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CHAPTER 1 - INTRODUCTION

INTRODUCTION

The Complementary and Alternative Medicine for Urological Symptoms (CAMUS) is
a double-blind, randomized, multi-center trial to determine if Serenoa Repens
reduces the AUA symptom score in patients with benign prostatic hyperplasia (BPH)
as compared to placebo over 72 weeks of treatment. Eligible participants will be
randomized equally to one of two treatments: extract of Serenoa Repens or
placebo. Participants will be treated for 72 weeks

Study Rationale

The long-term efficacy and side effects of over-the-counter phytotherapies for men
with lower urinary tract symptoms attributable to BPH are unknown, despite wide
use of these agents by older men for maintaining “prostatic health.” The overall goal
of this study is to compare the efficacy of a widely available phytotherapy, extract of
Serenoa Repens, against placebo in terms of their impact on lower urinary tract
symptoms. The phytotherapy selected for study has demonstrated short-term
efficacy at relieving lower urinary tract symptoms with minimal side effects in a
number of clinical trials. However, a recent NIDDK/NCCAM supported trial of
Serenoa Repens at the 320 mg daily dose versus placebo did not demonstrate
efficacy in terms of symptom reduction over 12 months of follow-up. As a result, this
study is being conducted to compare higher-than-standard (double and triple) doses
of this agent to determine its short-term effect on lower urinary tract symptoms and
other parameters of BPH disease severity, and whether there is sufficient short-term
efficacy and tolerability to merit testing for long-term efficacy in a long-term trial
focused on the prevention of BPH progression. Because the study arm will use
doses of this agent higher than generally used, participants will be monitored closely
for toxicity/tolerability and have their doses slowly increased at 24-week intervals.

PRIMARY RESEARCH QUESTION

The primary objective of Complementary and Alternative Medicine for Urological
Symptoms (CAMUS) is to determine if Serenoa Repens reduces the American
Urology Association (AUA) symptom score compared to placebo over 72 weeks of
treatment and is well tolerated.

SECONDARY RESEARCH QUESTIONS
Key secondary objectives of the study are to:

1. Determine if Serenoa Repens has a beneficial effect on subjective global
assessment.

2. Assess the impact of Serenoa Repens on the following measures over time:
a. BPH Impact Index
b. Quality of Life item score from the IPSS
c. Nocturia item score from the IPSS
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CHAPTER 1 - INTRODUCTION

d. Peak uroflow

e. Post-void residual volume

f. Prostate Specific Antigen (PSA) level
g. Erectile and ejaculatory function

h. ICSmale Incontinence scale

i. Jenkins Sleep Dysfunction scale

J. NIH Chronic Prostatitis Symptom Index

3. Assess the impact of the assigned treatment on complete blood counts and
basic blood chemistries.
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CHAPTER 2 — RECRUITMENT

RECRUITMENT STRATEGIES

Coordinators involved in clinical research have the often-difficult task of recruiting
potential study candidates for clinical trials. Below is a list of participant recruitment
strategies that may be helpful. Before implementing these strategies, Clinical Center
staff should consult with their IRB to find out if IRB approval will be needed and
obtain IRB approval if required.

The study requires enrolling a total of 380 participants in six months. Each site must
recruit 35 participants during the enrollment period. This translates to about six
patients a month or more than one patient a week. Experience from previous trials
suggests that recruitment strategies that focus on urology clinics will not yield eligible
patients. Given the exclusion criteria for the study and the large number of
medications that are part of the exclusionary list, it is important to target individuals
who are treatment naive. It may also be important to de-emphasize the
complimentary and alternative aspect of the trial and focus on the BPH since earlier
trials also suggest that men were interested in CAM but were not true believers.
Some of the strategies that have been used successfully to recruit participants from
the community include:

1) Advertising: print media, e.g., local newspapers (sports and business
sections), local “Freebie” papers, esp. back page, programs at sporting
events and hospital/health plan newsletters

2) Advertising: other media, e.g., Public Service Announcements (PSA)- some
radio stations and local TV stations will run for free for a short time, some
radio stations actively solicit these, sports radio, ads on local public
transportation and “Above the Urinal” ads.

3) Social groups: Some groups (i.e. AARP, churches, etc.) may allow inserts in
mailings, release of their membership list or presentations made at
meetings.

4) Mailing lists: Database sources (e.g. medical administration departments of
hospitals and VA centers, university alumni lists, large corporate employee
lists) can be searched for male participants 45 years of age or older who live
in the area. A listing of names and addresses can then be generated for
mass mailings.

5) Health fairs: Representatives from the clinic attending health fairs can
provide information about the study via posters and handouts, as well as
potential participants by administering the AUA symptoms score
questionnaire and asking about prior BPH intervention.
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CHAPTER 2 — RECRUITMENT

In general, active strategies that identify a potential pool of eligible participants and
recruits will yield larger numbers of eligible participants than passive strategies that
consist of informing urology clinics, flyers or brochures in clinics etc.

FORMS REQUIRED FOR RECRUITMENT
CAM103 — CAMUS Weekly Recruitment/Enrollment Report (REVISED 10/09/08)

The CAMUS weekly recruitment/enroliment report was created to capture the
enormous amount of effort study site coordinators and PIs put into recruiting
participants; it was also designed to help the DCC and the sites identify and replicate
successful recruitment strategies.

All fields in the form require numerical values. Please write legibly and enter one
number per box.

Field 1: Enter the date for the Friday of the week for which you are
submitting the enrollment report.

Field 2: Enter the 3-digit Site number.
Field 3: This field is pre-filled.
Fields 4-12: For each type of recruitment activity, enter the following —

e The number of each activity (fliers posted, radio spots, TV spots,
newspaper ads, etc.) during the week.

e The number of contacts generated.

The number of men who were contacted and consented to participate

in the study.

The number of SV1 visits scheduled.

The number of eligible participants resulting from the SV1 visits.

The number of SV2 visits scheduled.

The number of randomizations.

Yield — number randomized / number of contacts.
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CHAPTER 2 — RECRUITMENT

RECRUITMENT REPORTS

The DCC will provide all the sites with weekly recruitment reports. The reports will
consist of a graph that compares target recruitment to actual recruitment as well a
table that provides the recruitment information for the current week and week before
for each site. The table will also provide estimates of both the number of weeks it will
take to complete enrollment and the number of patients that can be recruited in the
allotted recruitment period given the current rate of recruitment. Examples of the
graph and table are provided below.
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CHAPTER 3 — SCREENING PERIOD

Assigning Screening Numbers to Participants

At the first screening visit, the clinical site will assign each participant a 7-string
screening number that will consist of the 3-digit site number, the letter S, and a 3-
digit number beginning with 101 and continuing consecutively for each participant at
that site. Thus, the screening number format will be XXXSZZZ where XXX is the
site number and ZZZ is the next consecutively numbered participant beginning with
101. Site numbers are given below:

Site Numbers Site Name

269 Cornell University, Weill Medical College
276 New York University

272 Northern California, Kaiser Permanente
273 Northwestern University

277 Queen’s University

274 University of Colorado

271 University of lowa

275 University of Maryland

279 University of Texas — Southwestern
270 Washington University

278 Yale University

Example: The first participant screened at Cornell University, Weill College of
Medicine will be 269S101.

CAM102 — Screening Log Form SV1 (REVISED 10/10/08)
The following information must be recorded for each screened participant:
Field 1: This field is pre-filled.
Field 2: Enter the Participant ID.
Field 3: Enter the date (month, day, and year).
Field 4. Enter the participant’s age.
Field 5: Enter the 3-digit site number.
Field 6: Enter the initials of the staff person completing the form.

Fields 7-8: Collect demographic information based on participant self-report.
Indicate unknown/not reported if applicable.

Field 9: After Screening Visit 1 (SV1.0), indicate the screening outcome.
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CHAPTER 3 — SCREENING PERIOD

Field 10: Indicate the reason for ineligibility if applicable.

CAM102 — Screening Log Form SV2/Baseline (REVISED 10/13/08)
Field 1: This field is pre-filled.
Field 2: Enter the Participant ID.
Field 3: Enter the date (month, day, and year).
Field 4. Enter the participant’s age.
Field 5: Enter the 3-digit site number.
Field 6: Enter the initials of the staff person completing the form.

Fields 7-8: Collect demographic information based on participant self-report.
Indicate unknown/not reported if applicable.

Field 9: After Screening Visit 2/Baseline, indicate the screening outcome.
Field 10: Indicate the reason for ineligibility if applicable.

Field 11: Indicate if randomized.

Field 12: If randomized, record the Med Kit number assigned. The Med Kit

number is provided to you once you have been through the web based
randomization.
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CHAPTER 3 — SCREENING PERIOD

B - CAMUS Clinical Trial Page Number E

Draft Screening Log Form (CAM102)
SV1 L[]
—— — -
# Participantld Date Age Site# S1aff ID

2 [T IS T s/ )/ CO I a1 5 e[ T |

# This ID# should be used threughout the study any time a participant is screened and eligible for enrollment.

Circle the appropriate number
Yes No  Unknown/MNol Reported

7. Ethnicity (Hispanic or Latino) 1 2 3

8. Race (Check all that apply)
g D American Indian or Alaska Native
D Asian
D Mative Hawaiian or Other Pacific Islander
D Black or African-American

[ ] wnite

D Unknown ar Mot Reported

Circle the appropriate number
Eligible, Eligible, Ineligible
enrolled but did not
enroll

_ 9. Screening Outcome 1 2 3

e

o 10, If not eligible, specily

Instructions: Please fax to the CAMUS Data Coordinating Center within 24 hours.

_ R _____________1
For Official use only October 10, 2008 CAMI025V1 RS
; Taoll Free Fax: (B66) 935-T453
ﬁ’i Toll Number: (205) 9757453 ]
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CHAPTER 3 — SCREENING PERIOD

a3 E CAMUS Clinical Trial Page Number ]

Drait Screening Log Form (CAM102) ‘-II]
SV2/ Baseline
#* ParticipantId Date Age Sited# Staff ID
2T T Ty «MsC T T s L] |

* This ID# should be used throughout the study any time a participant is screened and eligible for enrollment,
#
Circle the appropriate number
Yes No  Unknown/Not Reported

" 7. Ethnicity (Hispanic or Latino) | 2 3

-8

8. Race (Check all that apply)
[ ] American tndian or Alaska Native

D Asian

D MNative Havwaiian or Other Pacific lslander
[ ] Black or African-American

i [ wnite

D Unknown or Not Reported

Circle the appropriate number
Eligible, Eligible, Ineligible

3 enrolled  but did not
enroll
0, Sereening Ouicome 1 2 3

10. Il not eligible, specify
Yes No

11. Randomized 1 2

12. If, available, please provide the Med Kit # assigned

Ml [P T
Instructions: Please fax to the CAMUS Data Coordinating Center within 24 hours.
— —
For Official use only October 13, 2008 CAM1025V2 RS

Toll Free Fax: (866) 935-7453
. Toll Number: (205) 975-7453
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CHAPTER 4 — SCREENING VISIT 1

VISIT 1 (SV 1.0)

The consent form must be signed by the participant prior to screening. Once the
patient has consented, he can be scheduled for the first screening visit. The first
screening visit will help determine the patient’s eligibility to be randomized to the
study.

FORMS REQUIRED FOR SV1.0

CAM Form Procedure Completed By
21 Medical History Study Coordinator
23/24 Assessment of Medicine Study Coordinator
31 Vital Signs Study Coordinator
32 Physical and DRE Principal Investigator
41 PSA Study Coordinator
42 Uroflow Measurement Study Coordinator
45 Hematology and EKG Study Coordinator
46 Urinalysis Study Coordinator
a7 Serum for Banking Study Coordinator
75 International Prostate Symptom Score (IPSS) | Participant

The Study Site Coordinator should have a folder containing all the forms required for
the SV1.0 printed and ready for the visit. All of the forms for this visit are to be
completed by the Coordinator. If the patient is being re-screened, you will need
the dates of the previous screening. Maintaining a folder for each patient
could facilitate the accessibility of information.

CAM21 — Demographic Data and Medical History Form (REVISED 10/10/08)
This six-page form records information about the patient’'s medical history.

Fields to be completed:

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly. The Participant
ID is required on each page to enable the DCC to identify the participant to
which the page belongs in case the order of the forms is lost in transit
between the clinical site and the DCC or forms for multiple participants are
combined.

Question 1: Enter the date of the visit (month, day and year).
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CHAPTER 4 — SCREENING VISIT 1

Question 2: Enter the Participant ID.

Question 3: The page number is pre-filled.

Question 4: Enter the 3-digit Site #.

Question 5: Enter the initials of the staff person completing the form.

Question 6: Enter the date (month, day and year) the consent form was
signed. EXCLUDE if no signed consent form.

Question 7: EXCLUDE if enrolled in another treatment trial for any
disease in the 30 days before screening visit 1.

Question 8: If this is the first screening check “Initial screen”. If the patient
was screened before check “Rescreen” and enter the month, day and year of
the first screening. Also enter the number of attempted screenings (including
the current one).

Section A: Demographics and Social Characteristics

Questions 9-12: Collect general demographic information. If the patient
does not know or refuses to answer, check or circle the appropriate response.

Section B: Concomitant Medications

Question 13: Serves as a guide to complete the forms that record
concomitant medications that the patient maybe taking.

If the patient is on medications that are not related to urological
conditions, please complete form CAM 23.

If the patient is on medications related to urological conditions please
complete form CAM 24.

If the patient is on medications that are not related to urological
conditions and medications related to urological conditions please
complete both CAM 23 and CAM 24.

For the SV1.0 the information required is any medication that the patient has
been on for the last six months; you will need

a) The generic names of the medication

b) Total dosage (?)

c) Frequency of dose

Page 11
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CHAPTER 4 — SCREENING VISIT 1

d) Mode of administration
e) Date medication started
f) Date medication stopped

Since the number of pages required for these forms will vary with the patient,
page numbers have been omitted from these headers. Please be sure to fill in
the page number along with other header information.

Do not duplicate medications listed in CAM 23 on CAM 24 (the Urology
Medication Tracking Form).

Section C: Medical History

Questions 14-35: Collect information on existing medical conditions. If the
patient does not know, circle number 3.

Section D: Family History

Questions 36-37: Record information about patient’s family history of BPH
and / or Prostate Cancer. Make sure that the information provided is only
about blood relations.

Section E: BPH Symptoms

Questions 38-40: Record information about past / current symptoms of
BPH.

