"Yes", record below.

(a) Sodium: O Normal O Abnormal O Not Done CV45_Sodi um
(b) Potassium: O Normal O Abnormal O Not Done CV45_Pot asm
(c) Chloride: OnNormal O Abnormal O Not Done CVA5_Chl ori de
(d) Bicarbonate: OnNormal QO Abnormal O Not Done CMA5_Bi car b
(e) Glucose: QO Normal QO Abnormal QO Not Done CVA5_Gl ucose
(f) Creatinine OnNormal QO Abnormal (O Not Done CMA5_Cr eat

(g) ALT (SGPT): Qv _Sgpt al fvalue QVAS| Sgpt Upi t punits CM45] Sgpt ULN [ ULN
() AST (SGOT): Q5] Sgpt Vil upvalue s | sopt Ui t $units  Pveb_Spot LN| ULN
() GGT: C'V”'|5_C9t Vel | value QWAS| CGgfUn|ts|units |CV45_Ggt L|ILN ULN

4. Completethissection every Baseline, 24, 48 and 72 week visit only.
Electrocardiogram: O Normal O Abnormal O Not Done CVA5_Ecg

If any values are abnormal, complete adver se eventsform (CAM 81).
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_ T prrr CAMUSClinical Trial

Draft Urinalyss Form (CAM46)
Vidt Date Participant 1D
Vi sDat e S
Virelo V?dsDy v Participantld
Visit Number 01=SV1.0 Participant Initials
Vi sitNo 72=Week 72 Parti ci pant | ni

CM46_Ur i1 nDone
Was an urinalysis done at this visit? |:| (DYes= If"Yes', record the results below.

[ ]@No = 1f"No", stop.

(a) Dipstick
CV46_PH

(a1) pH:

0 trace 1+ 2+ 3+ 4+

@owoe  [1r [z [Os ¢ s [loomsus o
(as) Blood []1 []2 [ [Jsa [ [ ] 6 cwe_usl ood
(a4) Ketones []1 []2 [ [Js [ [ ]6 cvae_uket one
(a5) Protein []1 []2 []3 []s []s [ ]6cwe_tprotein
(ae) Leukocyte esterase [ |1 []2 [ [Js [ [ ]6 cwae_uLeuko

(b) If dipstick is positive (> 0) for blood or leukocyte esterase, send specimen for microscopic
urinalysis and code results below.

none, 1-5, trace, 6-15, 16-30, >30,
negative, present, moder ate many, innumerable,
WNL dight, rare frequent TNTC

(b1) WBC []1 []2 []3 []a [ ]5 cwe_uvec
(b2) RBC []1 []2 []s []a |;| 5 CV46_URBC
|

CVi6_UEpi

(bs) Epithelidl cells [[]2 []2 []s []a []s

CM46_UMucous

(bs) Mucous []1 []2 []3 [[]a []s

Cwvi6_UBacteri a

(bs) Bacteria []1 []2 []s3 []4 []s

CMi6_UCst Hyal n

(be) Casts hyaline []1 []2 []s3 []4 []s

CM46_UCst Ot hr

(b7) Casts other []1 []2 []s3 []4 []s
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_ B 1 CAMUSClinical Trial
‘ Serum for Banking Form (CAM47)

Draft
Visit Date Participant ID
Vi sDat e / / S
mm dd i
Vi eVb Vi sDy Vi S\}/ryyy Partici pant!d
Visit Number 01=SV1.0 Participant Initials
Vi si t No 72=Week 72 Parti ci pant | ni

Was a serum sample collected at thisvisit?
CM47_Ser umbDone

|:| ()Yes 5 If"Yes', CM47_Ser unDat e

Date of collection:

mm dd yyyy
CMA7_Serumvb CVA7_SerunDy CVA7_Ser umr

|:| (2)No = If specimens were not obtained for CAMUS, please indicate reason (Check only one).
CM47_Ser umNot Done
|:| (1)Patient refused to give informed consent for CAMUS serum studies (banking).

|:| (2)Patient was not asked to consider CAMUS serum studies (banking).
CwA7_Speci fy

|:| (3)Other, specify:

CwA7_Ser unthi pped

Was a serum sampl e shipped to NIDDK repository? D (DYes

[ ]@No

CwvA7_Ser unthi pDat e

If "Yes', record the date of shipment:

mm dd yyyy
CwvA7_Ser unthi pMo CMA7_Ser unthi pDy CMA7_Ser unthi pYr

For Official use only
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H -l CAMUS Clinical Trial B
Study Drug Administration and Compliance Form (CAM51)

Draft
) Vist Date Participant ID
Vi sDat e
Month D Y S
ont ear —L

Vi SMVb ?/yisDy Vi sVYr Participantld
Visit Number 03=Basdline 12=Week 12 36=Week 36 60=Week 60 Participant Initials

Vi sit No 24=\Week 24 48=Week 48 72=Week 72 Par ti ci pant I ni

For theinitial visit, leave the" Number of capsulesreturned” blank. For the last visit, leave the " Number
of capsules dispensed” blank.

|. Study drug administrations:
Cvb1l TabRet YN

Were capsulesreturned at thisvisit? [ | (1)Yes [ | (2Nos If"Yes', record the number
OVBL_TabDi spYN of capsulesreturned below.

Were capsul es dispensed at this visit? |:| (1)Yes |:| (2)Noz If " Yes', record the number
of capsules dispensed below.

Date capsules Number of Number of
retur ned/dispensed capsules returned capsules dispensed
CVb1_Ref Di spl\/y CvB1 Ret D $pDy CMb1[ Ret Di spYr
Month  Day Y ear CMb1_TabRet A CVb1_TabDi spA

II. Was study medication temporarily interrupted since last visit?
CVb1l I nterrupt Med CVb1l_Daysl nt errupt

|:| (D Yesz If yes, for how many days:

[ ]@No

[11. Participant Compliance Calculation:
Cvbl TabTknlA

# of capsules taken by participant |:|:|:| _
x100 =l | [ 1. | |% Compliance

# of capsules participant should have taken |:|:|:|
Cvbl TabTkn2A CVb1_Conpl i anceA

V. Complete this section for every 12 week visit only:
Record below the time of day in which the participant typically take his medications.

Time AM or PM
Cvb1_Dr ugAMPM

Cvb1l DrugTi e O
(1) AM

O (2 P™
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CAMUS Clinical Trial

BPH Outcome Events Form (CAM®61)

Draft
Visgt Date
Vi sDat e
mm dd .
Vi sMb VI sDy V|yWr
Visit Number 04=Week 4 28=Week 28 | 52=Week 52
Vi sit No 12=Week 12 36=Week 36 60=Week 60
24=Week 24 48=\Week 48 72=Week 72

Participant ID

S
Participantld

Participant Initials
Parti ci pant | ni

To be completed each time a participant meets the protocol definition for BPH progression.

A. BPH Outcomes:

1 C%%ec@éthe classuflcatl on of the outcome for the participant below, check only one.

HPr ogAs

|:| (1) Acute urinary retention (Complete Section B)

|:| (2) Recurrent symptomatic urinary tract infection or urosepsis (Complete Section B)

|:| (3) New incontinence or progression of minor incontinence (Complete Section B)

|:| (4) Crossover to invasive or medical therapy for BPH (Complete Section C)

B. Urinary Event Specification:

1. Specify the type of urinary event (check al that apply):
CM61 Acut eUri nRet en

a |:| Acute urinary retention

CM61_Recur Synpt UTI
Recurrent symptomatic urinary tract infection or urosepsis
b [] symp y seps

CM61_Newl ncont nce

C. |:| New incontinence or progression of minor incontinence

Date of last event
mm dd yyyy

oVl _Evelnt NpA 1_Even|[/f3yA dvs1] Eventvr A

_Eventi Mo MBE11 Fvent DyB b1 _Fvent Yr B

CM61 _Event MoC CMb1_Event DyC CM61_Event Yr C

Investigator Signature Required on page 2.
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| W .. .
_ “al ‘r‘rH CAMUS Clinical Trial
Draft BPH Outcome Events Form (CAM61)
Visit Date Participant ID
Vi sDat e / / S
vi ™% VF%Dy Vi Participantld
Visit Number OA=Week 4 28=Week 28 52=Week 52 Participant Initials
Vi si t No 12=Week 12 36=Week 36 60=Week 60 Parti ci pant | ni
24=Week 24 48=Week 48 72=Week 72

C. Crossover to Invasive or Medical Therapy for BPH or Phytotherapy Specification :

1. Specify the invasive or medical therapy for BPH or phytotherapy (check all that apply):

[ 1) TURPove1_TURP [ ](@) Other invasive therapy CVB1_Cx hi nvThr py
Specify other invasive therapy: CMB1_l nvThr pySpecl

[ ]@ TuiPow1_TuP
Cvb1 RadPr ost
CVB1_| nvThr pySpec?2
|:| (1) Radical prostatectomy
CMb1_QOpenPr ost

[ ](1) Other phytotherapy CVB1_t hPhyt oThr py
1) Open prostatecto .
|:| ((:l\/)Bl_QUNE m Specify other phytotherapy therapy:cvs1 phyt oThr pySpeci

(1) TUNA
1 M crowavThr
- CE}&/Bl_Phyt oThr pySpec?2

@ (1) Microwave therapy
1 Laser Thr py

[ ](2) Other medical therapy OV61_at hivedThr py

(1) Laser therapy Specify other medical therapy: CVB1_MedThr pySpecl
1 Stent

[[]@) stent

CVB1_MedThr py Spec?2

2. Primary reason given by participant for switching to another therapy for BPH (check one):

CMB1_Swi t chThr py
|:| (1) Lack of improvement in prostate symptoms

|:| (2) Worsening of prostate symptoms
CMb1_Si deEf f ct

[ ](3) Intolerable side effects  Spexify:

[ ] (4) Other o Specify:
Cvb1l O her
Investigator Signature: Date:
For Official use only Page 2 of 2
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Vi sitNo

Fechadelavisita

Ensayo Clinico CAMUS
Formulario de Escala de Disfuncion del Suefio Jenkins (CAM71S)

mm
Vi shWb

Numerodelavisita

d
V?sDy

Vi ag%’(ir

03=lnicio

24=Semana 24
48=Semana 48
72=Semana 72

Identificacion del participante

S

Participantld

Inicialesdel participante

Parti ci pant | ni

El participante rellena este formulario.

Instrucciones. Para cada pregunta, marque la caja que mejor describa su condicién.

Durante & mes pasado, ¢cuantas veces:

1. tuvo problemas para dormir?

2. se desperto varias veces durante

lanoche?

3. tuvo problemas para permanecer
dormido (incluyendo despertarse

demasiado temprano)?

4. se desperto sintiéndose cansado y
agotado después de un tiempo
normal de suefio?

Iniciales del Participante:

para 1-3
nada dias
CM71_Quest 1l
[Jo [s
CM7r1_Quest 2
(1o [n

CM7r1_Quest 3

[]o

CMr1_Quest 4

[]o

Fecha:

15-21
dias

22-31
dias

Toll Free Fax: (866) 935-7453
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_ S CAMUSC Clinical Trial

Draft Jenkins Sleep Dysfunction Scale Form (CAM71)
Vidt Date Participant 1D
Vi sDat e
S
\Argrlr\]/b Vi sDy Viyg)% Partici pant!d
Visit Number 03=Baseline 24=Week 24 Participant Initials
i 48=Week 48 i e i
Vi sit No o \Week 72 Parti ci pant | ni

Thisform is compl eted by the participant.

Instructions: For each question, check the one box that best describes your condition.

In the past month, how often did you:

not at 1-3

all days
CM7r1_Quest 1l

1. Have trouble falling asleep? []o []1
CM7r1_Quest 2

2. Wake up several timesper night? [ ] o []1

) CM71_Quest 3
3. Have trouble staying asleep
(including waking far too early)? [ o [ 1

4. Wake up after your usual amount AWL_Quest 4
| (1o [s

of sleep feeling tired and worn out?

Participant Initials: Date:

8-14 15-21 22-31
days days days

For Official use only
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Ensayo Clinico CAMUS
Formulario de Funcién Eréctil (CAM72S)

Identificacion del participante

Fechadelavisita

Vi sDat e S
Vi rngP/b Vidoley Viaga\ﬁ Participantld
NUmero delavisita 03 =Inicio 24=Semana 24 Inicialesdel participante

Vi sit No ?gz%:ﬂ:‘;g Parti ci pant | ni

El participante rellena este formulario.
I nstrucciones: Para cada pregunta, marque la caja que mejor describa su condicion.

Durante e mes pasado:
1. ¢Con qué frecuencia pudo obtener la ereccion durante la actividad sexua OMP2_ Quest 1

|:| (0) no hubo actividad sexual |:| (3) aveces (mas a menos lamitad de las veces)

[ ](2) nuncaa casi nunca [ ](4) lamayoria de la veces (mucho més de la
mitad de las veces)

|:| (2) unas cuantas veces (mucho menos de |:| (5) sempre 0 cas Sempre
lamitad de |las veces)

2. Cuando tuvo erecciones con estimulo sexua, ¢con qué frecuencia fueron lo suficientemente firmes como
para que hubiera penetracion? CMF2_Quest 2

|:| (0) no hubo actividad sexual |:| (3) aveces (mas a menos la mitad de las veces)

|:| (1) nuncaacas nunca |:| (4) la mayoria de las veces (mucho mas de la
mitad de las veces)

(2) unas cuantas veces (mucho menos |:| (5) Sempre o casi siempre
de lamitad de las veces)
3. Cuando trat6 de tener relaciones sexuales, ¢con qué frecuencia pudo penetrar (entrar) en su parg%’% uest 3
_Ques

[](0) no traté de tener relaciones sexuales [_] (3 aveces (més amenos lamitad de las veces)

|:| (1) nunca acasi nunca |:| 4) la ma?/orl’a de la veces (mucho més de la
mitad de las veces)
|:| (2) unas cuantas veces (mucho menos |:| (5) Sempre o casi Sempre

de lamitad de las veces)

4. Durante las relaciones sexuales, ¢con qué frecuencia pudo mantener su ereccion después de haber
penetrado (entrado) en su pareja? CMP2_Quest 4

[ ] (0) no traté de tener relaciones sexuales [](3) aveces (més amenos la mitad de las veces)

|:| 4 la ma?/orl’a de la veces (mucho més de la

1) nuncaa cas nunca
D() mitad de las veces)

(2) unas cuantas veces (mucho menos 5) semore o cas siemore
D delamitad de las veces) D( ) P P
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| = wr#irl Ensayo Clinico CAMUS

Draft Formulario de Funcion Ereéctil (CAM72S)
Fechadelavidta Identificacion del participante
Vi sDat e S
vi o%b Vingy Vi e Partici pant|d
Numero delavisita 03=lInicio 24=Semana 24 Inicialesdel participante
Vi si t No 48=Semana 48 o )
72=Semana 72 Parti ci pant | ni

5. Durante las relaciones sexuales, ¢cuan dificil fue mantener su ereccion paraterminar € coito?

CM72_Quest 5
[ ](0) no traté de tener relaciones sexuales [ 13 difici
[ ](1) sumamente dificil [ ] un poco dificil
[ ]@ muy dificil [](5) no fue dificil
6. ¢Como calificariasu confianza en que puede obtener y mantener la ereccion? CW72_Quest 6

[J@muybda [ |@bda [ ](@moderada [ J@ata [ ](5) muyalta

7. Cuando tuvo estimulo sexual o relaciones sexuales, ¢con qué frecuencia eyacul 6?

CMr2_Quest 7
[ (0) no hubo estimulo ni relaciones sexuales [ (3) aveces (més a menos lamitad de las veces)
|:| (1) nunca acasi nunca |:| 4 Ia_maeglorl'a de las veces (mucho mas de la
mitad de |las veces)
|:| (2) unas cuantas veces (mucho menos |:| (5) sempre 0 cas Sempre

delamitad delas

8. Cuando tuvo estimulo o relaciones sexuales, ¢con qué frecuencia tuvo la sensacion de orgasmo o climax?

CM72_Quest 8
[ ] (0) no hubo estimulo ni relaciones sexudes ] (3) aveces (més a menos lamitad de las veces)
' 4) lamayoria de las veces (mucho més de la
[ ](®) nuncaacasi nunca [ ]@ mita%/delasveces) (
|:| (2) unas cuantas veces (mucho menos |:| (5) sempre o cas sempre

de lamitad de las veces)

9. Si tuvieraque pasar € resto de su vida con su condicién eréctil asi como es ahora, ¢como se sentiriaal
respecto? CMF2_Quest 9

|:| (1) muy insatisfecho |:| (4) moderadamente satisfecho
|:| (2) moderadamente insatisfecho |:| (5) muy satisfecho

|:| (3) igualmente satisfecho que insatisfecho
Inicialesdel Participante: Fecha:
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Draft Erectile Function Form (CAM72)
Visit Date Participant 1D
Vi sDat e S
. dd . ici
Vi rSnrl\r)b Vit oy VI)Q/W Participantld
Visit Number 03=Basdline 24=\Week 24 Participant Initials
Vi si t No 48=Week 48 Parti ci pant | ni
72=Week 72

Thisform is compl eted by the participant.
Instructions: For each question, check the one box that best describes your condition.

In the past month:
1 H%ﬁfta] were you able to get an erection during sexual activity?

[ ](0) no sexual activity [ ] (3) sometimes (about half the time)
|:| (1) never or dmost never |:| (4) most times (much more than half the time)

[ ](2) afew times (much less than half the time) [_](5) dways or amost aways

2. When you had erections with sexual stimulation, how often were your erections hard enough for

penetrati on? CM72_Quest 2
[ ](0) no sexual activity [ ](3) sometimes (about half the time)
|:| (1) never or dmost never |:| (4) most times (much more than half the time)

[ ](2) afew times (much less than half the time) [ ](5) dways or amost aways

3. When you attempted sexual intercourse, how often were you able to penetrate (enter) your partner?

CM72_Quest 3
[ ] (0) did not attempt sexual intercourse [ ](3) sometimes (about half the time)
|:| (1) never or aAmost never |:| (4) most times (much more than half the time)

[ ](2) afew times (much less than half the time) [_](5) dways or amost aways

4. During sexual intercourse, how often were you able to maintain your erection after you had penetrated

(entered) your partner? OMF2_Quest 4
[ ](0) did not attempt sexual intercourse [ ](3) sometimes (about half the time)
|:| (1) never or aAmost never |:| (4) most times (much more than half the time)

[ ](2) afew times (much less than half the time) [ ] (5) aways or amost aways

For Official useonly Page 1 of 2
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Draft Erectile Function Form (CAM72)
Visit Date Participant 1D
Vi sDat e / [ S
dd Parti ci tld
Vi Shb Vi sDy Vi ' artictpan

Visit Number Participant Initials
03=Basdline 24=Week 24

Vi si t No 48=\Week 48 Parti ci pant| ni

72=Week 72

. During sexual intercourse, how difficult was it to maintain your erection to completion of intercourse?
CM72_Quest 5

|:| (0) did not attempt intercourse |:| (3) difficult
[ ] () extremely difficult [ ] () slghtly difficult
[ ]2 very difficult [ ](5) not difficult
. How do you rate your confidence that you could get and keep an erection? CM72_Quest 6

[ ] () verylow [ ] low [ ](3) moderate [ ] nigh [ ](5) very high

. When you had sexual stimulation or intercourse, how often did you gacul ate?