Page 12
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CHAPTER 4 — SCREENING VISIT 1

H M CAMUS Clinical Trial ]
Demographic Data and Medical History Form (CAM21)

Crrafi
Visit Date Participant 1D
IV LY LT > Isl [ ] ]
mim dd ¥rvY
Page Number Sited Staff Iy

[ Junn -
Instruction: The study coordinator or investigator administers this form with the participant in a face-to-face

interview. Eligibility criteria are noted throughout the form next to the pertinent items (indicaved by the item
number in a box), Sereening stops when the participant first fails an eligibility criterion,

Cirele the appropriate number

6. Date consent form signed: I I V I | 1,-"{ r ! | | ]
| Excleded if o signed consent form | IHm dd YrYY
Yes No
7. Were you cnrolled in another treatment trial for any disease in the past 30 days? I 2

* | Evcluded if envailed in anather treatment trial for any disease in the 30 days before screening visit |

8. Is this an initial screening or a rescreening (check one)?

[] mitia1 Screen

DRescjeen = [T rescreen, Date of the first screening: ] | L/[ [ I/| I J I I
mm dd FEYY

Number attempted screenings ED

{including the current one)

[A. Demographics and Social Characteristics

0. Whatis your yearof birth? | | | | | [Exldedf<dssearsaid]
: ¥¥YY Unknown
(Individuals not
10. Race / Ethnicity Yes No  peporting
ethnicity)
{z} Do you consider vourself Hispanic or Latino? 1 2 3

(b} Race: Check all that apply. To probe race, for each category (except Unknown or Not Reported) ask
"Are vou...T" 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,

[ ] American Indian or Alaska Native [ ] Black or African-American
[] Asian [] white

D Mative Hawaiian or Other Pacific Islander ’:I Unknown or Not Reported

- Yes No Den't want to respond
L1. Are you married or in a long-term committed relationship? 1 2 b
For Official use only October 10, 20083 CAM21 RS
Toll Free Fax: (866) 935-7453 .
Toll Mumber; (205) 975-T453
Page 13
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CHAPTER 4 — SCREENING VISIT 1

B el CAMUS Clinical Trial
Diraft Demographic Data and Medical History Form (CAMZ21)
Participant 1D
[T Is] 1]
Page Number

* 12. What is the highest educational |:| (1)Less than high school graduate
level that you achieved
2f  (check one)? [ ] 2)High school graduate
D (3)Some college or technical school beyond high school
|:| (4)¥College or technical school graduate
D {5)Post-college coursework or degree

D (9)Don't want 1o respond

E_Cnncunﬁfnnt Medications

13, Do you take any medication on a regular basis?

e o yes™ fill out form CAM23(Concomitant Medication form) and CAM24(Urology Medication Tracking form).

[Escluded if 1. O an alpha-blocker within ane monih prior to the first screening visit OR
- 2. Phyotherapy or S-alpha reductase inhibitor for BPH within 3 manths prior o the fiest soreening visit OF
% 1, Taken phenylephrine, prendoephedrine, tricyclic artidepressants, an anticholinergic or cholineryle medicarion within 4
o weeks of the firr sereening visit [ Except topical anticholinergie eve drops used for glancoma more thas | marth prior o the
sereening vinit | or inhaled anicholinergics for COPD) OR
| 4. Taken estragen, androgen, or any druy producing androgen suppression, or anabolic steroids within 6 months prics fo the

ryf poreening visil
g

'C. Medical History ' |
It general, ask , "Hax a physician ever told you that you have ..."In some instances you may need to ask, "Do
vou have.."or "Have you had " (e.g., vasectonty).

Yes No Don't Know
14, Congenital disease. Frobe with: Were you born with a birth defect or an 1 2 3
=s  ypusual eondition such as malformation of the limbs, head, skin, or intemal
organs?
. fi 15, Lung disease. Probe with: Have you ever had chronic obstructive pulmonary | 2 3
disorder (COPD), emphysema, asthma, chronic bronchitis, pneumonia, or
walter on the lungs?
16. Kidney disease. Probe with: Do you have kidney or bladder, stones, or kidney 2 3
problems?
1 2 3

17. Immune discase, Probe with: Do you have theumatoid arthritis or lupus?

For Official use only October 10, 2008a CAM21 RS

. Toll Free Fax: (866) 035-T453
Toll Mumber; (205) 975-T453
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CHAPTER 4 — SCREENING VISIT 1

n M CAMUS Clinical Trial [

Demographic Data and Medical History Form (CAM21)

Dratt
Participant 11
2T Is 1]
Page Number
3.
Yes No Don't Know
_ 18 Disbetes. Probe with: Do you have diabetes, whether you take medication 1 2 3

for it or not?
If yes: a How long have you had diabetes? Dj . I:I years

Mon-insulin =~ Insulin Don't want

*?g dependent  dependent  to respond
b. Type of diabetes: 1 2 g
Yes No
c. Have you taken any oral agents for diabetes? 1 2
19. Endocrine disorder. Probe with: Do you have a pituitary, thyroid, or adrenal 1 2 3
gland disorder, or low testosterone?
#20. Liver disease. Probe with: Do you have hepatitis or cirrhosis? 1 2 3
21. Gastrointestinal disease. Probe with: Do you have ulcers, serious heartburn, 9 3
gastrointestinal bleeding, gallstones or other problems with your gallbladder,
¢ 5 hemorrhoids, polyps, Crohn's disease or ulcerative colitis, diverticulitis, or
pancreatitis?
22. 5kin disease. Probe with: Do you have psoriasis, chronic rash, or eczema? 1 2 3
23, Disease of the nervous system. Probe with: Do you have seizures, multiple 1 2 3

sclernais, Parkinson's, stroke, or muscle disease?

[ Ercluded if kwown primary sexrelagic conditions such ax multiple seferosis or Parkinson's disease, or ather weurologival disenies
| knows fo @ffect bladder function.

- .24. Cancer. Probe with: Do you have or have you had any cancer or carcinoma? 1 2 3

['m-.rm if histary or current evidence of caretnona of the prostate or bladder, or cancer that is not considered cured, except basal
¥

cell or squamous cell carcinoma of the skin (cured defined as no evidence of cancer within the past 5 years),

For Official use only October 10, 2008a CAM21 RS

Toll Free Fax: (866) 935-7453 .
. Toll Number: (205) 975-7453
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CHAPTER 4 — SCREENING VISIT 1

A M CAMUS Clinical Trial B

Draft Demographic Data and Medical History Form (CAM21)

Participant [
>[I TIsT T[]
3:’1 Page Number
L]
Yes No  Don't Know
25. Anemia. Probe with: Do you have anemia? 1 2 3
26, Blood disease other than anemia, Probe with : Do you have sickle cell, 1 2 3
leukemia, or a bleeding disorder?
27, History of urinary tract infections. Probe with : Do you have any of the 1 2 3

following urinary conditions: burning, frequency, urgency, hematuria, or
;g bladder spasm?
[Eccluded if o |
1. Active arinary fract infection or has andergans cystoscopy or bispsy af the prostate within one mongh prior o screening visic 1 OR |
| 2, Two documented UTTs of any type in the past year.
28, History of urinary retention. Probe with : Have you ever had an inability to
& urinate at all?

1 2 3

20, Prior history of gross or microscopic hematoria, Probe with : Have you
ever had visible or microscopic blood in your urine?

30, Prior biopsy of prostate. Probe wirh; Have you previously had a
biopsy of your prostate?
If yes, what was the date of your prostate biopsy?
r | V [ | |/ | I I ] | Exciuded if biopsy of the prostate witlkin the past 4 wmk.r.|
. mm il VYYY
ﬁ. Vasectomy. Probe with: Have you had a vasectomy?

If yes, what was the year? ED:D

wyy

1 2 3

32, History or current evidence of urethral stricture. Probe with: Do you 1
" currently or have you had a history of urethral stricture?

| Encluded .I_:.f_pd'l‘n'ﬂpﬁl‘il' haas history or current evidence af urethral strlemre]

33. Impotence. Probe with: Do you have any difficulty with erectile function?

—
-
Lad

34, Other genitourinary disease, Probe with: Do you have incontinence?
If yes, specify 2

Freluded if |
1. History er current evidence of pelvic radiarion or surgery OR
2. Bacterial prosiaritis within the past year OF
1. Daily use of a pad or device for incontinence reguired or a baseline [CSmalels |
scare = 14 ar baseline.

For Official use only October 10, 20083 CAM2] RS
Toll Free Fax: (866) 935-7453 .
Toll Number: (205) 975-7453
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CHAPTER 4 — SCREENING VISIT 1

B CAMUS Clinical Trial B

Draft Demographic Data and Medical History Form (CAM21)
Participant 1D

> LT Is] [ 1]

Page Numbser

Yes No Don't Know

-35. Infections disease. Probe with: Do you have any infectious diseases such as 1 2 3
*',? HIV, herpes, or tuberculosis?
'D. Family History (blood relations only) _ |
'36. Has anyone in your family been told by a physician that he has BPH? ] 2 3
5 If Yes, Check all that apply: || (1) Father [] (1) Two or more brothers
D {1) Maternal grandfather D (1) Paternal grandfather
g D (1) One maternal uncle D (1) One paternal uncle
- |:I (1) Two or more maternal uncles I:‘ {1) Two or more paternal uncles
[ 1) One brother [ ] (1) Other male relative
37. Has anyone in your family been told by a physician that he has prostate cancer? 1 2 3
= If Yes, Check all that apply: [ ] (1) Father []¢1) Two or more brothers
D (1) Maternal grandfather D (1) Paternal grandfather
[ ] (1) One materal uncle [ 1) One patemal uncle
D (1) Two or more maternal uncles D (1) Two or more paternal uncles
[ ](1) One brother [ ] 1) Other male relative

|E. BPH Symptoms _ _ ' |

“#38. How long have you had symptoms of BPH? E’:l . !:l years

Improved  Stabilized Worsened

39, Would you say that over the past year 1 2 3
your symptoms have ...

For Officlal e ouly October 10, 2008a CAM21 RS

Toll Free Fax: (866) 935-7453
! Toll Number: (205) 975-7453 .
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CHAPTER 4 — SCREENING VISIT 1

H i CAMUS Clinical Trial B
Demographic Data and Medical History Form {(CAM21)

Drall
Participant 10
2 T Isl [ 1]
Page Mumber
- 3,
-
Yes No Don't Know
40, Have you seen a physician or primary care provider within the past 5 years 1 2 3
about BFH symptoms?
4 If yes, what was...: & check all that apply in (a) - (d):
{a) Watchful waiting 1 2 3
B
(b) TURP or other surgical procedure ! 2 3
EJE:EMJEJ if anyp prior mr}gr’:&! iannrnIFm_,l"ﬂi'H.PH-l
. P 1 2 3
(¢} Prescription Medication
1 2 3

cl. Alpha-blocker

¥ ) '
If Yes, alpha-blocker Last taken: D:l/ r | £ |
mumn del Y
lf}rc!udm' if em alpha-blocker within one month prior to the first soreening wisit, i
y - L ]. 2 .'l!l
2. 5-alpha reductase inhibitor
If Yes,5-alpha reductase inhibitor last ! |.-" l I | | |
taken (e.g.finasteride): mm dd VYV
Exrh.-ded ifom S-alpha redictaze inhibior within 3 nonhs pn’-:rr.!L.'m_ﬁm .i-_:treem'n; VisEL
. 1 2 3
id} Phytotherapy
'l
i 5y h last :
4 If Yes, phytotherapy last taken I:I:l/ [TV HER
] mm dd Yy
Em!u.im’ if om pleytetherapy within 3 months prioe to the st sereandng viri. |
i
2 !
For Offickl uso ouly October 10, 20082 CAM21 RS
I Toll Free Fax: (§66) 935-T453 .
Toll Numnber: (205) 975-7453
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CAM 32 — Physical and Digital Rectal Exam Form (REVISED 10/10/08)

If it is not possible to schedule a physical at the SV1.0, this exam may be
postponed to the second screening visit (SV2.0).

The physical exam is to be performed by the PI in the protocol of the clinical site.
The form is to be completed by the Pl at the site.

Header information: The information in the header is critical to ensure data
guality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Field 7: Indicate whether or not a physical examination was performed.
If yes, complete questions 8-19.

Fields 8-18: All body systems should be examined and any abnormalities
noted.

Field 19: Record the prostate size. Circle the appropriate number indicating
nodules or indurations, asymmetry, suspicious for cancer, and tenderness.
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B CAMUS Clinical Trial .
oo Physical and Digital Rectal Exam Form (CAM32)
4 Visil Date Participant (D Page Number
S 1 7 7 5 I I I R A
': mim dd Y¥VY
. R Sited Staff ID
~"Circle the appropriate number Yes No

7. Was a physical examination done at this visit? 1 2 = If ""No", stop here.
o If "Yes", record below.

Normal  Abnormal= If abnormal, specify

8. Head, ears, nose, throat 1 2 =
-9, Eyes 1 2 =2
10 Neck {include bruits) 1 2 =
1. Heart 1 2 =
2. Lungs and respiration 1 I =
3. Abdomen (include bruits) 1 2 =
-l Liver 1 2
1.5. Musculoskeletal 1 2 =
16. Skin | 2 =
17 Meurological 1 2 =z

Excluded af screening visit § jf known primary newralogic conditions such as mulsiple sclerosis or Parkinson's disease, oF any ather
newrslogical diseases known 1o affect bladder fimction.

Normal  Abnormal = IF abnormal, specifly
2 =

"3.Urogenital 1

I Freluded af screening visit | if daily e of a pad or device for incontinence required, ara haseline [CSmaleld soore = 14,

3. Digital Rectal Examination (DRE) performed by a physician:

{a) Prostate size: D:[:[ gm

Cirele the appropriate number Yes No Don't Know

k) Nodules or indurations: 1 2 3
{c) Asymmetry: 1 2 3
1 2 3

(d) Suspicious for cancer:
[Fretuded at soreening visit 1 if history oF current evidence af earcinomd of the prostane or f:'l'f?d'ﬂ'(j

(e} Tendermess: 1 2 3
For Official use only -.,
E Toll Free Fax: (866) 935-7453 October 10, 2008 CAM32 RS -
Toll Number: (205) 975-T433
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CAM 31 - Vital Signs Form (REVISED 10/10/08)
The old forms for this study ask for the BP to be taken both lying down and standing.
For this study, you only need to take two consecutive measurements five minutes

apart, both sitting down

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: Enter the 3-digit site number.

Field 4: This field is pre-filled.

Field 5: Enter the visit number. Refer to the table.

Field 6: Enter the initials of the staff person completing the form.
Field 7: Check the appropriate visit type.

The vital signs have to be recorded at the first screening visit or the
second visit.

Field 8: Indicate whether or not vital signs were obtained. If yes, complete
questions 9-11.
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#1 CAMUS Clinical Trial B
% Dman Vital Signs Form (CAM31)

isit Date Participant 113 Sited Page Number
/0

¥ o ‘ " Visit Lype

Staff I

Visit Numb«:r"'m.gym DiWedkd | 2B-Week2B | S2=Wek52 | 7. [ -ctinic visit

12=552.0 12=Weck 12 A=Week 36 Al Week &l

3 |._—D 2=Week 24 | 4B=Wesk4B | T2=Week72 |
- ' [] etephone taterview

Circle the appropriate number Yes No
1 2

8. Were vital signs done at this visit?
= If ""No", stop here.
If " Yes", record below.

Y

¥

9. Height: ]:]j inches (In-Clinic Only)

% 10.Weight: [ ] ] ] pounds (In-Clinic Only)

11. Seated measurements (reading 1 taken immediately, reading 2 taken 1 minute later):

(a) Blood pressure reading 1 l | | |/ | | Immflg

Systolic Diastalic

(b) Heart rate reading 1 [:E]j bpm
- (¢) Time of Day 1 [TTT] Oax [Oeu

r {d) Blood pressure reading 2 I I I I/| I I |mmHg

Systolic Diastolic

T () Heart rate reading 2 Djj bpm

gl 13

For Official nse only October 10, 2008 CAM31 ES

- Toll Free Fax: (866) 935-7453 -
Toll Number: (205} 975-T453
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CAM23 — Concomitant Medication Form (REVISED 10/13/08)

Two separate medications can be reported on one form. For additional medications,
please use an additional CAM23 and enter the page number in field 3.

Since the number of pages required for these forms will vary with the patient,
page numbers have been omitted from these headers. Please be sure to fill in
the page number along with other header information.

Do not duplicate medications listed on the Urology Medication Tracking Form

(CAM 24).

Header information: The information in the header is critical to ensure data
guality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: Enter the page number.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Field 7: If SV1, indicate whether or not the participant has taken any
medications during the last 6 months. If this is not SV1, indicate whether or
not the participant has started or stopped any urology medications since the
last visit. If yes, complete fields 8-23.

Field 8: Enter the generic name of the medication.

Field 9: Enter the total dosage.

Field 10: Enter the dosage units. Refer to the dosage unit codes at the
bottom of the form.

Field 11: Enter the frequency of dose. Refer to the frequency codes at the
bottom of the form.

Field 12: Enter the mode of administration. Refer to the mode of
administration codes at the bottom of the form.
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Field 13: Enter the date the medication was started.
Field 14: Enter the date the medication was stopped OR check “Ongoing”.

Field 15: Indicate the primary reason for use or change.
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E Ll"!' CAMUS Clinical Trial .

o n Concomitant Medication Form (CAM23)
 Wisit Date Participant 1D Page Nunber
2NN 2ENEN e [T Is[ 11 =* [
mm dd ¥y
Wisil Mumber [ e1svis PYs— Pra— P Sitedt Stalf 1D

12Week 12 | 3=Week36 |  60=Week 60 S.I | J J r’:.l J |
24=Waek24 | 48=VWock4s | 7ieWeck7D |

(1]
(Do not duplicate medications listed on the Urology Medication Tracking Form (CAM24). Number page(s} in

; :::‘.apper right corner of the form. Yes No Don't Know
#3Circle the appropriate number '

1 2 3

7. If this is screening visit 1, has the participant taken any ) 2
medications during the last 6 months? If this is not screening o If "Yes", continue to complete below.
i el i s ici
I§1S]t 1, since the .[astlustt, has the participant started or & If "No", stop here.
stopped any medications 7

& "}l'[n-din:ntiml (Give generic name):

1Mk DOGHE& Units D = Tf "nther™, Spﬁci.f}'.‘

9. Total D :
0 g (See Codes below)
11. Frequency If "ather", 12.Mode of Adminisiration ._—,~>If "other”,
(§ee Codes below) Specify: {See Codes below) Specify:
Ongoing: Date Stopped fmmiddiyyyy)

SOETEEErD B e RSP

15. -:Pri,mary Reason for

Use or Change:

16. ?‘:'Iedicaliun {(Five generic name):

ad .
7. Total Dosage: 15. Dosage Units = 1T "other”, Specify:
I7. 2 ge (See Codes MM‘}D P
19, Frequency D If "ather" 20, Mode of Adminisiration d‘lf "other",
(See Codes below) Specily: {See Codes below) Specify:

Date Started (mmiddoyy) Ongoing: Date Stopped (mumiddivry)
EJW]T !I I [ ' ' D r = 22, I / | ,-'| | i

Egz_ﬁl’rhmrj' Reason for
~¥ Use or Change:

. § Dosage Units Codes: (1) mg, { 2) mog or ug, (3 ml or co, (4) units, (5) g, (6) Other (specify}
-_r:{ Frequency Codes: (1) Single Dose, (2) BID, (3) TID, (4) QID, (5) PRN, (6) Qdh, (7) Other (specify)
I Mode of Administration Codes: (1) Intravenous, (2) Oral, (3) Intra-museular, (4) Sub-lingual.
“i (5) Intra-urethral, (6) Patches, (7) Other (specify)
For OiTicial use only October 13, 2008 CAM23 RS

. Toll Free Fax: (866) 935-7453 .
Toll Number: (205) 975-7453
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CAM24 — Urology Medication Tracking Form (REVISED 10/13/08)

Two separate medications can be reported on one form. For additional medications,
please use an additional CAM24 and enter the page number in field 3.

Since the number of pages required for these forms will vary with the patient,
page numbers have been omitted from these headers. Please be sure to fill in
the page number along with other header information.

Header information: The information in the header is critical to ensure data
guality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: Enter the page number.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Field 7: If SV1, indicate whether or not the participant has taken any urology
medications during the last 6 months. If this is not SV1, indicate whether or
not the participant has started or stopped any urology medications since the
last visit. If yes, complete fields 8-21.

Field 8: Enter the generic name of the medication.

Field 9: Enter the total dosage.

Field 10: Enter the dosage units. Refer to the dosage unit codes at the
bottom of the form.

Field 11: Enter the frequency of dose. Refer to the frequency codes at the
bottom of the form.

Field 12: Enter the mode of administration. Refer to the mode of
administration codes at the bottom of the form.

Field 13: Enter the date the medication was started.

Field 14: Enter the date the medication was stopped OR check “Ongoing”.
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ek
od CAMUS Clinical Trial |
“ Bran Urology Medication 'I‘rackmg h:-rm (CAM24)
.1s|I D Participant D - m___l";é'r:hunﬂ:er o

[y Y CITTT] 3-|IIJSJ||J3-E|

mm _f_||':r'_||'
I - Staff I
Visit Number M=8V1E | Od=Veskd I=Week 2§ | 52=Week 52
4_D] | 12=Week 12 | 36=Werk 36 | m:m.n_km ' I i I

| 24=Week 14 | 48=Work 45 T2=Wesk

Do not duplicate medications listed on the Concomitant Medication Form (CAM23). Number page(s) in
-upper right comer af the form, -
Circle the appropriate number Yes No Don't Know

7. I thisis screening visit 1, has the participant taken any
: urology medications during the last 6 months? If this is not

m~=1 screening visit 1, since the last visit, has the participant P
“ T started or stopped any urology medications? If "No", stop here.

| 2 3
= If"Yes", continue to complete below.

Ar-Medication {Give generic name )

10, Dosage Units & If "other”,

2. Total Dosage:
f [See Codes below, Specify:
1. Frequency I “other". 12. Mode of Administration D;:. I.I' "mlhﬂ'".
{See Codes below) Specify: {8ee Codes below) Specify:
Date Started (wmiddiyryy) Omngoing: Date Sto Eld (/vy}
14,
JCOCLITT [ o= “[LJLL)

| [ Fvledication (Give generic name):

-
n

17. Dhosage Units g I "other",

. ._'I'crtnl Daosage:
et {See Codes below) Specify:
% Frequency If "other”, 19. Mode of .-tdministraﬁun':I;;If "other”,
{See Codes below) Specify: _____ $ee Codes below) Specify:
Drate Started jmemiddimy) Ongoing: Diate Stopped (mniddfyyy)
f a
A

Dosage Units Codes: (1) mg, { 2) meg or ug, (3 ml or e, (4) onits, (5) g, (6) Other (specify)

- ‘ Freguency Codes: (1) Single Dose, (2) BID, (3) TID, (4) QID, (5) PRN, (6) Qah, (7) Other (specify)
T

Muode of Administration Codes: (1) Intravenous, {2) Oral, (3) Intra-muscular, (4) Sub-lingual,
(5) Intra-urethral, (6) Patches, (7) Other {specify)

For Official use only October 13, 2008 CAM24 RS .

n Toll Free Fax: (866) 935-7453
Toll Nuniber: (205) 975-7453
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CAM41 — PSA Sample Collection (REVISED 10/10/08)

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).
Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

A PSA level above 10ng/ml is an exclusionary criterion.

All PSA levels for the study are done at the same laboratory. The blood
sample has to be collected and sent to the laboratory as set forth in the
section on sample collection.

When the PSA level comes back, it is recorded on this same form.

In the old forms where there is only one decimal place, please just

record the first number after the decimal. There is no need to round
up or down.

Field 7: Indicate whether or not a serum PSA sample was collected. If yes,
record the date of collection and complete fields 8-10.

Field 8: Indicate whether or not the serum PSA sample was shipped to
central lab.

Field 9: Record the date of shipment.

Field 10: Record the PSA results.
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ﬂ E CAMUS Clinical Trial
PSA Sample Collection (CAM41)

Draft

Wigit Diate Participant 1D :
VIOV = [[IJsrrry b
i dd Yy

Wisit Numbe 3 Sitedt

- s 01=5¥1.0 =Week 24 | B

COO TS [0 e[
I‘. .

TraWeck 72
—- Cirele the appropriate number

Qerum PSA: Yes No
¥ 9, Was a serum PSA sample collected at this visit?

: = I "Yes", record date of collection. D:I/] | I! I ! | |

Y¥¥¥

= If"No", STOP.
Yes No
1 2

&, *Was a serum PSA sample shipped to central lab?

=g #IF "Yes", record the date of shipment: | |£ r I,f"r | '
T fivm dd Yoy

:: 10. PSA results from Central Lab: D:ID] ng/ml

I For screening visit §, excluded if serum prostate specific antigen level = 10 ngdnl.

:‘ rl_'ﬂue.i not apply to sived® 277
For Official use only October 10, 2008 CAM41 RS
Toll Free Fax: (866) 935-7453
B o Number: 205 9757453 B
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CAM42 — Uroflow Measurement Form (REVISED 10/10/08)
This form records information from the Uroflow tests.
Peak flow rate < 4 ml/sec and voided volume < 125 ml are both exclusionary

criteria.

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Field 7: Indicate whether or not uroflow measurements were obtained. If
yes, complete fields 8-14.
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B E CAMUS Clinical Trial B
) Uroflow Measurement Form (CAM42)

Diraft
. Wisit Date Participant IT¥ Page Number
:': / 1]
ERENZENZnEEn > (T T IsT I 1]
3 mm dd YiyY
T Visit Number — - Site Staff I
| M=EVLD 12=Week 12 Ia=Wook M Gll=Week 60 5 P
;‘{ D:l | o2=5v20 24=Werk 24 4E=Week 4§ | TI=Week T2 ‘ :
Cirele the appropriate number Yes No

7. Were uroflow measurements done at this visit? 1 2

= If "No"', stop here.
If "Yes", record below.

8. Voiding time: [T 1] see
9. Flow time: Djj cer

o3

g
:.
' 10. Time to maximum flow: EDj SEC

11. Peak flow rate: D:l Dj ml/sec

For screeming visits 1 and 2: Excluded i peak flow rate is less than 4 m.f.r‘:c__.l

4 12, Mean flow rate: DjD:l ml/sec

13. Voided volume: D:]jj ml
# Earj:ﬁm'ng isits: Excluded if voided volume < 125 ml.|

14. Post-void residual: E[:I:’ ml

For Oificial use only October 10, 2008 CAM4Z RS

g Tall Free Fax: (866) 935-7453
m Toll Numbser: (205) 975-7453 .

.
]
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CAM45 — CBC, Serum Chemistries, Prothrombin Time and EKG Form
(REVISED 10/14/08)

The old forms only ask if the values were normal or abnormal.
The old forms have boxes that you place a mark in.

The new forms record actual values for all the laboratory measures.
The new forms have the codes ( 1, = yes, 2 = no, 3 = don’t know) that should be
circled.

Header information: The information in the header is critical to ensure data
guality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Field 7: Indicate whether or not a complete blood count was obtained. If
yes, complete a-e.

Field 8: Record the prothrombin time.

Field 9: Indicate whether or not a serum chemistry panel was obtained. If
yes, complete a-i.

Field 10: For baseline, 24, 48 and 72 week visits, indicate whether or not an
EKG was performed.

Recording whether an EKG is normal or abnormal with respect to
recent MI or active Ischemia should be based on a Final report
from a cardiologist.
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All attempts should be made to ensure that these reports are received in a timely
manner, so that the second screening visit and randomization visits can be
scheduled in a timely fashion.

If any values are abnormal, complete the adverse events form
(CAMS8L).
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B E CAMUS Clinical Trial B

— CBC, Serum Chemistries, Prothrombin Time and EKG Form (CAM45)

Wisit Drate Paricipam 1D Page Number

]-IIVI(LL-'”IIIII LI L IsT 1] *]

mm YNy

!-\J

Visit Nurmher [Cor=svin [ 12=Week12 | 36=Week36 | 60=Weck 60 St Stuff I
n [_l_l . MaWeek24 | 4SaWerkd8 | TreWerkT2 | 5. | | 6.

Circle the appropriate number

7. Complete blood count: Yes No
1 2

Was a complete blood count done at this visit? 2
If "WNo", skip to question 8. If "Yes", record below.

Normal Abnormal  Not Done

{a) Leukocyte count (WBC): Ijj . I:I:I thowemm 1 z 3

(b} Ervthrocyte count {(RBC): D:l . ED millfemm 1 2 3
(c} Hemoglobin: . grdl 1 2 3
{d) Hematocrit: , % i 2 3

(&) Platelet count: D] ) Dj thow/cmm 1 2 3

IT any values are abnormal, complete adverse events form (CAMBS1).

#. Prothrombin time:

| [ l[ | ISq_-ummsl F 'l ] | Upper limit of normal or control value (Seconds)  [INR: D . |:|:|

%, Serum chemistries:
Was a serum chemistry panel done at this visit? 1 2
If "MNo", stop. If"Yes", record below.

MNormal Abnormal  Not Done

wsim  [[TJ[TJwn 2
(b} Potassium: ! | ' ) L‘_‘[‘J meg/! 1 2 3
{c) Chloride: Ll | ] | |mean ! 2 3
(d) Bicarbonate: Dj ] |:]:| meg/) 1 2 3
(¢) Glucose: L[] Jmean 1 : 3
(f) Creatinine LI ] [mean . 2 3

{2) ALT (SGPT): Dj . ED UL 1 z 3
(h) AST (SGOT): (T I 1 2 3
(i) GGT: LT Jwn 1 2 3

8. Complete this section every Baseline, 24, 48 and 72 week visit only.
Electrocardiogram: 1 2 3

If any values are abnormal, complete adverse events form (CAMS1).
For Official use only October 13, 2008 CAM45 RS .

. Toll Free Fax: (866) 935-7453
Toll Number: (205) 975-7453
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CAM46 — Urinalysis Form (REVISED 10/10/08)

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Field 7: Indicate whether or not a urinalysis was performed. If yes, complete
fields 8-9

Field 8: Record the results based on the dipstick test.

Field 9: Record the results based on the microscopic urinalysis.
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5
e CAMUS Clinical Trial i
Urinalysis Form (CAM46)

Crraft

Wisit Date Participant 1D Page Number
I ; 1,
o LV 1 2 [IIIs[IT] N
N !1 ¥y¥yy
‘-.-"|s1l Mumber |T“‘“ l.[l | Siled Staff T
Circle the appropriate number Yes No
7. Was an urinalysis done at this visit? 1 2
= If "Yes", record the results below.
= If "No", stop.
o
& (8) Dvipstick
w100
' (] trace 1+ 2+ 34 4+
i {b) Glucose 1 v k) 4 1 &
() Blood 1 2 3 4 5 i
(1) Ketones l 2 1 4 5 6
(e) Protein 1 2 3 4 3 [
_ i) Leukocyte esterase 1 2 3 4 5 6
; (9) If dipstick is positive (= 0) for blood or [eukocyte esterase, send specimen for microscopic
“ urinalysis and code results below.
i RRE, 1.5, trace, h-15, I6-30, =30,
REEEVe, present, maderate ERY, innumerable,
WKL shight, rare frequent TNTC
(a) WBC 1 2 3 4 5
ib) RBC 1 2 3 4 5
{c) Epithelial cells 1 2 3 4 5
(d) Mucous 1 2 3 4 5
:,fé: (=) Bacteria 1 2 3 4 5
) {f) Casts hyaline 1 2 1 4 5
() Casts other 1 2 1 4 5
¢ ) For Official use only October 10, 2008 CAM46 RS
m Toll Free Fax: (866) 935-7453 [ ]
Toll Mumber: (205) 975-7453
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CAMA47 — Serum for Banking Form (REVISED 10/10/08)
If the patient has consented to it, a serum sample from the patient collected at the
first visit and the separation visit is to be sent to the NIDDK repository. The samples
are being collected and stored for future ancillary studies.