CMr2_Quest 7
[ ](0) no sexual stimulation or intercourse [1(3) sometimes (about half the time)
|:| (1) never or dmost never |:| (4) most times (much more than half the time)

[ ](2) afew times (much less than half the time) [_](5) dways or amost aways

: WQW o(gu ha(t:I 8sexual stimulation or intercourse, how often did you have the feeling of orgasm or climax?
_Ques

[ ](0) no sexual stimulation or intercourse [1(3) sometimes (about half the time)
|:| (1) never or dmost never |:| (4) most times (much more than half the time)

[ ](2) afew times (much less than half the time) [ ] (5) aways or amost always

. If you have to spend the rest of your life with your erectile condition just the way it is now, how would
you fed about that? CM72_Quest 9

[ ] (@) very dissatisfied [ ] (4) moderately satisfied
|:| (2) moderately dissatisfied |:| (5) very satisfied
|:| (3) about equally satisfied and dissatisfied
Participant I nitials: Date:
For Official use only Page 2 of 2
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_ "y ™ Ensayo Clinico CAMUS
‘ Formulario de Funcién Eyaculatoria (CAM73S)

Draft
Fechadelavidta Identificacion del participante
Vi sDat e S
Vi 'SNo Vingy Vi sYr Participantld
Ndmero delavisita 03=Inicio 24=Semana 24 Inicialesdel participante
Vi si t No i’giﬂ:ﬂzg Parti ci pant | ni

El participante rellena este formulario.

Instrucciones: Estas preguntas se relacionan con la eyaculacion. La eyaculacion esla liberacion de
semen durante el orgasmo sexual. A través de sus respuestas a estas preguntas deseamos saber de todas
sus eyacul aciones durante la actividad sexual. Estas podrian incluir las eyaculaciones que usted ha
tenido con su esposa o paregja principal, asi como las que ha tenido con otras parejas o las que podria
haber tenido al masturbarse.

1. ¢Durante el mes pasado, con qué frecuencia eyacul 6 durante la actividad sexual ?

[ ] () todo e tiempo [ ] (4) poca parte def tiempo
[ ] (2) lamayor parte del tiempo [ ](5) nunca CWr3_Quest 1
|:| (3) parte del tiempo |:| (6) no he tenido actividad sexual
2. Durante e mes pasado, ¢como calificaria usted la fuerza de sus eyaculaciones? ¢Diria usted que fue...
|:| (1) tan fuerte como sempre |:| (4) mucho menos que antes
|:| (2) un poco menos que antes |:| (5) sgnificativamente menos que antes C\73_Quest 2
|:| (3) algo menos que antes |:| (6) no eyacule

3. Durante el mes pasado, ¢como calificari usted la cantidad o €l volumen de semen cuando eyacul 6?
¢Diriausted que fue...

|:| (1) tanto como siempre |:| (4) mucho menos que antes CMr3_Quest 3
|:| (2) un poco menos que antes |:| (5) sgnificativamente menos que antes
|:| (3) algo menos que antes |:| (6) no eyacule
4. Durante el mes pasado, si hatenido dificultades para eyacular o no ha podido hacerlo, ¢Je ha molestado
esto?
|:| (1) no me ha molestado para nada |:| (4) mehamolestado mucho ~ CM/3_Quest 4
|:| (2) me ha molestado un poco |:| (5) me hamolestado en extremo

|:| (3) me ha molestado moderadamente

Inicialesdel Participante: Fecha:
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| CAMUSC Clinical Trial
‘ Ejaculatory Function Form (CAM73)

Draft
Participant 1D

Visit Date
Vi sDat e S
mm dd Participantld
Vi sMb Vi sDy \/P%y% P
Visit Number 03=Basdine 2A—\Week 24 Participant Initials o .
Vi sit No 48=Week 48 Parti ci pant | ni
72=Week 72

This form is completed by the participant.

Instructions. These questions are about male gaculation. Ejaculation or cumming is the release of
semen or cum during sexual climax. In answering these questions, we want to know about all of your

g aculations when having sexual activity. These could include g aculations you have had with your wife or
main partner, as well aswith other partners, or gaculations you could have had when mastur bating by

your self.

1. Inthe past month, how often have you been able to g aculate when having sexual activity?

[ ] all of the time [ ] () alittle of the time
[ ](2) most of the time [ ](5) noneof thetime cw3_quest 1
|:| (3) some of the time |:| (6) no sexual activity
2. Inthe past month, how would you rate the strength or force of your gaculation? Would you say it is...
[ ] (1) asstrong asit always was [ ](4) much less than it used to be
|:| (2) alittle lessthan it used to be |:| (5) very much lessthan it used to be w3 Quest 2

[](3) somewhat lessthan it usedtobe || (6) did not gjaculate

3. In the past month, how would you rate the amount or volume of semen when you g aculate? Would

you say it is...
|:| (1) as much asit aways was |:| (4) much lessthan it used to be
[ ] (2 alittle less than it used to be [ ](5) very much lessthan it used to be cvr3_quest 3

[](3) somewhat lessthan it usedtobe  [_] (6) did not gjaculate

4. In the past month, if you have had any gjacul ation difficulties or have been unable to g acul ate, have

you been bothered by this?
[ ] (1) ot at all bothered [_](4) very bothered
[ ]2 alittle bit bothered [ ](5) extremely bothered cvrs_Quest 4
[ ] (3) moderately bothered
Participant Initials: Date:
For Official use only Page 1 of 1
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Draft Formulario de Funcion delaVeiga (CAM74S)
Fechadelavisita Identificacion del participante
Vi sDat e S
mm dd aaoa Participantld
Vi sMb Vi sDy Vi sYr
Ndmero delavisita 02=Sv2.0 12=Semanal2 | 36=Semana36 | 60=Semana60 Inicialesdel participante
Vi sit No 24=Semana24 | 48=Semana48 | 72=Semana 72 Parti ci pant | ni

El participante rellena este formulario.

Instrucciones. Nos gustaria saber algo de sus sintomas urinarios y agradecemos mucho € que pueda
ayudarnos |lenando este cuestionario. Por favor, conteste las preguntas pensando en los sintomas que ha
tenido durante € mes pasado. Vera que algunas preguntas se refieren a la frecuencia con que se le presenta

un sintoma:
De vez en cuando = menos de una tercera parte del tiempo

A veces = entreuna y dos terceras partes del tiemp
La mayor parte del tiempo = mas de |las dos terceras partes del tiempo

Durante el mes pasado, ¢con qué frecuencia:

1. tuvo que apresurarse allegar a bafio para orinar?
|:| (0) nunca |:| (3) lamayor parte del tiempo CM/4_Quest 1

[ ](1) devezencuando  [_] (4) todo d tiempo

|:| (2) aveces

2. selesdiélaorinaantes de que pudierallegar a bafio?

|:| (0) nunca |:| (3) lamayor parte del tiempo CM/4_Quest 2
|:| (1) de vez en cuando |:| (4) todo d tiempo

|:| (2) aveces

3. selesalié laorinacuando tosi6 o estornud6?
|:| (3) lamayor parte del tiempo CM/4_Quest 3

|:| (0) nunca
[](1) devez encuando  [_] (4) todo ¢ tiempo
|:| (2) aveces
For Official use only .
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Ensayo Clinico CAMUS

Draft Formulario de Funcion delaVeiga (CAM74S)
Fechadelavidta , Identificacion del participante
Vi sDat e / S
mm dd aasa. i o
Vi sNb Vi sDy Visyr Participantld
Numero delavisita 02=SV2.0 12=Semana 12 | 36=Semana36 | 60=Semana60 Inicialesdel participante
Vi sit No 24=Semana 24 | 48=Semana48 | 72=Semana 72 Partici pant | ni

Durante el mes pasado, ¢con qué frecuencia:

4. selesdidlaorinasin ningunarazon obviay sin sentir deseos deir a bafio?

|:| (0) nunca |:| (3) lamayor parte del tiempo CW4_Quest 4
[](1) devezencuando [ ] (4) todo @ tiempo
|:| (2) aveces
5. selesalié laorina mientras dormia?
|:| (0) nunca |:| (3) lamayor parte del tiempo CM/4_Quest 5
[](1) devezencuando [_] (4) todo @ tiempo
|:| (2) aveces
6. selemojaron los pantal ones ligeramente unos pocos minutos después de haber terminado
de orinar?
|:| (0) nunca |:| (3) lamayor parte del tiempo CM/4_Quest 6
[] (1) devezencuando [_] (4) todo el tiempo
|:| (2) aveces
To be completed by the study coordinator: ICSmalel S Score = CM74_| CSmal el S

(Total of items 1-6.)

7. Situvierague pasar el resto de su vida con lafuncion urinaria o de lavejiga asi
como es ahora, ¢cOmo se sentiriaal respecto?

[ ](2) muy insatisfecho [ ] (4) moderadamente satisfecho OV 4_Quest 7
[ ](2) moderadamente insatisfecho [1(5) muy satisfecho

|:| (3) mas o0 menos igualmente satisfecho que insatisfecho

Iniciales del Participante: Fecha:
For Official use only Pagina 2 de 2
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Toll Number: (205) 975-7453



C ETL CAMUS Clinical Trial

] .
S Bladder Function Form (CAM74)
Visit Date Participant ID
Vi sDat e S
mm dd Participantld
Vi sMb Vi sDy 1 SYr
Visit Number 02=SV2.0 12=Week 12 36=Week 36 60=Week 60 Participant Initials
Vi sitNo 24=Week 24 | 48=Week48 | 72=Week 72 Parti ci pant | ni

This form is completed by the participant.

Instructions: We would like to find out about your urinary symptoms and we are very grateful that you can
help us by filling in this questionnaire. Please answer each question, thinking about the symptoms you have
experienced in the last month. You will see that some questions ask how often you have a symptom:

Occasionally = less than one third of thetime

Sometimes = between one and two thirds of the time

Most of the time = more than two thirds of thetime

In the past month how often:

1. Didyou haveto rushto thetoilet to urinate?
[ ](0) rever [ (3) most of the time OW74_Quest 1

[](1) occasionally [ ] all of the time

[ ](2) sometimes

2. Did urineleak before you could get to thetoilet?
|:| (0) never |:| (3) most of the time CM/4_Quest 2
[](1) occasionally [ ]4) all of thetime

[ ](2) sometimes

3. Did urineleak when you coughed or sneezed?
|:| (0) never |:| (3) most of the time CM/4_Quest 3
[](1) occasionally [ ] all of the time

[ ](2) sometimes

For Official use only Page 1 of 2
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_ mﬂ CAMUSClinical Trial

Srat Bladder Function Form (CAM74)
Visit Date Participant ID
Vi sDat e / / S
VingR/b |dsDy VWr Participantld
Visit Number 02=9v2.0 12=Week 12 36=Week 36 60=Week 60 Participant Initials
Vi si t No 24=Week 24 48=Week 48 72=Week 72 Parti ci pant | ni

In the past month how often:

4. Did you leak for no obvious reason and without feeling that you wanted to go?

[ ](0) rever [ ] (3) most of the time OV 4_Quest 4
[ ] (1) occasionally [ ] (@ all of the time

[ ](2) sometimes

5. Didyou leak urine when you were asleep?

[ ](0) never [ (3) most of the time OW74_Quest 5
[ ](1) occasionally [ ] all of the time

[ ](2) sometimes

6. Did you have a dight wetting of your pants a few minutes after you had finished

urinating?
[ ](0) never [ ] (3) most of the time CV74_Quest 6
[ ](1) occasionally [ ] all of the time

[ ](2) sometimes

To be completed by the study coordinator: 1CSmalel S Score = CM74_| CSmal el S
(Total of items 1-6.)

7. If you had to spend the rest of your life with your urinary or bladder function
just the way it is now, how would you feel about that?

[ ] (1) very dissatisfied [ ] (4) moderately satisfied OV74_Quest 7
[](2) moderately dissatisfied [1(5) very satisfied
[ ] (3) about equally satisfied and dissatisfied

Participant Initials: Date:

For Official use only Page 2 of 2

_ Toll Free Fax: (866) 935-7453 07/06/2007 _
Toll Number: (205) 975-7453



_ " Ensayo Clinico CAMUS
Formulario I PSS de Calificacion I nter nacional de Sintomas de Pr éstata

(CAM759)
(Calificacion de Sintomas AUA y Preguntas acer ca de la calidad de vida | PSS)
) Fecha de lavisita Identificacion del participante
Vi sDat e
S

Vi'eTo VAd Dy Vi%s Participantld

Ndmerodelavisita | 01=SV1.0 12=Semana 12 | 36=Semana36 | 60=Semana 60 Inicialesdel participante
Vi si t No 02=Sv2.0 24=Semana 24 | 48=Semana48 | 72=Semana 72 |:|:|:| Par ti ci pant | ni

El participante rellena este formulario.

I nstrucciones. Para cada pregunta, marque la caja que mejor describa su condicion.
menosde  Menosde alrededor masde

nunca 1ens la mitad dela la mitad cas
VECES delas mitad de delas siempre
1. Durante & mes pasado, ¢con qué veces lasveces  veces
frecuencia ha tenido la sensacion de|:| 0 |:| 1 |:| 2 |:| 3 |:| 4 |:| 5
gue su vejiga no se vaciaba OM75_Quest 1
completamente después de terminar B
de orinar?
2. Durante €l mes pasado, ¢con qué
frecuencia ha tenido que volver a [ o [ ]2 [ ]2 [ s [ ]4 HE
orinar durante |las dos horas después CWr5_Quest 2

de haber terminado de orinar?

3. Durante € mes pasado, ¢con qué
frecuencia se dio cuenta de que D 0 D ! D 2 D 3 D 4 D 5
habia parado y comenzado varias CWr5_Quest 3
veces cuando orinaba?

4. Durante el mes pasado, ¢con qué

frecuencia ha encontrado dificil @ |0 I HE [ s [ ]4 [ s

posponer orinar? CWr5_Quest 4
5. Durante €l mes pasado, ¢con qué
frecuenciahatenido e flujo de [ o []a [ ]2 []s [ ]4 [ s
orina débil? CMr5_Quest 5
6. Durante el mes pasado, ¢con qué
frecuencia ha tenido que empujar o [ o []a [ ]2 []s [ ]4 [ s
hacer un esfuerzo para comenzar a CWr5_Quest 6
orinar?
7. Durante & mes pasado, ¢cuantas veces se halevantado durante la noche para orinar desde €
momento en que se acosto hasta que se levanto en la mafiana? CMF5_Quest 7
[ ](0) ninguna [ ](2 2 veces [ ](4) 4veces
|:| (1) 1vez |:| (3) 3 veces |:| (5) 5 veces 0 més
To be completed by the study coordinator:  AUASS= CMr'5_AUASS
(Total of items 1-7.)
For Official use only Péginalde2
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_ "l " Ensayo Clinico CAMUS
~ Formulario IPSS de Calificacion I nter nacional de Sintomas de Pr6stata

Draft
(CAM75S)
(Calificacion de Sintomas AUA y Preguntas acer ca de la calidad de vida | PSS)
Fechadelavisita ) Identificacion del participante
Vi sDat e S
vi' T Vingy vi T Partici pant!d

o Ndmerodelavisita o, o1 ¢ 12=Semana12 | 36=Semana36 | 60=Semana 60 Inicidlesdel participante _

VisitNo 02=5V2.0 24=Semana24 | 48=Semana48 | 72=Semana 72 Partici pant! ni

8. Si tuvieraque pasar € resto de su vida con su condicidn urinaria como es ahora, ¢como se sentiria
con respecto aeso?

[] @) muy feliz

[]@ feliz

[ ](3) setisfecho
|:| (4) satisfecho e insatisfecho (los dos sentimientos igualmente) CM/5_Quest 8

|:| (5) insatisfecho

[ ](e) triste
[ ] ) terrible

9. Durante e mes pasado, cuando sentia deseos de orinar, ¢con qué frecuencia dej6 escapar orina
antes de poder llegar a bafio?

|:| (1) nunca

|:| (2) menosde 1 en 5 veces

|:| (3) menos de la mitad de las veces

CM7r5_Quest 9

|:| (4) cas lamitad de las veces

|:| (5) més de la mitad de las veces

|:| (6) cas sempre

Inicialesdel Participante: Fecha:

For Official use only Pégina2 de 2
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ull Inter national Prostate Symptom Scor e (IPSS) For (CAMT75)
Praf (AUA Symptom Score & 1PSS Quality of Life Questions)
Visit Date Participant ID
Vi sDat e S
v \ﬁdsDy W, Partici pant!d
o Visit Number 01=Sv1.0 12=Week 12 36=Week 36 60=Week 60 Participant Initials
Vi sit No 02=5v2.0 24=Week 24 48=Week 48 72=Week 72 Parti ci pant | ni

1. Over the past month, how often
have you had a sensation of not

Thisform is completed by the participant.

not at
all

[]o

emptying your bladder completely

after you finished urinating?

2. Over the past month, how often
have you had to urinate again less

[]o

than two hours after you finished

urinating?

3. Over the past month, how often
have you found you stopped and

started again severa times when

you urinated?

4. Over the past month, how often
have you found it difficult to

postpone urination?

stream?

begin urination?

5. Over the past month, how often
have you had aweak urinary

6. Over the past month, how often
have you had to push or strain to

[ o

5

[]1

[]1

lessthan about
half the half the

time time
mEnE

CMr5_Quest 1

L[]z [s

CM7r5_Quest 2

]z [s

CMr5_Quest 3

]2 [

CMr5_Quest 4

]2 [

CMr5_Quest 5

]2 [s

CM75_Quest 6

went to bed at night until the time you got up in the morning?

|:| (0) none

w1

time

[ ]2 2times
[ ](3) 3times

[ ] 4times

Instructions: For each question, check the one box that best describes your condition.

lessthan
ltimein

[[]4

more
than half
thetime

[[]a

almost
always

[]s

HE

7. Over the past month, how many times did you most typically get up to urinate from the time you

CMr5_Quest 7

|:| (5) 5 or more times

To be completed by the study coordinator:

AUASS=

(Total of items 1-7.)

CMi

75_AUASS

Toll Free Fax: (866) 935-7453
Toll Number: (205) 975-7453
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_ LE . CAMUSClinical Trial

Vi sDat e

Vi si t No

|
"l Inter national Prostate Symptom Scor e (I PSS) For (CAM75)

(AUA Symptom Score & |PSS Quality of Life Questions)

Vidt Date Participant 1D
/ ' s
VirgrR/b V?dsDy Vinr Participantld
VisitNumber | 01=Sv1.0 12=Week 12 36=Week 36 60=Week 60 Participant Initials
02=SV2.0 24=Week 24 48=Week 48 72=Week 72 Parti ci pant | ni

8. If you were to spend therest of your life with your urinary condition just the way it is now,
how would you feel about that?