This form is used to identify patients whose sample is collected during SV1.0 and
sent to the NIDDK.

If no sample is collected, the reasons for not collecting are also recorded.

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Field 7: Indicate whether or not a serum sample was collected.

Field 8: Enter the date of collection if applicable.

Field 9: Indicate the reason specimens were not obtained if applicable.
Field 10: Indicate whether or not the sample was shipped.

Field 11: Enter the date of shipment if applicable.

Page 37
LAD 10/13/08



CHAPTER 4 — SCREENING VISIT 1

E‘l E CAMUS Clinical Trial B
—— Serum for Banking Form (CAM47)
Visit Date Participant D Page Number
R /0 /Y R B
N o Yy
Staf 11}

L

Visit Number =SV Sited

Circle the appropriate number

Yes Mo

" Was a serum sample collected at this visit?
i

s TV [V (T[T

!:i.' If "Yes", Date of collection:
T Iy

9.-;II' specimens were not obtained for CAM US, please indicate reason (Check only one).

D (1)Patient refused 1o give informed consent for CAMUS serum studies {banking).

r_—l (2)Patient was not asked to consider CAMUS serum studies (banking).

|:| (3)0ther, specify:

" Yes No
16 #Was a serum sample shipped to NIDDK repository? 1 2

1. TF "Yes", record the date of shipment: | I' LIV LL L]

mr dd Y

; i I
For Official use only October 10, 2008 CAM47 RS .

: Toll Free Fax: (866) 935-7453
. Toll Number: (205) 975-7453
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CAMT75 — International Prostate Symptom Score (IPSS) (REVISED 10/09/08)

This form is completed by the participant. The header information should be
completed by the study coordinator.

The old forms have boxes that you place a mark in.

The new forms record actual values for all the laboratory measures.

The new forms have the codes (1, = yes, 2 = no, 3 = don’'t know) that should be
circled.

Questions 7-13 assess the degree of discomfort BPH is causing the participant.

The answers are scaled from 0 to 5, 0 indicating no discomfort and 5 indicating a lot.
The AUA score is calculated by adding the scores of the answers to questions 7-13.
Questions 15 & 16 should also be completed but not included in the score.

The completion of the TPSS form completes all the requirements for the SV1.0.
Please fax completed forms to the DCC. Forms should be faxed in within 3 days of

the SV1.0.

Header information: The information in the header is critical to ensure data
guality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.
Fields 7-13: These fields are completed by the participant.
Field 14: The study coordinator enters the AUASS.

Fields 15-16: These fields are completed by the participant.
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! E CAMUS Clinical Trial .
— International Prostate Symptom Score (IPSS) For (CAMT75)
ra . . . '
' (AUA Symptom Score & IPSS Quality of Life Questions)
Visit Date Pasticipant 1D Page Number
f 2 kR
Ly » OLIs[T]
T dd YYYY
Visit Number [ gy svi 1i=Vreek 12 | J6=Week 36 | G0=Week 80 Sited Stalf ID
4, 02=SVZD M=Week 24 | dB=WeckdS | T2eWeek T2 3. 1_ i I ! B. I I |
— R
. This form is completed by the participant.
. [nstructions: For each question, circle the appropriate mumber that best describes your condition.
' less than less than  about more
motat | fime in halfthe  halfthe  than falf almost
all 3 Hme time the time ~ GIWays
7. Ower the past month, how often
. 0 1 2 3 -+ 5
have you had a sensation of not
emptying your bladder completely
after you finished urinating?
8. Over the past month, how often
. . 0 1 2 3 4 3
have you had to urinate again less
than two hours after you finished
urinating?
0. Over the past month, how often
. 0 1 2 3 4 5
have you found you stopped and
started again several times when
you urinated?
10. Over the past month, how often o 1 " T 4 5
have you found it difficult o -
postpone urination?
11. Over the past month, how often a | . g 3 5
have you had a weak urinary
siream?
12, Over the past month, how often )
A o 1 2 3 4 b
have you had to push or strain to
begin urination?
None I time 2 times 3 times 4 times 5 or more
13. Over the past month, how many times
times did you most typically get 0 1 2 3 4 5
up to urinate from the time you
went to bed at night until the
time you got up in the morming?
14. iTo be completed by the study coordinator: AUASS = ‘j:l:D
! {Total of items 7-13.)
| —
For Official use only October 9, 2008 CAMTS BS
Toll Free Fax: (866) 935-T453
. Toll Number: (205) 975-7453 -
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H E‘ﬂ CAMUS Clinical Trial .
International Prostate Symptom Score (IPSS) For (CAMT75)
et (AUA Symptom Score & IPSS Quality of Life Questions)
Participant [D Page Number

[T

02=5Y1Li Zd=Wiek 24 4f="Veck 45 TI=Week 72

* ED L

Wisit Number | 11=5%¥140 | uéwmuz ' JemWeek 36 Gll=Week &0 ‘

Dilighted — Pleased Maostly  Mived-abont  Maostly Unkhappy  Terrible
setisfied equally  dissatigfied
sentisfied and
dissatisfTed

215, If you were to spend the rest I 3 3 4 5 & 7
3 of your life with your urinary

condition just the way it is

now, how would you feel

about that?
o
Not at all Less than Less than  Abont half  More than Almost
1iimein  half the the time Fralf the always
5 [ime fume
16. Ower the past month, how 1 2 3 4 5 6

often when you felt the urge to
urinate, did you leak urine
before you could get to the
toilet?

For (MTicial use only Cctober 9, 2008 CAMTS RS

Toll Free Fax: (866) 935-7453 .
I Toll Number: (205) 975-7453
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Visit 2 (SV 2.0)

If the participant successfully satisfies the inclusion/exclusion criteria based on the
measurements during SV1.0, he will be scheduled for screening visit #2 (SV2.0).

IMPORTANT NOTES ABOUT SREENING

The screening period (from Screening Visit 1 to
randomization) should not exceed 6 weeks (42 days).

If a participant is not randomized within 6 weeks after Screening
Visit 1 (SV1.0), the participant must re-enter the screening
period in order to be considered eligible for randomization.
Thus, an eligible participant should return for randomization

within 6 weeks of Screening Visit 1.

The same screening number must be used when re-screening a

participant.

Randomization can be combined with Screening Visit #2 (SV2.0)

for the participant’s convenience.

FORMS FOR SV2.0

CAM Form Procedure Completed By
31 Vital Signs Study Coordinator
32 Physical and DRE Principal Investigator
41 PSA Study Coordinator
42 Uroflow Measurement Study Coordinator
45 Hematology and EKG Study Coordinator
74 Bladder Function Participant
75 International Prostate Symptom Score (IPSS) | Participant
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CAM 31 - Vital Signs Form (REVISED 10/10/08)
The old forms for this study ask for the BP to be taken both lying down and standing.
For this study, you only need to take two consecutive measurements five minutes

apart, both sitting down

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: Enter the 3-digit site number.

Field 4: This field is pre-filled.

Field 5: Enter the visit number. Refer to the table.

Field 6: Enter the initials of the staff person completing the form.
Field 7: Check the appropriate visit type.

The vital signs have to be recorded at the first screening visit or the
second visit.

Field 8: Indicate whether or not vital signs were obtained. If yes, complete
questions 9-11.
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#1 CAMUS Clinical Trial B
-5 Dmn Vital Signs Form (CAM31)

Yisit Dhate Participant 1 Sited Page Mumber
/ . 3 41
LYy (L]~
C, mm dd vy

Visit Lype

Visit Mumber | g1=8¥10 04=Week 4 2R Week I8 E2=Week 52 | Staff 1D 7. D In-Clinke Visit
- I2=5%2.0 12=Weck 12 3=Week 36 il Week &l G, ED
B I:D 24=Week 14 AR="Week 48 TI=Week T2 |

- ' [] wetephone Tnterview
Circle the appropriate number Yes No
1 2

8. Were vital signs done at this visit?
= If "No", stop here.
It "Yes", record below.

Y

aeh

" o Height: [ ] | inches (in-Clinic Only)

% 10. weight: [ [ ]| pounds (InClinic Osly)

11. Seated measurements (reading 1 taken immediately, reading 2 taken 1 minute laterk:

{a) Blood pressure reading 1 l | I/ | | Immflg

Systolic Diastolic

(b} Heart rate reading 1 [:ED bpm
- (c) Time of Day 1 [T 111 Oa Om

r {d) Blood pressure reading 2 I I | I/| I | |mmHg

Systolic Diastolic

' {e) Heart rate reading 2 I___|:L__| bpm

“Fagl, WA

For Qfficial nse only October 10, 2008 CAM31 RS

i Toll Free Fax: (866) 935-7453
£ Toll Number: (205) 975-7453
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CAM 32 — Physical and Digital Rectal Exam Form (REVISED 10/10/08)

If it is not possible to schedule a physical at the SV1.0, this exam may be
postponed to the second screening visit (SV2.0).

The physical exam is to be performed by the PI in the protocol of the clinical site.
The form is to be completed by the Pl at the site.

Header information: The information in the header is critical to ensure data
guality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Field 7: Indicate whether or not a physical examination was performed.
If yes, complete questions 8-19.

Fields 8-18: All body systems should be examined and any abnormalities
noted.

Field 19: Record the prostate size. Circle the appropriate number indicating
nodules or indurations, asymmetry, suspicious for cancer, and tenderness.
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[ ] [E CAMUS Clinical Trial B
Physical and Digital Rectal Exam Form (CAM32)

Coraft
& Visil Deate Participant  [D Page Number
£ I. S ER
- (TVLLVYLOLTL] = LI IsT 1T
# mim dd YIVY
: . E— Site# Staff T
Vigit Number §1=SVLE .
ey s, 6.
g [[] (v [T ] .
* Cirele the appropriate number Yes No
7. Was a physical examination done at this visit? 1 2 = If "No", stop here.
o If ""Yes", record below.
Normal  Abnormal= If abnormal, specily
8. Head, ears, nose, throat 1 2 =
9. Eyes 1 2 =
1_0. Weck (include bruits) 1 2
“1. Heart 1 2 2
2. Lungs and respiration 1 2 =
-3, Abdomen (include bruits) 1 .
i4. Liver 1 2 =
15. Musculoskeletal 1 2 =
16. Skin 1 2 =
17.Neurological 1 2 =

Ercluded ar mreem'n,g wisis | [.F-"m.'?"rl'ﬂ primany Mkrﬂfggj,: corditions such ar m|.-|';j‘|;||'c sclerosis or Parkingon's ditease, oF any ather
newrslopival disease: known 1o affect badder fimetion

Normal  Abnormal = IT abnormal, specily

“3.Urogenital 1 2 2

! Freluded o screening visit | if daily wse of @ pad or device for incontinence required, ora haseline ICSmalel® seore = 14,

13, Digital Rectal Examination (DRE) performed by a physician:

{a) Prostate size: D:[:[ gm

Circle the appropriate number

Yes No Don't Know

ik} Nodules or indurations: 1 2 3
{c) Asymmetry: 1 2 3
1 2 3

id) Suspicious for cancer:
[Eretuded at screening visit 1 if history oF current evidenee af carcinoma of the prostale oF bl’f?d'a’rj

{e) Tenderness: 1 2 3
For Official use only -
E Toll Free Fax: (866) 935-7453 October 10, 2008 CAM32 RS .
Toll Number: (205) 975-7453

Page 46
LAD 10/13/08



CHAPTER 5 — SCREENING VISIT 2

CAM41 — PSA Sample Collection (REVISED 10/10/08)

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).
Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

A PSA level above 10ng/ml is an exclusionary criterion.

All PSA levels for the study are done at the same laboratory. The blood
sample has to be collected and sent to the laboratory as set forth in the
section on sample collection.

When the PSA level comes back, it is recorded on this same form.

In the old forms where there is only one decimal place, please just

record the first number after the decimal. There is no need to round
up or down.

Field 7: Indicate whether or not a serum PSA sample was collected. If yes,
record the date of collection and complete fields 8-10.

Field 8: Indicate whether or not the serum PSA sample was shipped to
central lab.

Field 9: Record the date of shipment.

Field 10: Record the PSA results.
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i Y CAMUS Clinical Trial 5]
Dral PSA Sample Collection (CAMA41)
izit Diate Participant 1D l"n.gr:Numher.*
: YTy = I I ] -~
wm dd y¥YY
“isit Mumber PR T owek2t | Sitedt Staff 11
o = B e i i R
7 Circle the appropriate number
Yes Nn

Qerum PSA:
¥ 7, Was a serum PSA sample collected at this visit?

2 I "Yes", record date of collection. D:VJ I I.-" I ! | I

i

= If"No", STOP.
Yes N
1 2

5. ¥Was a serum PSA sample shipped to central lab?

=g #If "Yes", record the date of shipment: | |f r I;’r | '
i P dd Wy

:: 10. PSA results from Central Lab: D:I,Dj ng/ml

I For screening visit [, excluded if serum prostate speeific antigen level = 10 ngdnl.

:‘ rl_'ﬂue.-z not apply fo sited 277
For Official use only October 10, 2008 CAM41 RS
Toll Free Fax: (866) 935-7453
B roi Number: 205) 9757453 B
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CAM42 — Uroflow Measurement Form (REVISED 10/10/08)
This form records information from the Uroflow tests.
Peak flow rate < 4 ml/sec and voided volume < 125 ml are both exclusionary

criteria.

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Field 7: Indicate whether or not uroflow measurements were obtained. If
yes, complete fields 8-14.
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B E: CAMUS Clinical Trial B
) Uroflow Measurement Form (CAM42)

Draft

% Wisit Drate Participant 103 Page Number
Oy y oL » (T IsT I 1] (1]

nm dd Yy

1 WVisit Mumber — —_— Sitef Staff 11

£ | M=SVLD 12=¥Woek 12 36=Week 36 | G0=Veck 60 5. I_I_J—_l 6. I:l:l

i3 |I| | 02=5V20 _y='r1.ech14 -ﬂ_:ﬁaeua T2=Wick T2

Circle the appropriate number Yes No

7. Were uroflow measurements done at this visit?

= If "No™, stop here.
If "Yes", record below.

%, Voiding time: [T 1] se
9. Flow time: Djj ger

ot i

g
%
' 10, Time to maximum flow: ED] SEec

11, Peak flow rate: D:l Dj ml/sec

For screening visits I and 2: Excluded | peak flow rage is less i 4 mi.r‘;ezl

i 12. Mean flow rate: D:]D:l ml/sec

13. Voided volume: D:]:D ml
& Eﬂrﬂ:ﬂnhg wisits: Excluded if voided volume < 125 ml. |

14. Post-void residual: EEI:’ ml

For Official use only October 10, 2008 CAM4Z RS

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

Page 50
LAD 10/13/08



CHAPTER 5 — SCREENING VISIT 2

CAM 45 — CBC, Serum Chemistries, Prothrombin Time and EKG Form
(REVISED 10/14/08)

The old forms only ask if the values were normal or abnormal.
The old forms have boxes that you place a mark in.

The new forms record actual values for all the laboratory measures.
The new forms have the codes ( 1, = yes, 2 = no, 3 = don’t know) that should be
circled.

Header information: The information in the header is critical to ensure data
guality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Field 7: Indicate whether or not a complete blood count was obtained. If
yes, complete a-e.

Field 8: Record the prothrombin time.

Field 9: Indicate whether or not a serum chemistry panel was obtained. If
yes, complete a-i.

Field 10: For baseline, 24, 48 and 72 week visits, indicate whether or not an
EKG was performed.

Recording whether an EKG is normal or abnormal with respect to
recent MI or active Ischemia should be based on a Final report
from a cardiologist.

All attempts should be made to ensure that these reports are received in a timely
manner, so that the second screening visit and randomization visits can be
scheduled in a timely fashion.

If any values are abnormal, complete the adverse events form (CAM81).
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B E CAMUS Clinical Trial B

CBC, Serum Chemistries, Prothrombin Time and EKG Form (CAM45)

Drraft
Visit Date Participant 1D Pape Number
NSNS EREEE = LI [ [sT T[] ]
mim el WYY
Cry e RS TR RS | T T

Circle the appropriate numhber

7. Complete blood count: Yes No
Was a complete blood count done at this visit? 1 2
If "No", skip to guestion 8. 1f "'Yes", record below.

Normal Abnormal  Not Done

{a) Leukocyte count (WBC): Ijj ] I:I:I thow/cmim 1 1 3
(b} Ervthrocyte count (RBC): |:|:| . ED millfemm 1 2 3

1 2 3

(c) Hemoglohin: . gldl
{d) Hematocrit: . T 1 2 3

(&) Platelet count: Dj . Dj thoufcmm 1 2 3

IT any values are abnormal, complete adverse events form (CAMS1).

8. Prothrombin time:
ED ) [:l:] Seconds I:D D:' Upper limit of normal or control valee (Seconds)  INR: D . |:|:|

%, Serum chemistries: Yes No
Was a serum chemistry panel done at this visit? 1 2

It "MNo', stop. IT "'Yes", record below.
MNormal Abnormal  Not Done

{a) Sodium: | ] | ] | | i medy] 1 3 3
(b} Potassium: L] ] | | [ J meg/ 1 2 3
{c) Chloride: ] | ] | |mean ! 2 3
{d) Bicarbonate: D:l . meq 1 2 3
(o) Glucose: | | | I | Imuq-'l 1 2 3
(1) Creatinine Ll 1 L] Jmean ! 2 3
(21 ALT (SGPT): D:f.l:r__fmﬂ. 1 2 3
(h) AST (SGOT): ]:l:' ED L 1 2 3
(i) GGT; [T Jwn i 2 3

8. Complete this section every Baseline, 24, 48 and 72 week visit only.
Electrocardiogram: 1 2 3

If any values are abnormal, complete adverse events form (CAMS1).

For Official use only October 13, 2008 CAM45 RS
. Toll Free Fax: (866) 935-7453 .
Toll Number: (205) 975-7453
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CAM74 — Bladder Function Form (REVISED 10/09/08)

The CAM74S is the Spanish version of the form. If needed the participant’s should
be provided with the services of a translator to help fill in these forms.

The Study Coordinator completes fields 1-6 AND field 13.

The participant completes fields 7-12 AND field 14.

Header information: The information in the header is critical to ensure data
guality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.
Fields 7-12: The participant completes these fields.

Field 13: The Study Coordinator calculates the ICSmalelS Score.

Field 14: The participant completes this field.
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1 T CAMUS Clinical Trial B

Bladder Function Form (CAM74)

Draft
Visit Data Participant [ Page Number
aENZENZEEEE 2 [T IsT T[] s[1]
mim dd FYYY
6-Week 36 | G0=Week 60 | Sited StafTID

0 Wisit Mumber | 2=8V2.0 ‘ 12k 12 -

e el el e w L

~ 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. For each question, circle the appropriate number that best describes
- your condition. Please answer each question, thinking about the symptoms you have experienced in the last
memrh, You will see that some guestions ask how often you have a symptom:
Occasionally = less than one third of the fime
Sometimes = between one and two thirds of the time
Most of the time = more than twe thivds of the time

Never Occasionally Sometimes Most of  All of the
g the time time
. In the past month how often:

7. Ind you have to rush to ] 1 2 3 4
the toilet to urinate?
&. Did urine leak before you 0 1 2 3 4
could get to the toilet?
9, Did unine leak when you 0 1 2 3 4
coughed or sneezed?
10. Did you leak for no 0 1 2 3 4
obvious reason ancd
without feeling that you
wanted to go?
11. Dvd you leak urine when 0 1 2 3 4
you were asleep?
12. Did h Light
id you have a sligh o i 2 3 4

wetting of your pants a
few minutes after you had
finished urinating?

1A lTu be completed by the study coordinator:  ICSmalel§ Score =D:D:’ ]-
I (Total of ftems 7-12, _

For Official use only Cctober 9, 2008 CAMT4 RS

Taoll Free Fax: (866) ¥35-7453 .
l Toll Number: (205) 975-7453
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B E:l] CAMUS Clinical Trial ||

Drait Bladder Function Form (CAM74)
Participant L Page Number

LI B

igit Mummber
Visit Number a0 13-Week 12 | M=Week 36 | 60=Week 60
o D:I 14=Werk 24 | 45=WeekdS | T2aWeek 72

Very Moderately ~ About Moderately ~ Very
dissatisfied dissatisfied equally  satisfied satisfied
satisfied
and
dissatisfied

14. If you had to spend the rest of
your life with your urinary or 1
bladder function just the way it is
now, how would you feel about
that?

[
L
e
L

=, For Official use only October 9, 2008 CAMT74 RS
H Toll Free Fax: (866) 935-7453
Toll Namber: (205) ¥75-T453
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CAMT75 — International Prostate Symptom Score (IPSS) (REVISED 10/09/08)

This form is completed by the participant. The header information should be
completed by the study coordinator.

The old forms have boxes that you place a mark in.

The new forms record actual values for all the laboratory measures.

The new forms have the codes (1, = yes, 2 = no, 3 = don’'t know) that should be
circled.

Questions 7-13 assess the degree of discomfort BPH is causing the participant.

The answers are scaled from 0 to 5, 0 indicating no discomfort and 5 indicating a lot.
The AUA score is calculated by adding the scores of the answers to questions 7-13.
Questions 15 & 16 should also be completed but not included in the score.

The completion of the TPSS form completes all the requirements for the SV1.0.
Please fax completed forms to the DCC. Forms should be faxed in within 3 days of

the SV1.0.

Header information: The information in the header is critical to ensure data
guality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.
Fields 7-13: These fields are completed by the participant.
Field 14: The study coordinator enters the AUASS.

Fields 15-16: These fields are completed by the participant.
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! E CAMUS Clinical Trial .
. International Prostate Symptom Score (IPSS) For (CAMT5)
orat (AUA Symptom Score & IPSS Quality of Life Questions)
Visil Date Pasticipant 1D Page Number
Y LY L > T Is[ ] 1] 1]
il dd Y¥YY
Site# Stalt ID

Visit Number [Ty _evin T—Week 12 | J6aWeck 36 | GI=Weki 60
N D:I 02=5V20 Ji=Week 24 | dE=WorkdE | TiWeek 72 > EDj o EEI

__J

SRET e
-

. This form is completed by the participant.
. Instructions: For each question, circle the appropriate niember that

hest describes vour condition,

less thar legs than  about e
notal | fme in halfthe  halfthe  tham half ~ aimost
all 5 tme time the fime ~ Ghvays

7. Ower the past month, how often
) 0 1 2 3 4 5
have you had a sensation of not
emptying your bladder completely
after you finished urinating?
8. Over the past month, how often
; . 0 1 2 £ 4 3
have you had to urinate again less
than two hours after you finished
urinating?
0, Over the past month, how often
. 0 1 2 3 4 3
have you found you stopped and
started again several times when
you urinated”?
10. Over the past month, how often
. - 0 1 2 3 4 ]
have you found it difficult to
postpone urination?
11. Over tEtue past month, hq:-?w often 0 | . . P ;
have you had a weak urinary
stream?
12, Over the past month, how often }
. o 1 2 3 4 b
have vou had to push or slrain to
begin urination?
None 1 time 2 times 3 tirmes 4 times 5 oF more
13. Over the past month, how many times
times did you most typically get 0 1 2 3 4 5
up to urinate from the time you
went to bed at night until the
time you got up in the morning?
14, iTn be completed by the study coordingfor: AUASS = D__—I:D
! {Total of items 7-13.)
| —
For Official use only Cetober 9, 2008 CAMT7S BS
Toll Free Fax: (866) 9357453
. Toll Number: (205) 9757453 -
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%

H Eﬂ CAMUS Clinical Trial .
International Prostate Symptom Score (IPSS) For (CAMT75)
ra (AUA Symptom Score & IPSS Quality of Life Questions)
Participant [D Page Number

[T

Je=Week 36
48="Weck 48

T 1z=Week12

Visit Number 01=5v1.40
4=Weck 24 TI=Week 72

ST N

ll=Week 60 ‘

Delighted  Pleased Maostly  Mived-abont  Mostly Unkhappy  Terrible
satisfied equally  dissatisfied
satified and
dissatizfTed

15, If you were to spend the rest I 3 3 4 5 & 7
of your life with your urinary
condition just the way it is
now, how would you feel

about that?
4
Nat at all Less ihan  Lessthan  Abont half  More than Almast
Irimein  half the the time falf the alwiys
5 time fime
16. Owver the past month, how 1 2 3 4 5 6

often when you felt the urge to
urinate, did you leak urine
before you could get to the
toilet?

For Official use only October 9, 2008 CAMTS RS

Toll Free Fax: (866) 935-T453 .
I Toll Namber: (205) 975-7453
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Once a patrticipant is determined to be eligible for the study, a medical kit number
can be obtained by visiting the CAMUS website https://www.camus.uab.edu. The
following screen shot displays the home page.

2 CAMUS - Complementary and Alternative Medicine for. Urological Symptoms - Microsoft Internet Explorer

File Edit Wew Favorites Tools  Help

: s *\ =y ._.'-'-_ 5 g Tk = P
O O RNEAG P s @3- % - B

: Address .@;‘} https: /v, camus.uab.edufDef ault, aspx V: Go ! Links 2%

A

. Complementary and Allernalive Medicine

Rk Jor
camus Uralog&'cal Sympt DS

Welcame to the Complementary and Alternative Medicine for Urological Symptoms website for patients and
visitors. This site has been designed to prowide information regarding the CAWUS trial in general, CAWTTS
clinical investigators and their sites, links to other prostate-related mformational websites and linkes to MIH
supporting offices.

The Complementary and Alternative Medicine for Urelagical Symptoms (CAMUS) Trialisa
clinical trial supported by the National Institute of Diabetes and Digestive & Kidner Diseases,
National Center for Complemeniary and Alternative Medicine, and the Office of Dietary
Supplements. CAMUS is composed of 11 main Clinical Trial Sites, and a Data Coondinating
Center. CAMUS is cammitied to evaluating therapeutic aptions for patients with benign prosiaie
Sy IIPEQ TS,

Email: |

Password: |

e For more mformation about the clinical trial, click on the Clinicad Triad
o Foralist of prostate-related links, click on the Belaied Dinks
o [Fyouare a CANMUTSE member Institution, clhick on the CAMUS Membars

Motwithstanding any language to the contrary, nothing contained herein constitutes, nor is mntended to
constitute, and offer, mducement, protise, or contract of any kind. The data contaned herein are for
wformational purposes only and are not represented to be error free. Any links to non-TTAR mnformation are
provided as a courtesy. They are not mtended to constitute, nor do they constitute, an endorsement of the

linked materials by the University of Alabama at Birmingham.

ﬂ;‘] Done é G Internet
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Once you enter the website, you will be prompted to click on one of three options.

23 CAMUS - Complementary and Alternative Medicine for Urological Symptoms - Microsoft Internet Explorer

:© File  Edit

@ Back -

Wiew

Favorites

) - [®)
i

Tools  Help ;f

A, N . = ey T I 25
@ (al | /- ! Search E_\(Favontes Q-ft S~ e ﬂ _J ﬁ .:‘

T
i Address .’g‘] https:{ v, camus, uab.edufportal aspx V| G0 : Links 2

. Complementary and Allernalive Medicine

Jor
Urological Symploms

CAMWITE-Private Information for Site: 270

-Enroll Participant
-Protocol

-Log Off

Notwithstanding any language to the contrary, nothing contamned herein constitutes, nor s intended to constitute, and offer, inducement,
promise, or contract of any kind. The data contained herein are for informational purposes only and are not represented to be error free,
Any links to non-TTAB information are provided as a courtesy. They are not mtended to constitute, nor do they constitute, an endorsement

of the linked matenials by the Tiversity of Alabama at Birmingham

SEJ Dane

é 0 Internet
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To enroll a participant, click on ‘Enroll Participant’. The screen shot below displays
the Eligibility and Randomization Form (CAMO1). The screens will guide you
through the eligibility criteria. If any of the criteria are violated the system will not let

you enroll the patient.

It is important to correctly enter the Participant ID number which begins with 101. If
you enter 001, the enrollment cannot proceed. Also, if there is no activity detected
for a while you could be logged out of the system. In this case, please log on again

and re-start the enrollment process.

If you have any technical issues, please call the help desk at
205-934-7662.

23 CAMUS Clinical Trial - Microsoft Internet Explorer

EEX

: fle Edit View Favorkes Tooks  Help
Qe - © |ﬂ g T O search Slgravortss @) G- @ - [ ) ol 3
ddess ] https: s, camus, usb. dufenroll aspx T - T B s
~
CAMUS Clinical Trial
Eligibility and Randormization Form{(CAMOT)
Log out | Home
Site Mumber 270
Participant ID [
2 mnst be checked "Yes" in order for a participant to be eligible.
1. Is the particpant a male at least 45 years of age? ‘--- select -zl
2a. Was the participant's peak urinary flow rate at least 4 mlisec at both screemng visits? ‘: isg!ec}i‘zi
2b. Was the participant's woided wolume at least 125 ml at both screemng visits? ‘—— select — Vi
3. Was the participant's ATTA symptom score greater than or equal to 8 and less than or equal to 24 at both screening wisits ‘ select - V_!
o Enter ATA symptom score-3W1.0 \ |
o Enter ATTA symptom score-SV2.0 { J
4. Did the participant voluntarily sign an informed consent agreement prior to the performance of any study procedures? i——_s_z_a‘_i_—e_g_t - -’:—I
d "ITO" for study participation,
1. Has the participant had any prier invastve nterventions for BPH? {-- select - ﬂ
2. Has the participant taken phytotherapy for BPH within 3 months prior to screening wisit I7 ‘ select - ’:I
3. Has the participant taken a 5-alpha reductase inhibitor within 3 months prior to screening visit I7 [ select - V]
4. Has the particpant taken an alpha blecker within ene month prior te screening wisit I? | -- select 7V:i
5. Has the participant had an allergic reaction to Serenoa repans? {-- select - ¥
6. Has the particpant taken phenylephrine, pseudoephedrine, tricyclic antidepressants, an anticholinergic, or cholinergic medication within 4 weeks of the ‘ e jl
screening wisit 1 (Exception: topical anticholinergic eve drops used for glaucoma)? - ==
7. Has the particpant taken estrogen, androgen, any drug productin andogrogen suppression, or anabolic sterroids within & months prior to screening visit I7 [ select — ¥
SR i i b i e e soni M s i L st st At sttt L e AT AR i = b
&] Done S @ nterret
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Forms required for the baseline visit:

Form Number Procedure Completed By
CAMO1 Eligibility and Randomization Study Coordinator
CAM45 Hematology and EKG Study Coordinator

CAM23/24 Assessment of Medicine Study Coordinator
CAM 61 BPH Outcome Events Study Coordinator
CAM 71 Jenkins Sleep Dysfunction Participant

Scale
CAM 72 Erectile Function Participant
CAM 73 Ejaculatory Function Participant
CAM 76 BPH Impact Index Participant
CAM 78 NIH-Chronic Prostatitis Participant
Symptom Index

CAMOL1 - Eligibility and Randomization Form (REVISED 10/13/08)

This is the paper version of what you will see when you are ready to randomize the
patient via the web-based enrollment system.