[ ] (1) Delighted

[ ] Pleased

[ ](3) Mostly satisfied

[ ] (4) Mixed-about equally satisfied and dissatisfied OV/'5_Quest 8
[ ](5) Mostly dissatisfied

[1(6) Unhappy

[ ] @) Terrible

9. Over the past month, how often when you felt the urge to urinate, did you leak urine before you
could get to the toilet?

[ ] Notatall

|:| (2) Lessthan 1timein5
[ ](3) Less than half the time

CMF5 _Quest 9
[ ] (4) About half the time

[ ] (5) More than half the time

|:| (6) Almost aways

Participant Initials: Date:

For Official use only Page 2 of 2

Toll Free Fax: (866) 935-7453 07/06/2007
_ Toll Number: (205) 975-7453



_ il - Ensayo Clinico CAMUS

] . e
Draft Formulario de Indice de Impacto BPH (CAM 76S)
Fechadelavisita Identificacion del participante
Vi sDat e S
Vire Vb V?dsDy VSR Participantld
NUmerodelavisita | gp=gy2.0 12=Semana 12 | 36=Semana 36 |60=Semana 60 Inicialesdel participante
Vi sit No 24=Semana 24 | 48=Semana48 |72=Semana 72 Parti ci pant| ni

El participante rellena este formulario.
Instrucciones: Para cada pregunta, marque la caja que mejor describa su afeccion urinaria.

1. Durante d mes pasado, ¢cudnta molestiafisica le causaban |os problemas urinarios?
ow6_cuest 1[ ] (0) ninguna [ ] (1) sslo un poco [ ](2) dguna [ ](3) mucha

2. Durante d mes pasado, ¢cuanto se preocup6 por su salud a causa de alguin problema urinario?
ow6_Quest2[ | (0) nada [ ] (1) s8lo unpoco [ ] ago [ ](3) mucho

3. Engenera, ¢cuan molesto le ha sido cualquier problema urinario durante el mes pasado?
|:| (0) no me molesta

|:| (1) me molesta un poco
CM76_Quest 3
|:| (2) me molesta algo

|:| (3) me molesta mucho

4. Durante el mes pasado, ¢por cuanto tiempo le haimpedido cualquier problema urinario hacer las
cosas que norma mente hace?

|:| (0) nunca

|:| (1) un poco de tiempo
ow6_quest 4[| (2) parte del tiempo

|:| (3) lamayor parte del tiempo

|:| (4) todo € tiempo

To be completed by the study coordinator:  BPH Impact Index Score = CWrZ6_BPHI npiScr e
(Total of items 1-4.)

5. En comparacion con el inicio del estudio, ¢cOmo se siente en este momento con respecto asu
situacion urinaria?

CW76_Quest5 |:| (1) peor |:| (2) igua |:| (3) un poco mejor |:| (4) mucho mejor

Inicialesdel Participante: Fecha:
For Official useonly Péginaldel
_ Toll Free Fax: (866) 935-7453 07/06/2007 _
Toll Number: (205) 975-7453
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_ "N CAMUSClinical Trial

Draft BPH Impact Index Form (CAM76)
Visit Date Participant 1D
Vi sDat e S
Vimsml\/b \}]ildsDy Vszy% Participantld
VisitNumber [ 5, g/ 12=Week 12 36=Week 36 60=Week 60 Participant Initials
Vi sitNo 24=Week 24 | 48=Week48 | 72=Week 72 Partici pant | ni

This form is completed by the participant.
Instructions: For each question, check the one box that best describes your urinary condition.

1. Over the past month, how much physica discomfort did any urinary problems cause you?

owr6_quest 1[ ] (0) none [ ]@) only alittle [[](2) some [ ] alot

2. Over the past month, how much did you worry about your health because of any urinary problems?
owr6_Quest 2| (0) none [ ] only alittle [ ]2 some [ ] alot

3. Overdl, how bothersome has any trouble with urination been during the past month?
|:| (0) not at all bothersome
[ ](1) bothers me allittle
CM76_Quest 3
|:| (2) bothers me some

|:| (3) bothers me alot

4. Over the past month, how much of the time has any urinary problem kept you from doing the kinds
of things you would usudly do?

|:| (0) none of the time

[ ] alittle of the time
owe_Quest 4[] (2) some of the time

[ ](3) most of the time

[ ] all of the time

To be completed by the study coordinator:  BPH Impact Index Score = CWZ6_BPHI mp$cr e
(Total of items 1-4.)

5. Compared to the beginning of the study, how do you feel about your urination now?
owe_quest5[ J(L)worse [ (@ nochange [ (3 alittle better [ ](4) alot better

Participant I nitials: Date:

For Official use only Pagelof 1

Toll Free Fax: (866) 935-7453
_ Toll Number: (205) 975-7453 07/06/2007
Reset




B L. Ensayo Clinico CAMUS

Draft Formulario de Evaluacion Global Subjetiva (CAM77S)
Fechadelavista Identificacion del participante
Vi sDat e S
Vi oo \/?dsDy ViR, Partici pant|d
Ndmerodelavisita 24=Semana 24 Inicialesdel participante
Vi si t No 48=Semana 48 Parti ci pant | ni
72=Semana 72

El participante rellena este formulario.

I nstrucciones: Para cada pregunta, marque la caja que mgor describa los sintomas de su afeccion urinaria.

1. En comparacion con € inicio del estudio, ¢cdmo se encuentran ahora sus sintomas urinarios?

|:| (1) Mucho mejor |:| (4) Casl igud |:| (7) Mucho peor
|:| (2) Mejor |:| (5) Un poco peor
[ 1(3) Unpoco mejor [ ] (6) Peor CMI'7_Quest 1

2. ¢Cuan satisfecho o insatisfecho se encuentra usted con cual quiera de los sintomas urinarios que tiene?

[ ](1) Muy satisfecho [ ](4) Insatisfecho
[_] (2 satisfecho [ ](5) Muy insatisfecho
|:| (3) Ni satisfecho ni insatisfecho CW7'7_Quest 2
3. En comparacion con € inicio del estudio, ¢cdmo se encuentran ahora sus sintomas de incontinencia
urinaria?
|:| (1) Mucho mejor |:| (4) Casl igua |:| (7) Mucho peor
[ ] @ Méor [ ](5) Un poco peor CMI7_Quest 3

|:| (3) Un poco mejor |:| (6) Peor

4. ¢Cuan satisfecho o insatisfecho se encuentra usted con cual quiera de los sintomas de incontinencia
urinaria que tiene?

[ ] (@) Muy satisfecho [ ] (4) Insatistecho
[ ] (2 satistecho [](5) Muy insatisfecho CV77_Quest 4
[ ](3) Ni satisfecho ni insatisfecho
Iniciales del Participante: Fecha:
For Official use only Paginalde1
B ivmee o ors s oroeiz007 i

Reset




| — CAMUS Clinical Trial
Draft Subjective Global Assessment Form (CAM77)
Vidt Date Participant 1D
Vi sDat e S
Vi sNb viSpy Vit Partici pant | d
Visit Number 24=\Week 24 Participant Initials
Vi sit No ing§‘7‘g Parti ci pant | ni

Thisform is completed by the participant.

I nstructions: For each question, check the one box that best describes your urinary symptoms.

1. Compared to the beginning of the study, how are your urinary symptoms now?

|:| (1) Much better |:| (4) About the same |:| (7) Much worse

avr7_quest 1] (2) Somewhat better [ ](5) Alittle worse

2. How satisfied or dissatisfied are you with any urinary symptoms you have now?
[ ](1) very satisfied [ ](4) Somewhat dissatisfied

CM77_Quest 2 I:l (2) Somewhat satisfied |:| (5) Very dissatisfied
|:| (3) Neither satisfied nor dissatisfied

3. Compared to the beginning of the study, how are your urinary incontinence symptoms now?

|:| (1) Much better |:| (4) About the same |:| (7) Much worse

avr7_cuest 3 [ (2) Somewhat better [ ](5) Alittleworse

4. How satisfied or dissatisfied are you with any urinary incontinence symptoms you have now?

[ ] very stisfied [ ](4) Somewhat dissatisfied

CMF7_Quest 4 I:l (2) Somewhat satisfied |:| (5) Very dissatisfied
|:| (3) Neither satisfied nor dissatisfied

Participant Initials: Date:
For Official use only Pagelof 1
Toll Free Fax: (866) 935-7453 07/06/2007
_ Toll Number: (205) 975-7453 _
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N Ensayo Clinico CAMUS B

| I’ . e P 7 -
Draft Indice de Sintomas de Prostatitis Cronica de NIH (NIH-CPSl) (CAM78S)
Fechadelavisita Identificacion del participante
Vi sDat e
S
Vielb V?%Dy Vs Partici pant!d
Numerodelavisita 03=Inicio 24=Semana 24 Inicialesdel participante
i 48=Semana 48 . .
Vi sitNo 79=Semana 72 Participant|ni

El participante rellena este formulario.

Dolor o molestia

1. Durante la semana pasada, ¢experimentd usted algun dolor o molestiaen |las siguientes areas?
(a) El areaentre d recto y los testicul os (perineo)? |:| (1) Si |:| (0) No CW78_Quest 1A
(b) Los testicul 0s? [Jos [ ](0)No cvrs_quest 1B
(c) Lapuntadel pene (no relacionado con orinar)? [ ] (1) Si [ ](0)No cws_quest ic
(d) Abajo delacintura, en las dreaspbicesode [ ] (1) Si [ ](0)No cws_quest 1D

laveiga?

2. Durante la semana pasada, ¢experimento usted:

(a) dolor o ardor al orinar? |:| (O] |:| (0) No CMr8_Quest 2A

(b)dolor o molestia durante o después del I:I (1) Si

coito (eyaculacion)? |:| (0) No CMr8_Quest 2B

3. Durante la semana pasada, ¢con qué frecuencia experimento usted dolor o molestia en alguna de
estas areas?
CMr8_Quest 3

[ ] (O)Nunca [_] (1)Raramente [ ] (2)Algunas veces [_] (3)A menudo [_] (4)Usualmente [ ] (5)Siempre

4. ¢Cud nimero mejor describa su PROMEDIO de dolor o molestiaen los dias en quelo
experimentd durante la semana pasada.

CMr8_Quest 4
[Jo [J1 2 3 4 [Is [de 7 s [o [Jw
AUSENCIA EL DOLOR
DE DOLOR MASINTENSO
QUE PODRIA
IMAGINAR
Miccion alrededor
- menosde  menosde dela mas dela _
nunca len5 lamitadde mitadde mitadde Cad
5. Durante la semana pasada, veces las veces lasveces  lasveces ~ SIeMpre

¢con gqué frecuencia hatenido la

> . 0 1 2 3 4 5
sensacion de que su vejigano se D D D D D D
vaci aba compl etamente después CMF8_Quest 5
de terminar de orinar?

For Official useonly Péginalde?2

B rorFreerax (866 9857453 070612007 ||}
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UIW L ..
_ i Ensayo Clinico CAMUS _
Draft Indice de Sintomas de Prostatitis Crénica de NIH (NIH-CPSI) (CAM78S)

Fecha de lavisita Identificacion del participante
Vi sDat e
S
mm dd aasa. T
Vi sMb Vi sDy Vi sYr Participantld
NUmero delavisita 03=Inicio 24=Semana 24 Inicialesdel participante
. 48=Semana 48 .. .
Vi sit No . 72=Semana 72 Participant|ni
Continuacién de miccién menosde menosde  alrededor  masdela _
nunca len5 lamitadde delamitad mitad de cas
veces las veces delasveces lasveces sempre

6. Durante la semana pasada, ¢con qué

frecuencia hatenido que volver a |:| 0 |:| 1 |:| 2 D 3 D 4 D 5

orinar durante las dos horas después CM78_Quest 6
de haber terminado de orinar?

| mpacto de los sintomas

7. Durante la semana pasada, ¢cuanto le han impedido sus sintomas urinarios que hicieralas cosas

gue normal mente haria?
CMr8_Quest 7

|:| (0) Nada |:| (1) Solamente un poco |:| (2) Algo |:| (3) Mucho

8. Durante la semana pasada, ¢cuanto penso acerca de sus sintomas ?
CMr8_Quest 8

|:| (0) Nada |:| (1) Solamente un poco |:| (2) Algo |:| (3) Mucho

Calidad devida

9. S tuvieraque pasar € resto de su vida con sus sintomas asi como han sido durante la semana
pasada, ¢como se sentiriaa respecto?

[ ] (0) Deleitado [ ] (4 Principaimente insatisfecho
[ ](2) Contento [ ](5) Infeliz

CMr8_Quest 9
|:| (2) Principalmente satisfecho |:| (6) Terrible

|:| (3) Igualmente satisfecho como insatisfecho

To be completed by the study coordinator:
Scoring the NIH-Chronic Prostatitis Symptom Index Domains

Pain: Total of items 1a, 1b, 1c, 1d, 23, 2b,3,and4=[ [ ]cws_Painscore
Urinary Symptoms: Total of items5 and 6 :|:|:| C\Wr8_Ur i nSynp

Quality of Life Impact: Total of items7,8and9  =[ [ |cws_qoLl mpact

Inicialesdel Participante: Fecha:

For Official use only Pagina 2 de 2

Toll Free Fax: (866) 935-7453
_ Toll Number: (205) 975-7453 07/06/2007 _



B OIr- CAMUS Clinical Trial

Draft NIH-Chronic Prostatitis Symptom Index (NIH-CPSI) (CAM 78)

Visit Date Participant 1D

Vi sDat e
S
virelo \ﬁdsDy WY, Partici pant|d
Visit Number 03=Basdine 24:W§ 24 Participant Initials
i Si 48=Week 48 o :

VisitNo oWeek 72 Partici pant | ni

This form is completed by the participant.

Pain or Discomfort

1. Inthe past week, have you experienced any pain or discomfort in the following areas?

cV78 t 1A
(8) Area between rectum and testicles (peri ﬁ%r%?? |:| (1) Yes |:| (0) No

(b) Testicles? B tuestiB [ ]@Yes [ ]()No

CMr8 _Quest 1C
(c) Tip of the penis (not related to urination)? |:| (1) Yes |:| (0)No

CMr8 Quest 1D
(d) Below your waist in your pubic or bladder area? |:| (1) Yes |:| (0) No

2. Inthe past week, have you experienced:
CM78_Quest 2A

(&) Pain or burning during urination? |:| (1) Yes |:| (0)No
(b) Pain or discomfort during or after sexua
climax (gaculation)? CM78_Quest 2B|:| (1) Yes D (0) No

3. How often have you had pain or discomfort in any of these areas over the last week?
CMr8_Quest 3

[ ] Never [ ](2)Rarely [ ](2) Sometimes [ ] (3) Often [ ] (4) Usudly [ ](5) Always

4. Which number best describes your AVERAGE pain or discomfort on the days that you had it,

over the last week?
CMr8_Quest 4
[Jo [J1 [J2 [13 [J4 [5 [de [J7 [18 [Jo [
NO PAIN AS
PAIN BAD AS
YOU CAN
IMAGINE
Urination
lessthan less than about more
not at 1timein half the half the than half ~ almost
all 5 time time thetime always

5. How often have you had a sensation

of not emptying your bladder |:| 0 |:| 1 |:| 2 |:| 3 |:| 4 |:| 5

completely after you finished CV78_Quest 5
urinating, over the last week? B

For Official use only
_ Toll Free Fax: (866) 935-7453 Page 1 of 2
Toll Number: (205) 975-7453 07/06/2007
Reset




_ ] H'}I CAMUS Clinical Trial

Draft NIH-Chronic Prostatitis Symptom Index (NIH-CPSI) (CAM78)
Vidt Date Participant 1D
Vi sDat e / S
dd —
Vi'SMb  VisDy v Parti ci pant I d
N Visit Number 03=Basdline 24=\Week 24 Participant Initials
Vi si t No 48=Week 48 Parti ci pant | ni
72=Week 72
Urination Continued lessthan lessthan about more
notat  1timein halfthe  halfthe  thanhalf amost
all 5 time time thetime  aways
6. How often have you had to urinate
. 0 1 2 3 4 5
again less than two hours after you D D D D D D
finished urinating, over the last week? CMF8_Quest 6

I mpact of Symptoms

7. How much have your symptoms kept you from doing the kinds of things you would usually do,

over the last week?
CMr8_Quest 7

[ J@Nore [ ](2) Onlyalittle [ ]2 Some []®Alot

8. How much did you think about your h%/mptoms, over the last week?
CMr8_ Quest 8

[ J©None [ ](1) onlyalittle [ ]2 some [ ]@ Aot

Quality of Life

9. If you were to spend the rest of your life with your symptoms just the way they have been during
the last week, how would you feel about that?

[ ] (0) Delighted [ ] (4 Mostly dissatisfied
[ ] () Pleased [](5) Unhappy

CMr8_Quest 9
[ ](2) Mostly satisfied [ ](6) Terrible

[](3) Mixed (about equally satisfied and dissatisfied)

To be completed by the study coordinator:
Scoring the NIH-Chronic Prostatitis Symptom Index Domains

Pain: Total of items 1a, 1b, 1c, 1d, 2a,2b,3,and4=[ | |cws_painscore
Urinary Symptoms: Total of items 5 and 6 :[D c\Wr8_Uri nSynp

Quality of Life Impact: Total of items7,8and9  =[ [ ]cws_qoLl npact

Participant I nitials: Date:

For Official useonly Page 2 of 2

Toll Free Fax: (866) 935-7453
_ Toll Number: (205) 975-7453 07/06/2007




_ . L!‘ | Ensayo Clinico CAMUS
‘ Formulario de percepciones del participante sobre e tratamiento

Draft

(CAM79S)

Fechadelavisita Identificacion del participante
Vi sDat e

S
mm dd asaa. .
Vi sMb Vi sDy Vi sYr Participantld
Numero delavisita 24=Semana 24 Inicialesdel participante
i 48=Semana 48 . .

Vi si t No r—semana 7 Parti ci pant | ni

Lapregunta 1 se contestar & cada 24, 48 y 72 semanas.

1. ¢Cud es su megor suposicion acerca de qué tratamiento esta recibiendo como parte del estudio CAMUS?
|:| 1. No estoy seguro acerca de qué tratamiento estoy recibiendo.

|:| 2. Creo que estoy recibiendo las pildoras placebo (tratamiento inactivo).

CM79_Quest 1
|:| 3. Creo que estoy recibiendo €l extracto de la planta Saw pametto.
|:| 4. No estoy tomando ningunas de las pildoras del estudio CAMUS en este momento.
Iniciales del Participante: Fecha:
For Official use only L.
Toll FreeFax: (866) 935-7453 Paginaldel
Toll Number: (205) 975-7453 07/06/2007 _
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_ - }r\.‘ CAMUSClinical Trial
‘ Participant Treatment Perception Form (CAM79)

Draft
Vidt Date Participant 1D
Vi sDat e S
mm dd yyyy —-
Vi sMb Vi sDy Vi SYr Participantld
isi Participant Initial
Visit Number A=Wk 24 articipant Initials o .
Vi si t No 48=Week 48 Parti ci pant | ni
72=Week 72

Question 1isto becompleted at every 24, 48, and 72 weeks.