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1. Enter the date for which you are completing the form (month, day,
and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4. Paste the Medication Kit # label.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Fields 7-10: These fields contain the inclusion criteria. The answers to all

inclusion criteria must be circled ‘Yes’ in order for a patient to be eligible for
randomization.
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Fields 11-34: These fields contain the exclusion criteria. The answers to all
exclusion criteria must be circled ‘No’ in order for a participant to be eligible

for randomization.

Fields 35-36: These fields are provided by the DCC.
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. E CAMUS Clinical Trial .
Eligibility and Randomization Form (CAMO1)
Draft
Complzted oa Participant [1¥ Page Number
B I I 72 I I I I e I I Y I e
TOEL dd Y
Medication Label Site# ST I
4, 5.I I | | r:.| | I

1

‘Circle the appropriate number below
Instructions: Complete this form during both screening visits. Enter eligibility data in the CAMUS Web
‘Data Entry System to recetve a random treatment group assignment (in section C) for eligible participants.

|4, Eligibility Inclusion Criteria (Al inclusion criteria must be circled "Yes"
| L in order for a participant to be eligible.)
ki ' Yes No
7. Is the participant a male at least 45 vears of age? 1 2
Ha. Was the participant’s peak urinary flow rate at least 4 mifsec at both screeming I 2
visits?
. 8b. Was the participant’s voided volume at least 125 ml at both screening visits”? 1 2
‘9. Was the participant's AUA symplom score greater than or equal to 8 and less 1 5
than or equal to 24 at both screening visits?
1 2

10, Did the participant voluntarly sign an informed consent agreement prior to
the performance of any study procedures?

(All exclusion criteria must be circled "No" in
order for a participant to be eligible.)

E. Eligibility Exclusion Criteria
| 1

Yes No
i1, Has the participant had any prior invasive interventions for BPH? I 2
12, Has the participant taken phytotherapy for BPH within 3 months prior to 1 2
screening visit 17
4
13, Has the participant taken a 5-alpha reductase inhibitor within 3 months prior 1 2
o screening visit 17
14. Has the participant taken an alpha blocker within one month prior to 1 2
screening visit 17
;I.IS. Has the participant had an allergic reaction to Serenoa repens? 1 2
: For Official use only October 13, 2008 CAMOL RS
E Toll Free Fax: (866) 935-7453 .

Toll Number: (205) 975-7453
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Draft

CAMUS Clinical Trial

Participamnt [T

Eligibility and Randomization Form (CAMO01)

Page Numhber

2 |

sTTT ] CE

- Yes No
:i!fr. Has the participant taken phenylephrine, psendoephedrine, mcyclic 1 2
antidepressants, an anticholinergic, or cholinergic medication within 4
¢ weeks of the screening visit 1 (Exception: topical anticholinergic eye drops
used for glavcoma)?
17. Has the participant taken estrogen, androgen, any drug producing androgen 1 2
suppression, or anabolic steroids within 6 months prior to screening visit 17
18, Does the participant have known clinically significant renal impairment 1 2
i lie., creatining > 2.0 mg/dL)?
9, Does the participant have an ALT(SGPT), AST(SGOT) or GGT value greater 1 3
. than 3 times the npper limit of normal, confirmed on a second measurement?
). Does the participant have a prothrombin time greater than 3 seconds above the 1 2
upper limit of normal or more than 3 seconds above the control value?
21. Does the participant have an electrocardiogram reading that suggests active 1 2
ischemia?
22, Is the participant’s PSA level greater than 10 ngfml at screening? 1 2
23, Does the participant require daily use of a pad or device for incontinence, or 1 2
have an ICSmalelS score =14 at baseline?
24. Has the participant had an unstable medical condition within the past 3 months? 1 2
75, Does the participant have a history of or current evidence of carcinoma of 1 2
3 the prostate or bladder, pelvic radiation or surgery, urethral stricture or
. prior surgery for bladder neck obstruction?
26. Does the participant have active urinary tract disease or has the participant 1 2
undergone cystoscopy or biopsy of the prostate within 1 month prior to
screening visit 1 or does he have an imminent need for urclogic surgery?
: For Official use only October 13, 2008 CAMO1 RS
B Toll Free Fax: (866) 935-7453 ]
i Toll Mumber: (205) ¥75-7T453
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ﬁ E] CAMUS Clinical Trial
Eligibility and Randomization Form (CAMO1)
Draft
Participant D Page Number

o I 3 I I N

.. o
27. Does the participant have known primary neurologic conditions such as
% multiple sclerosis or Parkinson's disease or other neurological diseases :
known to affect bladder Nunction?

_78. Has the participant had documented bacterial prostatitis within the past year? 1

29, Has the participant had two documented independent urinary tract infections
of any type in the past year?

30, Does the participant have a known severe bleeding disorder or need for
ongoing therapeutic anticoagulation with coumadin or heparin?

51 Does the participant have cancer which is not considered cured {except basal
_ ‘-’7‘3 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
' siudy entry. A history of bladder cancer or prostate cancer is exclusionary
% whether the participant is considered cured or not?

32, Is the participant unable to follow protocol directions due to organic brain or 1
psvehiatric disease?

33. Does the participant have a history of alcohalism or any other substance 1
abuse, which, in the opinion of the investigator, would affect compliance

with the protocol?

34. Does the participant have any serious medical condition likely to impede 1
successful completion of the long-term stdy?

BT

.

No

=3

[u]

bt

]

‘C Randomization (provided by DCC)

135, Date randomized: | | [/l | ]/I i
pry ad

[ ]
wyy

x

36, Med Kit #: il T [ [ ]

For Official use only October 13, 2008 CAMO1 RS

Toll Free Fax: (866) 935-7453
B Toll Number: (205) 975-7453
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CAM 45 — CBC, Serum Chemistries, Prothrombin Time and EKG Form
(REVISED 10/14/08)

The old forms only ask if the values were normal or abnormal.
The old forms have boxes that you place a mark in.

The new forms record actual values for all the laboratory measures.
The new forms have the codes ( 1, = yes, 2 = no, 3 = don’t know) that should be
circled.

Header information: The information in the header is critical to ensure data
guality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Field 7: Indicate whether or not a complete blood count was obtained. If
yes, complete a-e.

Field 8: Record the prothrombin time.

Field 9: Indicate whether or not a serum chemistry panel was obtained. If
yes, complete a-i.

Field 10: For baseline, 24, 48 and 72 week visits, indicate whether or not an
EKG was performed.

Recording whether an EKG is normal or abnormal with respect to
recent MI or active Ischemia should be based on a Final report
from a cardiologist.

All attempts should be made to ensure that these reports are received in a timely
manner, so that the second screening visit and randomization visits can be
scheduled in a timely fashion.

If any values are abnormal, complete the adverse events form (CAMS81).
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- CAMUS Clinical Trial B

— CBC, Serum Chemistries, Prothrombin Time and EKG Form (CAM45)

Visit Diate Participant 1D Papge Number

]-III/I(LVIIIII LD L Isl T ] ] ]

i ¥YYY
| P —
Wisil Number |r Q1=EVL0 "

TI2=Week 12 | M=Week 36 | 60=Week 68 Stk Stuff I
MeWeek24 | 48=Weck48 | T2=Week7Z | 5, | | 6.

!-\J

4.
Circle the appropriate number
7. Complete blood count: Yes No
Was a complete blood count done at this visit? 1 2
If "MNo", skip to gquestion 8. 1f "' Yes", record below.
Normal Abnormal  Not Done
{a) Leukocyte count {WBC): Dj_l:l:lthmﬂcmm 1 2 3
(k) Erythrocyte count (RBC): |:|:| . ED milliermm 1 2 3
(c) Hemoglobin: . grdl 1 2 i
{d) Hematocrit: , % 1 2 3
(&) Platelet count: Dj ) Dj thow/cmm 1 2 3
IT any values are abnormal, complete adverse events form (CAMBS1).
: &. Prothrombin time:
I:D ) [:':] Seconds [:D D:' Upper limit of normal or control value (Seconds)  [NR: D . |:|:|
9, Serum chemistries: Yes No
Was a serum chemistry panel done at this visit? 1 2
If "No", stop. I "Yes", record below. .
Normal Abnormal Not Done
{a) Sodium: D] L] | |mean 1 2 3
(b) Potassium: | ! | l | [ Jnmﬂ 1 2 3
{c) Chloride: | | I H | | meq/1 1 2 3
(d) Bicarbonate: Dj ] Dj meg/] 1 2 3
(¢) Glucose: [TT 1] T [mean 1 2 3
(M) Creatinine | | l | r| | ["'“qﬂ 1 2 3
(2) ALT (SGPT): [T ][ Jun ! 2 ?
(h) AST (SGOT): LT Jwn ! 2 .
() GGT. [T Jwn 1 J 3
8. Complete this section every Baseline, 24, 48 and 72 week visit only.
Electrocardiogram: 1 2 3
If amy values are abnormal, complete adverse events form (CAMBS1).
For Official use only October 13, 2008 CAM45 BS
. Toll Free Fax: (866) 935-7453 .

Toll Number: (205) 975-7453
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CAM23 — Concomitant Medication Form (REVISED 10/13/08)

Two separate medications can be reported on one form. For additional medications,
please use an additional CAM23 and enter the page number in field 3.

Since the number of pages required for these forms will vary with the patient,
page numbers have been omitted from these headers. Please be sure to fill in
the page number along with other header information.

Do not duplicate medications listed on the Urology Medication Tracking Form

(CAM 24).

Header information: The information in the header is critical to ensure data
guality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: Enter the page number.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Field 7: If SV1, indicate whether or not the participant has taken any
medications during the last 6 months. If this is not SV1, indicate whether or
not the participant has started or stopped any urology medications since the
last visit. If yes, complete fields 8-23.

Field 8: Enter the generic name of the medication.

Field 9: Enter the total dosage.

Field 10: Enter the dosage units. Refer to the dosage unit codes at the
bottom of the form.

Field 11: Enter the frequency of dose. Refer to the frequency codes at the
bottom of the form.

Field 12: Enter the mode of administration. Refer to the mode of
administration codes at the bottom of the form.
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Field 13: Enter the date the medication was started.
Field 14: Enter the date the medication was stopped OR check “Ongoing”.

Field 15: Indicate the primary reason for use or change.
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ﬁ I . CAMUS Clinical Trial I

Concomitant Medication Form (CAM23)

Dradt

= Brisit Date Participant 15 Page Nurmber
L[ 3. |:|

LTV ITVITTT] 2 LT Isf [ 1]

(FITin dd y¥vy

fisit N i Staft ID

Vizil Mumber P M=vFerk 4 Pra— P Sited
J.D:l i 12=Week 12 | 36=Week36 | 60=Week 60 3 I:Dj 6. D:l

24=Week24 | HSB=Weekd§ | T2aWek 72

Do not duplicate medications listed on the Urology Medication Tracking Form (CAM24). Number page(s} in

-pper vight comer af the form. Yes No Don't Know

#5ircle the appropriate number
1 2 3

7. 1f this is screening visit 1, has the participant taken any .
. - . - - . = TORF
medications during the last 6 months? If this is not screening If "Yes", continue to complete below.
o o : o -
.fz;ns:t 1, since the _[ast.umt, has the participant started or & If "No", stop here.
stopped any medications ?

& ﬁ({ﬂ'dil:ntinll (Give generic name):

T ; Inits n = .
9, Total Dosage: 10. Dosage Uni = If "other™, Specify:
£ (See Codes below) D pee
11. Frequency If "ather", 12. Mode of Administration If "other”,
(See Codes below) Specify: {See Codes below) Specify:

' Date Started (mmi Ongoing: Date Stopped [mmiddivyy)
li_’.__=§j9.fi TT W] I r D ore 4 | ] RN

15. -:Primar_vr Reason for

Use or Change:

16. Iledication {(Five generic name):

w -
7 Total Dosage: 18. Dosage Units D = IF "other”, Specify:
1. 36 ge (See Codes below] P
19, Frequency D If "ather". 20, Mode of Administration d‘lf “other",
{&ee Codes below) Specily: {See Codes below) Specify:

Date Started (muriddfoyy) Ongoing: Date Stopped (muiddinry)
zlf TT ] [ ] |:| oz 20 T | |f| [ ]

Egi.f}‘rhmrj' Reason for
“¥ Use or Change:

i

. Dosage Units Codes: (1) mg, ( 2) mog or ug, (3 ml or co, (4) units, (5) g, (6) Other (specity}
1—'2 Frequency Codes: (1) Single Dose, (2) BID, (3) TID, (4) QID. (3) PRN, (6) Quh, {7) Other (specify)

5| Mode of Administration Codes: (1) Intravenous, (2) Oral, {3) Intra-museular, (4) Sub-lingual.
“3 (5) Intra-urethral, (6) Patches, (7) Other (specify)

For Oficial use only October 13, 2008 CAM23 RS

. Toll Free Fax: (866) 935-7453 .
Toll Number; (205) 975-T453
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CAM24 — Urology Medication Tracking Form (REVISED 10/13/08)

Two separate medications can be reported on one form. For additional medications,
please use an additional CAM24 and enter the page number in field 3.

Since the number of pages required for these forms will vary with the patient,
page numbers have been omitted from these headers. Please be sure to fill in
the page number along with other header information.

Header information: The information in the header is critical to ensure data
guality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: Enter the page number.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Field 7: If SV1, indicate whether or not the participant has taken any urology
medications during the last 6 months. If this is not SV1, indicate whether or
not the participant has started or stopped any urology medications since the
last visit. If yes, complete fields 8-21.

Field 8: Enter the generic name of the medication.

Field 9: Enter the total dosage.

Field 10: Enter the dosage units. Refer to the dosage unit codes at the
bottom of the form.

Field 11: Enter the frequency of dose. Refer to the frequency codes at the
bottom of the form.

Field 12: Enter the mode of administration. Refer to the mode of
administration codes at the bottom of the form.

Field 13: Enter the date the medication was started.

Field 14: Enter the date the medication was stopped OR check “Ongoing”.
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.-.;I FTH CAMUS Clinical Trial B
Drant Urology Medication 'T‘rackmg Fnrm (CAM24)
gl Date Participant ID - -.--__-_l.’;é.chunﬂ:er - ——
/40 Y I N 5 R O
mm .f.lllr_lll
Visit Namber | | - - . Staft D
| =8V 04=Week 4 TH=Week 2§ 52=Weck 52
1] | | e | e | dmead ST <L

Do not duplicate medications listed on the Concomitart Medication Form (CAM23). Number page(s) in
-upper right cormer af the form, ,
_Circle the appropriate number No Don't Know
7. IMthis is screening visit 1, has the participant taken any 1 2 3

., urology medications during the last 6 months? If this is not = I "Yes", continue to complete below.
P 1scree;nmg visit 1, since the last visit, has the participant
7 T started or stopped any urology medications?