1. What is your best guess about what treatment you are getting as part of the CAMUS study?
|:| 1. | am not sure which treatment | am getting.

|:| 2. | think | am getting the placebo pills (no active treatment).

CM79_Quest 1
|:| 3. | think | am getting the Saw palmetto plant extract.
|:| 4. | am not taking any CAMUS pills right now.
Participant Initials: Date:
For Official use only
Toll Free Fax: (866) 935-7453 Page1of 1
Toll Number: (205) 975-7453 07/06/2007
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B L CAMUS Clinical Trial B

Draft Adverse Event Form (CAM81)

Vidt Date Participant 1D

Vi sDat e
S
mm dd -

Vi sMo Vi sDy Vi)s))Qr Participantld

Visit Number 04=Week 4 28=Week 28 52=Week 52 Participant Initials
Vi si t No 12=Week 12 36=Week 36 60=Week 60 Partici pant | ni

24=Weck 24 48=\Week 48 72=Week 72

Has the participant experienced an adverse event since the last visit ? |:| (1) Yesz If "Yes', record below.

CMB1_Lst Vi sAe |:| (2) No = If "No", stop here.

MEDDRA Code: CvB1 MEDDRACode CMB1_AEDescri pt
Description:
Date of Onset: Continuing Date Resolved:
ovB1_[onset Mp[cVB1_Oretpy VBl Chset yr OMBL Conti e OMBL_RefTVIV [OfBITRe3)/Oy] CVBI_Res] vyr
mm dd mm dd
CMB1l Seri ousyyyy Cl\/Bl_Sevem

Serious? |:| (2) No |:| (1) Yes & Complete SAE Form (CAM82) Severity (See Codes):

CMB1_Rel at nshp CwMB1 Qut come CMB1_Anti ci pat ed

L _ _ - ,)
Relationship (o Xudy (Spe Codes) @1_Act91%%%me(seﬁvc8°ffs ct mna Anticipated? uj@lfgm&gggf
Agtion Taken ., O1 O2 O3 O4 Os Os Action Taken Regarding Study Drug [ |

(See Codes & check all that 2a0W: Aot nTkn?2 CMRL Act nTkns (See Codes):

MEDDRA Code: CvB1 MEDDRACode CMB1_AEDescri pt
Description:
Date of Onset: Continuing Date Resolved:
CvB1 Conti nou%
mm dd mm dd
CMB1l Seri ousyyyy Cl\/Bl_Sevem

Serious? |:| (2) No |:| (1) Yes & Complete SAE Form (CAM82) Severity (See Codes):

CMB1_Rel at nshp CMB1 Qut cone CMB1_Anti ci pat ed

N _ _ S
Relationship (o Study (e oge: @1_Act91%%%me(seﬁvc8°ffs othadps Anticipated: uj@lfgm&gggf
AgiianTeken,; O1 O2 O3 O4 Os O  Action Taken Regarding Study Drug [ ]

(See Codes & check all that apph): a-: i 03 CMBL ActnTkns (See Codes):
Relationship to Study Codes: (1) Unrelated, (2) Unlikely, (3) Possible, (4) Probable, (5) Definite
Severity: (1) Mild, (2) Moderate, (3) Severe, (4) Life Threatening, (5) Death
Outcome Codes: (1) Complete recovery w/o residual effect, (2) Recovered w/ residua effect, (3) Recovered w/ persistent effect ,
(4) Not yet recovered, (5) Died
Action Taken Codes: (1) Self or OTC treatment, (2) Office, clinic, ER, or out-pt visit, (3) In-pt visit or hosp admit, (4) Rx,
(5) Procedure performed, (6) None
Action Taken Regarding Study Drug Codes: (0) Not applicable, (1) None, (2) Reduced, (3) Interrupted, (4) Discontinued

For Official use only Page  of _

_ Toll Free Fax: (866) 935-7453
Toll Number: (205) 975-7453 07/06/2007
Reset




| | .. .
_ s CAMUSClinical Trial
Draft Serious Adverse Event Form (CAM 82)
Report Date Participant 1D
Vi sDat e S
Vi ”S“K'/b V|d%Dy VY Participantld
o Visit Number 04=Week 4 28-Week 28 52-\Week 52 Participant Initials
VisitNo 12=Week 12 36=Week 36 60=Week 60 Parti ci pant | ni
24=Week 24 48=Week 48 72=Week 72

Note: Thisformiscompleted by a clinician investigator for each serious adverse event. Send formto DCC as soon as
event isreported. Immediately forward copies of the discharge summary and other pertinent documents related to the
event to the DCC. Remove personal identifiers and write patient's study D number in the upper right-hand corner of
each page. Report SAE to your institution's IRB.

C\VB2_MEDDRACode

1. MEDDRA Code (from Adverse Event Log)

2. Description of event CMB2_Evnt Descl

CMB2 Fvnt Desc?

CvB2_Evnt Desc3
3. Grade of adverse event (check one):
CMB2_ G ade
|:| (2) Moderate
|:| (3) Severe
[ ](4) Life threatening

[ ](5) Death

4. Date of onset

mm dd yyyy
CvB2 _Onset Mo CMB2_Onset Dy CnB2_ Onset Yr

5. Relationship to study drug (check one)
CMB2_Rel at St dyDr ug

[ ](2) Unrelated [ ] (2) Unlikely [ ](3) Possible [ ](4) Probable [ ] (5) Definite

6. Duration (check one)

[]@<1day [ ](2) 1dayto 1 week [ ](3)>1week cvB2_Durati on

Investigator Signature Required on page 2.

For Official use only Page 1 of 2
Toll Free Fax: (866) 935-7453 07/06/2007 _
Toll Number: (205) 975-7453
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_ ‘_‘I CAMUS Clinical Trial

Draft Serious Adverse Event Form (CAM 82)
Report Date Participant 1D
Vi sDat e S
vitle \ﬁjdsm YRy, Partici pant|d
Visit Number 04=Week 4 28=Week 28 52=Week 52 Participant Initials
Vi sitNo 12=Week 12 36=Week 36 60=Week 60 Partici pantlni
24=Week 24 48=Week 48 72=Week 72

7. Action taken / corrective therapy (check all that apply or check "None")
|:| (1) None CvB2_Act nTknl
|:| (1) Sef treatment or OTC therapy CVB2_Act nTkn2
[ ] (1) Office, dlinic, ER, or out-patient visit CVB2_Act nTkn3
|:| (1) Inpatient visit or hospital admission CVB2_Act nTkn4
|:| (1) Prescription medication CVB2_Act nTkn5
|:| (1) Procedure performed CVB2_Act nTkn6
8. Action taken regarding study drug (check one)
|:| (1) None
|:| (2) Reduced
|:| (3) Interrupted
[ ] (4) Discontinued

CMB2_Act nTknDr g

9. Outcome (al that apply): CMB2_Resl vMb CMB2_Resl vDy CVB2_ Resl vYr

CvB2_CQut conel )
|:| (1) Resolved=sDate of resolution:

mm dd yyyy
|:| (1) Recovered with residual effect CVB2_Qut cone2

|:| (1) Required or prolonged hospitalization CVB2_CQut cone3
|:| (1) Resulted in permanent or severe disabilityCvB2_Qut cone4

|:| (1) Required intervention to prevent permanent damage or disability CVB2_Cut cone5

[ ] (1) Died = Complete form

@ Dateof degtly i . |/ ol |oed( iy dved pat ivr

CvB2_Qut coneb

mm dd wyy CMB2_ProbCause
= Probable cause of death:
Investigator Signature: Date:
For Official use only Page 2 of 2
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_ w 1 - CAMUSC Clinical Trial

Draft Death Form (CAM91)
Vi sDat e Visit Date Participant 1D
Vi giMb Vi |s Dy Vi s|yr S
mm ad wy Participantld
_ Visit Number 04=Week 4 28=Week 28 | 52=Week 52 Participant Initials
Vi sitNo 12=Week 12 36=Week 36 60=Week 60 o _
24=Week 24 48=\Week 48 72=Week 72 Parti ci pant | ni

Cw1 Dt hStatus

1. sdus d time Of dwh ..........................................................................................................................
1=0On Study Medication
2=0ff Study Medication

2. Date of death :

mm dd yyyy
CWD1_Deat hMo CWP1_Deat hDy CMP1_Deat hYr

3. Date of last protocol treatment :

mm dd %
CWB1l LstProtTrt Mo CVB1_LstProt Trt Dy 1 LstProtTrtYr

4. Primary cause of death:
CWB1 Pri mCausel

CWB1 Pri mCause?2

5. Contributing cause of death:
Cw1 Contr Causel

Cw1 Contr Cause?2

Investigator Signature: Date:

For Official use only Pagelof 1
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_ L CAMUSClinical Trial
Draft Missed Visits Form (CAM 92)
Visit Date Participant 1D
Vi sDat e S
i d i i Ci
Vi V|dsDy VY0 Participantld
VisitNumber | 04=Week 4 28=Week 28 52=Week 52 Participant Initials
Vi si t No 12=Week 12 | 36=Week 36 | 60=Week 60 Parti ci pant | ni
24=Week 24 | 48=Week48 | 72=Week 72

1. Date of missed vigit:

d
OV02_M ssVi Svb cve2 MSsvi sby oYM ssvi svr

2. Typeof missedvisit: [ ] (1) Scheduled Visit [ ] (2) Interim Visit CVB2_M ssVi sType

3. Reason for missed visit (check all that apply):
a. Participant forgot CV02_M ssReasnA

b. Participant felt too sick to comein CVB2_M ssReasnB

=[] (1) Adverse event related to study drug,
CWB2_ReasnB

CVB2_Speci fyBl

B spect£y82

(2) Problems related to disease, Specify:

C. Participant hospitalized CVB2_M ssReasnC

= 1) Adverse event related to study drug, ify: .
CI\/DZ_ReaanD( ) dy drug S(B\%éytpmz fyC2

CVvB2_Speci fyCl

(2) Problems related to disease, Specify:

d. Participant could not get off work CVB2_M ssReasnD

e. Participant unable to obtain dependent care CVB2_M ssReasnE

f. Participant had transportation problems CVB2_M ssReasnF

g. Participant unhappy with frequency of visits CVB2_M ssReasnG

h. Scheduling conflict CV2_M ssReasnH

i. Participant had decided to discontinue study CVB2_M ssReasnl
CVB2_Speci fyJ

j. Other & Specify:

2 M ssR
4, C’RXQ@OI utlsosn f&sencﬂ all that apply):
a. Next visit scheduled. Items missed will be made up at the new visit.