Yes

S I "No', stop here.

d-Medication {Give generic name):

2. Total Dosage: 10, Dosage Units oo If "other”,
f [See Codes below, Specify:
11. Frequency T “other". 12. Mode of Administration D;‘ If "other”,
{See Codes below) Specify: (See Codes below) Specify:
Diate Started (mm/ddirry) Ongoing: Date Stopped fmmnidd vy}
JCLU LI T] [ o “CLJLLY
1 __‘..“_f‘..‘;if[etlica'th:tn ((Fhve generic nams):
16. '_'I'atnl Daosage: 17. Dosage Units =1 If"m_]:ner",
Lt {See Codes helow) Specify:

If "ather",
Specify:

15 Fregquency
(See Cades below)

Drate Started (wemiddiory)

R EEEE

19. Mode of Administration D;; If "ather"”,

(See Codes below)

Date Sto

Specify:

pped (mmiddigy)

Y

=

NN

Gﬁng

7

=Y

Dasage Units Codes: (1) mg, ( 20 meg or ug, (30 ml or e, (4 units, (5) g, (6) Other (zpecify)

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

Mode of Administration Codess (1) Intravenous, (2) Oral, (3) Intra-muscalar, (4) Sub-lingnal,
{5) Intra-urethral, (6) Patches, (7T) Other (specify)

Toll Free Fax: (866) 935-T453
Toll Number: (205) 075-7453

For OMTicial use only

Ogctober 13, 2008 CAM24 RS
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CAM 61 — BPH Outcome Events Form (REVISED 10/13/08)

This form is completed each time a participant meets the protocol definition for BPH
progression.

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).
Field 2: Enter the participant ID.
Field 3: This field is pre-filled.
Field 4: Enter the visit number. Refer to the table.
Field 5: Enter the 3-digit site number
Field 6: Enter the initials of the staff person completing the form.
Fields 7a: Specify the classification of the BPH outcome.
If the classification is either 1, 2, or 3 complete Field 8.
If the classification is 4 complete Field 9.
Field 8a: Specify the type(s) of urinary event(s).
Field 9a: Specify the invasive or medical therapy for BPH or phytotherapy.

Field 9b: Specify the primary reason given by the participant for switching to
another therapy for BPH.
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1.

4

CAMUS Clinical Trial B
Diraft BPH Outcome Events Form {CAM61)
“igit Date Paricipant D Page Number
HEZERZEEEE > [T IsT T 1] 3[1]
mm dd yyyy

Site# Staff I

Vit Number M=Weck 4 ] 8=Week I8 Bl=Week 52 -l
[:lj 2=VWeek 13 | I Week 36 | Bl=Week 60 5 I:I:D . I:Ij

| 24=Week 24 4E=Week 48 T2=Week T2

A

4

TAETF

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

7. BPH Outcomes:
a. Specify the classification of the outcome for the participant below, check only one.
L D Acute urinary retention (Complete #E)
2 I:I Recurrent symptomatic urinary tract infection or umé&psis (Complete #8)
3. D New incontinence or progression of minor incontinence (Complete #8)

+. I:' Crossover lo invasive or medical therapy for BPH (Complete #49)

8. Urinary Event Specification:

a. Specify the t { wrinary event (check all that apply):
pecity ype of urinary event (¢ all that apply) Date of last event

Y¥YY

mm dd
1. Dhmltt utinary retention | If / ED:']
2. [ ] Recurrent symptomatic urinary tract infection or urosepsis ED/ Djf E’:I]j

3 DN&wjncnnLincnca or progression of minor incontinence [ | E/1 | L/! I | | |

Investigator Signature Required on page 2.

For Official use only October 13 2008 CAMS1 RS

Toll Free Fax: (86§) 935-7453
Toll Number: (205) 975-T453 .
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5 CAMUS Clinical Trial ]
BPPH Outcome Events Form (CAMG61)

Draft
Participant II» Page Mumher

[TIBrr] i

Wisit Number [4=Weekd | 28—Week2® | Si=Weeks2 |
4. 1laWeek 12 | 36="Week 36 G0="Weuk &0
: | Z4=Wezk 24 A= Week 48 Ti=Week 72

9, Crossover to Invasive or Medical Therapy for BPH or Phytotherapy Specification :

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

&  [Jrure [] Other invasive therapy
Specify other invasive therapy:
[Jrue

D Radical prostatectomy

D Open prostatectomy D Other phytotherapy
w o Specify other phytotherapy therapy:

[ Jruna

D Microwave therapy

[___] Other medical therapy

gi‘* D Laser therapy Specify other medical therapy:

’:I Stent

b. Primary reason given by participant for switching to another therapy for BPH (check one):
1 [:r Lack of improvement in prostate symploms

2. D Waorsening of prostate symptoms

3.]:| Intolerable side effects = Specify:

&31;; 4-D Other  =Specify:

Dates;

Investigator Signature;

For Official use only October 13 2008 CAMG1 RS

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

Page 76
LAD 10/13/08



CHAPTER 6 — BASELINE

CAM71 — Jenkins Sleep Dysfunction Scale Form (REVISED 10/10/08)

The CAM71S is the Spanish version of the form. If needed the participant’s should
be provided with the services of a translator to help fill in these forms.

The Study Coordinator completes fields 1-6.

The participant completes fields 7-10.

Header information: The information in the header is critical to ensure data
guality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Fields 7-10: The participant completes these fields.
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H
Draft

Wigit Date

YOV

mm

A8=Week 48

Tl—‘r‘m:k 'Ji'.

\.-m:\!umhcr ’7 =Baseline 24 Woek 24
4.

CAMUS Clinical Trial
Jenkins Sleep Dysfunction Scale Form (CAMT71)

Participant 1D

L]

|s

Sitest

Page Number
3

Stafl 10

o [ 1]

Thl"i form is completed by the participant.

'ns{ructwn.i‘ For each question, circle the appropriate number that best describes your condition.

In the past month, how often did you:

nof
all

7. Have trouble falling asleep? 0

8. Wake up several times per night? o

9. Have trouble staying asleep o

(including waking far too carly)?

" 10. Wake up after your usual amount
of sleep feeling tired and worn out?

1-3
derys

a7
days

[}

15-21 22.31
ifﬂ}':i d&l}'&
4 5
4 b
4 5
4 b

For Oiicial nse only

- Toll Free Fax: (866) 9357453
Toll Number: (208) 97357453

October 10, 2008 CAMTL RS
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CAM72 — Erectile Function Form (REVISED 10/09/08)

The CAM72S is the Spanish version of the form. If needed the participant’s should
be provided with the services of a translator to help fill in these forms.

The Study Coordinator completes fields 1-6.

The participant completes fields 7-15

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Fields 7-15: The participant completes these fields.
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H = CAMUS Clinical Trial B

Frectile Function Form (CAM72)

Doraft
‘fml: Date Participant 1D P‘a-gtNlu'llln-er
, I/ > LT IsI 1] 1]
e mm YYYY
Wisit Mumber Site# Stall DY

T pAcBascline | 24=W A-l"ﬁ'celi-i-
72= 1-'rt¢k1“

This form is completed by the participant.
Instructions: For each guestion, circle the appropriate number that best describes your condition,
No Sexual  Never or A few  Sometimes Most times  Always or

Activity almost times  (about half  (much almost
never {much less the time) more than  always
; than hall half the
" In the past month: the time) time)
, 7. How often were you able to
© get an erection during sexual 1 2 3 4 5 6
activity?

. B When you had erections with
sexual stimulation, how often 1 2
were your erections hard
enough for penetration?

9, When you attempted sexual
intercourse, how often were 1
you able o penetrate your
partner?

-2
tad
Ju
LA
=

-10. During sexual intercourse,

¢ how often were you able to 1 2 3 4
maintain your erection after
you had penetrated (entered)

your partnet?

"11. When you had sexual
stimulation or intercourse, how
often did you ejaculate?

12. When you had sexual
«  stimulation or intercourse, how 1 2
often did you have the feeling
of orgasm or climax?

M Far Official use only - M
Y Toll Free Fax: (866) 935-7453 October 9, 2008 CAMT2 BS
ﬁ" Toll Number: (205) 975-T453
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e

Doraft

Wisil Number

Aun

CAMUS Clinical Trial B
Erectile Function Form (CAM72)
Page Number

Participant 1D

[T IsT I [

[ A= awline lt!-_\'ﬁels 24
45=Week 45
Ti=Wick TZ

Did not  Extremely Very Difficult  Slightly Not
- attempt difficult difficult difficult difficult
intercourse
13, During sexual
intercourse, 1 2 3 4 3 ¥
how difficult was it 1o
maintain your erection
to completion of
intercourse?
. Very low Low Moderate  High WVery high
.14, How do you rale your .
confidence that you : 2 3 4 3
could get and keep an
erection?
Very Moderately ~ About Moderately ~ Very
dissatisfied dissatisfied equally  satisfied satisfied
satisfied
and
i dissatisfied
5. If you have to spend
“"F rest of your life 1 4 3 4 5
. with your erectile
53 condition jusl the way
’ it is now, how would
! vou feel about that?
] For Official use only October 9, 2008 CAM72 RS
E 1 Toll Free Fax: (866) 935-7453 .
i Toll Number: (205) 975-T453
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CAM73 — Ejaculatory Function Form (REVISED 10/09/08)

The CAM73S is the Spanish version of the form. If needed the participant’s should
be provided with the services of a translator to help fill in these forms.

The Study Coordinator completes fields 1-6.

The participant completes fields 7-10

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Fields 7-10: The participant completes these fields.
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[ % | E CAMUS Clinical Trial B
. Drat Ejaculatory Function Form (CAM7T3)
Visit Date Participant 1D Prege Number
LY OV e (I i
o) dd VY
Stall ID

Hiled

Wisie Number | ea=Bascline 24=Week 24
n I:D : | dBeWeekd8 5, |j:|:| 6. |:EI
| |' 72=Week T2

-
{ This form is completed by the participant.
Instructions: These questions are about male gjaculation. Ejaculation or cumming is the release of
semen or cum during sexual climax. In answering these questions, we wanl to Jnow about all of your
o % efaculations when having sexual activity, These could include ejaculations you have Fad with your wife or
main partner, as well as with other parmers, or ejaculations you could have had when masturbating by
¢ yourself For each question, circle the appropriate number that best describes your condition.

Allofthe Mostof  Someof Alittleof Noneof  Nosexual
time the time  thetime  the time  the time aclivity

7. In the past month, how
1 2 3 4 5 B

often have you been
able to gjaculate when
having sexual sctiviey?

A little less Somewhat Much less Very Did not

As strong
as it than it  less thanit thanit  muchless ejaculate
always  used tobe used tobe used tobe than it
was used to he
¢ §. In the past month, how
wnu]dTou rate the 1 z 3 4 3 6
sirength or force of your
gjaculation? Would you
suy it 8.
9. In the past month, how
would you rate the 1 2 k1 4 5 6

amount or volume of

semen when you

gjaculate? Would you

say il is..
Notatall A little bit Moderately ~Very  Extremely
bothered  bothered bothered bothered  bothered

10, In the past month, if
i* you have had any 1 2 3 4 3
gjaculation difficulties

or have been unable to

gjaculate, have you

been bothered by this?

€

For Official nse only Ocioher 9, 2008 CAMTI RS .

' Toll Free Fax: (866) 935-7453
Toll Number: (205) 975-T453
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CAM76 — BPH Impact Index Form (REVISED 10/09/08)

The CAM76S is the Spanish version of the form. If needed the participant’s should
be provided with the services of a translator to help fill in these forms.

The Study Coordinator completes fields 1-6 AND field 11.

The participant completes fields 7-10 and field 12.

Header information: The information in the header is critical to ensure data
guality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Fields 7-10: The participant completes these fields.

Field 11: The study coordinator calculates the BPH Impact Index Score.

Field 12: The participant completes this field.
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8 CAMUS Clinical Trial B
5 L o BPH Impact Index Form (CAM76)
1] ] i
£ - Visit Date Participant 1D Page Numher
: L ) -
SEN2EEaEEEN 2 [T T IsT [ [ W]
I . dd - Y¥YY
Visit Number [ 5_gy2 9 12aWeek 12 | 36=Weork36 | G0=Weuk60 Sited Staff ID
4 24="Weck 24 48=Week 48 T2 Week T2 i I | | | &, | I J
This form is completed by the participant.
Instructions: For each question, circle the appropriate number that best describes your urinary condition.
£5 - i None Only Some Al
ey . little
) '} 7. Ower the past month, how much 0 1 3 3

physical discomfort did any urinary

¢ “ problems cause you?
8. Ower the past month, how much did ] 1 2 3
you wotry about your health because
of any urinary problems?
Mot at all Borfers Bothers  Bothers
bothersome mee alittle  pe some e a ot
9, Owerall, how bothersome has any 0 1 b 3
trouble with urination been during the
, past month?
None of the A Hrleof © Someof  Mostaf  All afthe
& time the time the time  the fime time
= 10. Over the past month, how much of the 0 1 2 3 4
4

_ time has any urinary problem kept you
from doing the kinds of things you
would usually do?

1. | T be completed by the study coordinator:  BPH Impact Index Score = D__—l:]z

L {Total of items 7-10.)

A Worse Na A Hide A for

- s - Change better better

©4 12. Compared to the beginning of the study, i 2 9 4

¥ how do you feel about your urination )

: now? :

i

o

’ _ For Official use only Cetober 9, 2008 CAMT6 RS

J  rouree Fax: (866 9357453 B
Toll Number: (205) 975-T453 .
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CAM78 — NIH-Chronic Prostatitis Symptom Index (NIH-CPSI) (REVISED
10/10/08)

The CAM78S is the Spanish version of the form. If needed the participant’s should
be provided with the services of a translator to help fill in these forms.

The Study Coordinator completes fields 1-6 AND fields 16-18.
The participant completes fields 7-15.

Header information: The information in the header is critical to ensure data
guality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.
Fields 7-15: The participant completes these fields.

Fields 16-18: The study coordinator scores the NIH-Chronic Prostatitis
Symptom Index Domains.
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Kl CAMUS Clinical Trial B
Drafl NTH-Chronic Prostatitis Symptom Index (NTH-CPSI) (CAMT78)
' Visit Date Participant 1D Page Number
o O VOVIOTILD - CITIsIT T
mim ‘ yyvY
Stall ID

Hiled

Wisit Mumber Di—figseline | 24=Week 24 |
4 | dBaWeek 45 5 &
. 72=Week 72 ' '

This form is completed by the participant,
Instructions: For each question, circle the appropriate number.

b .
" Pain or Discomfort Yes No
7. In the past week, have you experienced any pain or discomfort in the following areas?
(a) Area between rectum and testicles (perineum)? 1 0
{b) Testicles? 1 0
(c) Tip of the penis (not related to urination)? 1 0
(d) Below your waist in your pubic or bladder area? ! 0
8. In the past week, have you experienced:
{a) Pain or burming during urination? 1 0
(b) Pain or discomfort during or after sexual 1 0
climax (gjaculation)?
Never Rarely  Sometimes ften Usnally Always
0, How often have vou had pain ot 0 1 2 3 4 5
discomfort in any of these areas
over the last week?
10. Which number best deseribes your AVERAGE pain or discomfort on the days that you had it,
aver the last week?
0 1 2 3 4 5 6 7 S 9 10
NO PAIN AS
PAIN BAD AS
YOU CAN
g IMAGINE
~*  Urination
less tan less than  abour mare
mofat ime in halfthe  halfthe  than half almost
A all 5 time time the iime always
11. How often have you had a sensation
of not emptying your bladder 0 1 2 3 H 3
completely after you finished
urinating, over the last week?
’ For Official use only ) .
. Toll Free Fax: (866) 935-T453 October 10, 2008 CAM7E RS .
Toll Namber: (205) 9¥75-7453
Page 87

LAD 10/13/08



CHAPTER 6 — BASELINE

LA CAMUS Clinical Trial B

NIH-Chronic Prostatitis Symptom Index (NIH-CPSI) (CAMT7SE)

Participant 1D Page Number

[IIGII i

Visit Number 13=Easeline 24aWeek 24
TI=Wieek 72

Irination Continued less Huan less than  abowt more
motal  f gime i halfthe  halfthe  tham half ~ 9most
all 5 time time ihe fime  GIVENE
12, How often have you had to urinate 0 1 3 3 4 g

again less than two hours afler you
finished urinating, over the last week?