Date of next schedulesl sz dvi dvo sDy CNB2
mm yyyy

CWB2_Resol ut n4A

CWB2_Resol ut n4B

V2|
dd

ScpgdVi SchedVi sYr

b. Discontinued study

c. Adverse event reported (fill out AE form CAM81)  CvB2_Resol ut n4C

Pagelof 1
07/06/2007 _
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Draft Comments Form (CAM93)

Visit Date Participant 1D

Vi sDat e S
mm dd :

Vi SNb Vi sDy VinW}’r Participantld

Visit Number 04=Week 4 28=\Week 28 52=Week 52 Participant Initials
Vi si t No 12=Week 12 36=Week 36 60=Week 60 Partici pant|ni

24=Week 24 48=Week 48 72=Week 72

1. Reason for recording comment(s) (check all that apply):
|:| a. Abnormal physical examinationCVB3_AbnPhysExm
|:| b. Abnormal lab resultsCvB3_AbnLabs
|:| c. Required lab not done CVB3_LabND
|:| d. Treatment non-compliance CVB3_Tr t NonConpl
|:| e. Adverse events CMB3_AdvEvent

|:| f. Inactive follow-up CVMB3_I nact veFup

|:| 0. Missed required clinical visitsCVd3_M ssedVi s
C\VP3 O her CVB3_O her Spec

|:| h. Other reasons Specify:

2. Record all the relevant dates of action and comments, keep legible. OMVB3. Comment 1

CIVoS_LOMMITenNt £

Cw3_Comment 3

CVWB3_Comment 4

Civb s _LOTTrent o

Cw3_Comment 6

Cw3_Comment 7

Cw3_Comment 8

For Official use only Pagelof 1
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CAMUSClinical Trial

— Interim Visit Checklist Form (CAM94)
Vist Date Participant ID
Vi sDat e S
Vit \ﬁdsDy WY, Participantld
Visit Number 04=Week 4 28=Week 28 52=Week 52 Participant Initial's
o 12=Week 12 36=Week 36 60=Week 60 P :
Vi sit No 2A=\Week 24 48-Week 48 79-Week 72 Partici pant | ni

Thisform should be completed at any visitsthat are not scheduled follow-up visits. Additionally, this
form should be completed if medications are mailed to the participant.

1. Reason for the interim visit (check all that apply):

) ) CwB4_ Acut eUri nRet en
a |:| Acute urinary retention (Complete form CAM61) CMP4_Recur Synpt UTI

b. |:| Recurrent symptomatic urinary tract infection or urosepsis (Complete form CAM61)
C. |:| Incontinence event (Complete form CAM61) CVB4_Newl ncont nce

d. |:| Adverse event (Complete form CAM81) Cvb4_Adver seEvnt

e. |:| Dispense medication (Complete form CAM51)Cw4_Di spenseled

f. |:| Intercurrent illness event (Complete Question 2 of this form)Cve4_I 11 | nessEvnt
If " f=Intercurrent illnessevent” ischecked for question 1, continue to complete the following questions,
otherwise stop here. Please note, investigator signatureisrequired only if question 2 is completed.

2. Intercurrent illness event:

a Specify the intercurrent illness: oVP4 Intercurllll

. . _ CwvP4_Intercurlll2
b. Isthisaseriousevent ? [ ] (1)Yes [ ](2)No Cve4_seri ousEvnt -

c. Specify action taken for the intercurrent illness: VB4 Act nTkni

. C\WR4 Act nTkn2
d. Intercurrent illness event declared ? -

|:| (DYes 2If"Yes', date of confirmation
by clinicd review committee:

dd
[ ](@No cves evnt pecl OVB4_Conf Mo CMPA ConfDy ovB4 Eonf Yr
Investigator Signature: Date:
For Official use only Pagelof 1
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_ B H}r!: CAMUSClinical Trial

— Protocol Exemption Form (CAM 95)
Completed on Participant 1D
Vi sDat e S
mm dd yyyy Participantld

Participant Initials

Parti ci pant | ni

Complete Section A of thisform, and fax the form to the Chairman, Clinical Review Committee (see the

Manual of Operationsfor details); exemption decision will bereturned via fax to the number entered
bel ow.

Section A. To be Completed by the study site requesting exemption.

CWB5_Si t eFaxNo

Study Site: [ [ ] Joves_StudysSite SiteFaxNumber: ([T T )T T ]-[LTTT]
CWB5_Sit eCont act CWB5 _Sitelnv
Site Contact: Specific Site Investigator:
CVB5_Request Mo CMB5_Request Dy
Date of request: [ | /[ | PPB5[Rdaups]yr  Participant'sBirth Year: [ | | | | CVB5_Birthyr
mm dd yyyy yyyy

Protocol Exemption Description 5(check onlgg:
. . CNB. _Exerrpt s¢ |:|:|CI\/95 Criterionl
[ ](2) Inclusion/Exclusion criteria  If yes, specify criterion #(s) on CAMOL form: -
. . . CWMB5 Criterion2
[ ](2) Study procedure/timeline requirement e 1]
[_](3) Other = Specify:

Protocol E tion Details. Pl keep legibl ief.
octlr\)/%%_&grrppp% |Doerg aiethi\l S. Please keep legible and brief

oND L £ Dot Hll B
CUIVODOJ__LATITIpUL LCL Al o

CVO5_Exenpt Det ar 13

CVBS ExenptDetar 2

Section B. Complete by the Chairman of the Clinical Review Committee or the Chairman's designee.

Decision by the Chairman of the Clinical Review Committee (check one):

|:| (1) Approved = If approved, exemption number: |:|:|:| CVB5_Exenpt No
|:| (2) Denied cwo5 Deci si on

Comments from the Chairman of the Clinical Review Committee: CVB5_Comment 1

o, £.0
vOJ__CUITITICTIU o

TVO5_Comment 3

Signatur e of the Chairman

Date:
or hisdesignee :
For Official use only
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CAMUSClinical Trial

"l '
. E
Draft
Date of Visit
VisDate Vi $M Vi s Dy i sYr
mm dd yyyy
Visit Number 04=Week 4 28=Week 28 52=Week 52
Vi sit No 12=Week 12 36=Week 36 60=Week 60
24=\Week 24 48=Week 48 72=Week 72

Participant Relocation Tracking I nformation Form (CAM 96)

Participant ID

S

Participantld
Participant Initials

Parti ci pant | ni

Thisformisto be completed any time a participant relocates and will be followed at another clinic. Thisform
should be completed by the clinic from which the participant is moving (Current Clinic). Please fax this form
to the DCC for data entry as soon as it is completed.

A. Participant I dentification (This section is to be completed by the Current Clinic staff.)

CVB6_Aa dd i nNo

1. Current clinic number:

3. Participant's year of birth:

4. Date of last visit at current clinic; CVB6_L

2. Medication ID:  |M

yyyy

5. Date of first expected visit at new %lﬁcr

6. New clinic number:

7. Complete the following checklist: |:| 1. Notify the coordinator at the New Clinic

Initials of person completing form :

|:| 2. Copy all CRFs and information in the patient binder
CWB6_Check3

|:| 3. Copy all source documentation
CWB6_Check4
|:| 4. Send copies to the New Clinic

|:| 5. Send any undispensed medication to the New Clinic

OVB6_DOBYr

CVMB6_RandNum

CWVB6_Lst Vi sDat e

tVi sl\/w\'%_

| St M s

Dy EVBp_L

5t V] sYr

mm

dd

CWB6_Fst Vi sDa

te

L Sl

ctes| FsiXi 4

DyCI\/EG

Ast i sYr

mm

CVB6_NewCl i nNo

F M L

dd

CVMB6_CrrpFor i ni t

CWB6_Checkl

CWB6_Check?2

CWB6_Check5

B. Administrative | nformation (This section isto be completed by the DCC staff.)

1. Complete the following checklist:

Tax

Form entered in the web data entry system mG%ta

ave6_Task?] gypg bﬁ’ﬂ r‘:&ﬂ& —

C\D6 Task3|:|ov96

Web data entry system changed

Drug distribution center notified

Clinics notified

Check if done

Date Initials

oe6_Task4_]ope_fas EH!!HM r—

_ Toll Free Fax: (866) 935-7453
Toll Number: (205) 975-7453
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