Impact of Symptoms None oniy Come Lot

13. How much have your symptoms kept you file
" from doing the kinds of things you would
usually do, over the last week?

14. How much did you think about your 0 1 7 3
symptoms, over the last week?

Quality of Life
Delighted  Pleased Mostly  Mived (ahont  Mosidy  Unhappy  Terrible
satisfied equally dissaiisfied
savisfied and
- 15. If you were to spend the rest of dissatisfied)
1 2 3 4 5 G

i your life with your symploms
just the way they have been
during the last week, how would

% you feel about that?

To be completed by the study coordinator:

ring the NIH-Chronic Prostatitis
16. Pain: Total of items 7a, Th, Te, 7d, 8a, 8b, 9, and 10 = El:l

| 17, Urinary Symproms: Total of items 11 and 12 = D:I
18 Quality of Life Impact: Total of iterns 13, 14 and 15 I:D

For (fficial use only October 10, 2008 CAMTE RS

Y

‘j Toll Free Fax: (866) 935-7453
Toll Number: (205) 975.7453
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FORMS REQUIRED FOR WEEKS 4, 28 and 52

CAM Form Procedure Completed By
22 Medical Follow-Up Study Coordinator
23124 Assessment of Medicine Study Coordinator
31 Vital Signs Study Coordinator
81 Adverse Events Study Coordinator

CAM22 — History Update Form (REVISED 10/10/08)

Header information: The information in the header is critical to ensure data
guality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number.

Field 6: Enter the initials of the staff person completing the form.

Fields 7-12: The study coordinator completes these fields and also
completes additional forms as directed by the answers provided.
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a~q CAMUS Clinical Trial B

Diraft History Update Form (CA M22)
Participant T Page Number

Wisit Date
Ly Oy - s
¥rYy

THEITE

[

Visit Number Bi=Week4 | 8=Week28 | S2=Wesk 52 Site# Staff ID
4. P2=Wed12 | J6=Week3s | 60=Week 60 5. ]:I:lj . D:I
eWesk 24 | d8=Weekd§ | TI=Week 72

Yes MNo  Don't Know

" Circle the appropriate number

:T-‘ig Have there been changes in or new concomitant medications since the last visit? 1 2 3
= 1f yes, update concomitant medication form (CAM23).
Sv Have there been changes in or new urology medications since the last visit? 1 2 3
= If yes, update urology medication tracking form (CAM24).
1 2 3

9, Has the participant experienced any new adverse evenls since the last visit?
= If yes, update adverse events form (CAMBSET).

10. Have previously reported adverse events resolved or worsened since the last visit 7 1 2 3
= If yes, update adverse events form (CAMBE1).
tal.w Does participant currently have a suprapubic catheter, use CICSC, or had a 1 2 3
%ualheter removed since the last visit?
=i
12. Has the participant reached a protocol defined BPH outcome? 1 2 3
= If yes, update BPH outcome events form (CAMGo1).
~ E
For Official use only October 10, 2008 CAM22 RS
Toll Free Fax: (§65) 935-7453
. Taoll Number: (205) 975-7453 .
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CAM23 — Concomitant Medication Form (REVISED 10/13/08)

Two separate medications can be reported on one form. For additional medications,
please use an additional CAM23 and enter the page number in field 3.

Since the number of pages required for these forms will vary with the patient,
page numbers have been omitted from these headers. Please be sure to fill in
the page number along with other header information.

Do not duplicate medications listed on the Urology Medication Tracking Form

(CAM 24).

Header information: The information in the header is critical to ensure data
guality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: Enter the page number.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Field 7: If SV1, indicate whether or not the participant has taken any
medications during the last 6 months. If this is not SV1, indicate whether or
not the participant has started or stopped any urology medications since the
last visit. If yes, complete fields 8-23.

Field 8: Enter the generic name of the medication.

Field 9: Enter the total dosage.

Field 10: Enter the dosage units. Refer to the dosage unit codes at the
bottom of the form.

Field 11: Enter the frequency of dose. Refer to the frequency codes at the
bottom of the form.

Field 12: Enter the mode of administration. Refer to the mode of
administration codes at the bottom of the form.
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Field 13: Enter the date the medication was started.
Field 14: Enter the date the medication was stopped OR check “Ongoing”.

Field 15: Indicate the primary reason for use or change.
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E L‘_".' CAMUS Clinical Trial .

oo . Concomitant Medication Form (CAM23)
= Brisit Date Participant 113 Pige Numher
NN 2ENEN » [T s 117 * [
e dd ¥y
Visil Mumber Sitedt Stalf 1D

HI=SV1A (M= Weck 4 W=Week 28 | SI=Weeks2 |
12=Week 12 | 36=Woek3§ | 60=Wesksd | 5. I:Dj 6. Dj

24=Weck 24 H=Woek 45 Ti=Weck T2 |

Innpl
\Da not duplicate medications listed on the Urology Medicaiion Tracking Form (CAM24). Number page(s} in

; :::‘.apper right corner of the form. Yes No Don't Know
#iCircle the appropriate number '

7. If this is screening visit 1, has the participant taken any ) L 2 3
medications during the last 6 months? If this is not screening & If "Yes", continue to complete below.
e i s ic
.Tz:n.m:t 1, since the .[ast.ustt, has the participant started or = If "No", stop here.
stopped any medications 7

& "}l'[n-dimtinu (Give generic name):

10, Dosage Units [:ll,;”f "other”, Specify:

9, Total Dosage: (Sew Codes below)
11. Freguency If "ather", 12.Mode of Administration ..—.%If "other®,

{fee Codes below) Specify: [See Codes below] Specify:

B I Dxate Started fomm Omngoing: Date Stopped (mmiddinmyy)
£ 2 S o A R i N

15. -:Primary Reason for

Use or Change:

16. Hiedication {(Five generic name):

T .
_ Dosage: 18. Dosage Units D = If "oither", Specify:
17 Total ge (See Codes below) peciy
19. Frequency D If "other". 20. Mode of Administration ¢lf “other”,
{See Codes below) Specify: {Kee Codes below) Specify:

] Date Started (meiddippy) Ongoing: N Date Stopped (moiddivry)
ar MLt [] Or= 2"|If|[f| [ ]

;!%:_f_?rhmrj' Reason for
“¥ Use or Change:

i

. Dosage Units Codes: (1) mg, ( 2) meg or ug, (3) ml or oo, (4) units, (5) g, (6) Other (specify}
1—'2 Frequency Codes: (1) Single Dose, (2) BID, (3) TID, (4) QID. (5) PEN, (6) Quh, (7) Other (specify)
L Mode of Administration Codes: (1) Intravenous, (2) Oral, (3) Intra-muscular, (4) Sub-lingnal.
3 {5) Intra-urethral, (6) Patches, (7) Other (specify)
For Official use only October 13, 2008 CAM23 RS

. Toll Free Fax: (866) 935-7453 .
Toll Number: (205) 975-7453
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CAM24 — Urology Medication Tracking Form (REVISED 10/13/08)

Two separate medications can be reported on one form. For additional medications,
please use an additional CAM24 and enter the page number in field 3.

Since the number of pages required for these forms will vary with the patient,
page numbers have been omitted from these headers. Please be sure to fill in
the page number along with other header information.

Header information: The information in the header is critical to ensure data
guality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: Enter the page number.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Field 7: If SV1, indicate whether or not the participant has taken any urology
medications during the last 6 months. If this is not SV1, indicate whether or
not the participant has started or stopped any urology medications since the
last visit. If yes, complete fields 8-21.

Field 8: Enter the generic name of the medication.

Field 9: Enter the total dosage.

Field 10: Enter the dosage units. Refer to the dosage unit codes at the
bottom of the form.

Field 11: Enter the frequency of dose. Refer to the frequency codes at the
bottom of the form.

Field 12: Enter the mode of administration. Refer to the mode of
administration codes at the bottom of the form.

Field 13: Enter the date the medication was started.

Field 14: Enter the date the medication was stopped OR check “Ongoing”.

Page 94
LAD 10/13/08



CHAPTER 7 — VISITS FOR WEEKS 4, 28 and 52

.;1 FTH CAMUS Clinical Trial

— Urology Medication Tracking Form (CAM24)
15:|I [Date Participant [ T “-___].’;Er:hl:ll.‘lﬂ}el‘ T
| VL VLLLL] IEEEDEREEEN

mm _f_lll}'_lll
Wiait Number f - T T Staff I

=8V 1@ Dd=Week 4 TH=Wesk 24 52=Week 52
4. Dj 12=Week 12 Ii=Week 36 m:m.mw I_I_-’j 6. I_"‘_I
| | 24=Week 24 | 48<Week45 | T2<Week T2 |

Do not duplicate medications listed on the Concomitany Medicarion Form (CAM23). Number page(s) in
-upper right cormer aof the form.

Circle the appropriate number Yes No Don't Know
j Il this is screening visit 1, has the patticipant taken any 1 2 3
: umli:ug;,- medications during the last 6 months? If this is not = IF"Yes", continue to complete below.
m51 screening visit 1, since the last visit, has the participant [
7 T started or stopped any urology medications? If "No", stop here.

ir-Medication {Give generic name):

21 Total Dosage: 10, Dosage Units oo I "other”,
f {8ze Codes below, Specify:
11. Frequency If “other”. 12. Mode of Administration D.;. I "other",
{See Codes below) Specify: (8o Codes below) Specify:
Diate Started (mmiddiyyy) Omgoing: Date Stopped fmaidd )
CVELLIT T L] o w[TILL

1 [ Avledication (Give generic name )

.
B

16. '_'I'atal Dosage: 17. Dosage Units & If "m_]:ter",
nst {See Codes below) Specify:
15 Frequency If "ather”, 19. Mode of :tdnﬁnistraﬁ-unD;}If"c"ihcr">
(See Codes below) Specify: (fee Codes below) Specify:
Diate Started (wemiddfoy) Ongoing: Date Stopped (muddiyyy)
0. ! 21
(VLI T [ e [T
Dosage Units Codes: (1) mg, { 20 meg or ug, (30 ml or ce, (4) units, (5) g, (6) Other (specify)
.
#| Fregquency Codes: (1) Single Dose, (2) BID, (3) TID, (4) QID, (5) PEN, (6) Quh, (7) Other (specify)
%
: Mode of Administration Codes: (1) Intravenous, (2) Oral, (3) Intra-muscalar, (4) Sub-lingnal,
(5) Intra-urethral, (6) Patches, (T) Other (specify)
For Official use onlky October 13, 2008 CAM24 RS
m Toll Free Fax: (866) 935-7453 l
Toll Nuniber: (205) 975-7453
Page 95

LAD 10/13/08



CHAPTER 7 - VISITS FOR WEEKS 4, 28 and 52

CAM 31 - Vital Signs Form (REVISED 10/10/08)
The old forms for this study ask for the BP to be taken both lying down and standing.
For this study, you only need to take two consecutive measurements five minutes

apart, both sitting down

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: Enter the 3-digit site number.

Field 4: This field is pre-filled.

Field 5: Enter the visit number. Refer to the table.

Field 6: Enter the initials of the staff person completing the form.
Field 7: Check the appropriate visit type.

The vital signs have to be recorded at the first screening visit or the
second visit.

Field 8: Indicate whether or not vital signs were obtained. If yes, complete
questions 9-11.
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g] CAMUS Clinical Trial l

g [Deraft
Participant 11}

Vital Signs Form (CAM31)

Sited Page Number

wn

Visit Date r 41 ]
1Y Oy OO » (LT LT [

I2=5V2.0 12=Week 12 36=Weck 36 fill= Week all

L1 [

Visit Number "'m.sw.u

04=Week 4 e Week I8 E2=Week 52 |

2d=Week 24 ah="Werk 48 Ti=Week T2 |

Visit Lype

Staff T 7. B In-Clinic Visit

<[]

|:| Telephone Interview

Circle the appropriate number Yes Mo

8. Were vital signs done at this visit? | 2

= If "No", stop here.
If "Yes", record below.

-
dai

& ¥y

9. Height: ]:]j inches (In-Clinic Only)

10, Weighe: |:|'_—|:] pounds (In-Clinic Only)

11. Seated measurements (reading 1 taken immediately, reading 2 taken 1 minute later):

{a) Blood pressure reading | I_J_l._l / L—l_u

Systlic Diastolic

[T

(b) Heart rate reading 1

= (c) Time of Day 1

"7 (e) Heart rate reading 2 Ijj___l bpm

i R

mm Hg

] pMm

(d} Blood pressure reading 2 I l | I/l I | |mmHg

Systolic Diastolic

For OMficial use only

- Toll Free Fax: (866) U35-7453
Toll Mumber: (205) 975-T453

October 10, 2008 CAM31 RS
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CAMB81 — Adverse Event Form (REVISED 10/13/08)

An adverse event is an unexpected medical problem that happens during treatment
with a drug or other therapy. Adverse events do not have to be caused by the drug
or therapy, and they may be mild, moderate, or severe. All adverse events,
regardless of severity, and whether or not ascribed to the study drug
administration, should be recorded on CAM81. All grade 3, 4 and 5 adverse
events will be reviewed by the Clinical Review Committee.

Please refer to the document entitled ‘SAE reporting Guidelines’ provided by the
American College of Surgeons — Oncology Group in the Appendix, for more details
on the grading SAEs, attributing causes to SAEs and reporting of SAES.

Header information: The information in the header is critical to ensure data
guality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).
Field 2: Enter the participant ID.
Field 3: Enter the page number.
Field 4: Enter the visit number. Refer to the table.
Field 5: Enter the 3-digit site number
Field 6: Enter the initials of the staff person completing the form.
Field 7: Indicate whether or not the participant has experienced an adverse
event since the last visit.
If yes, complete fields 8-18. (An additional event can be reported in

fields 9-29.) Please refer to the table at the bottom of the page for
applicable codes.
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HIrE CAMUS Clinical Trial
Draft Adverse Event Form (CAMS1)
' Visit Date Participant 1D Page Number
s CTVoryvielrt bl » (LI IsI 111 0
o= o dd VYW
: Visit Numher ™ ek 4 W-Week28 | 52eWeek 52 | Sited Stafl ID
. 12=Week 12 Ie=Woek 36 Gil=Week 60 5 .
* D:I M=Week 24 | A5=Weekd8 | 72=Week 72 I___l_l__l |__|_]
" Cirele the appropriate number . .
Yes N0 pf"Yes" record below.
, + 7. Has the participant experienced an 1
adverse event since the last visit 7 = IM"MNo", stop here.
5. MEDDRACode: [ | | [ [ [ ] [ ]
g, Description:
Date Resolved:

. Drate of Onset: Continuing
OO0 O 00 w0
mm YY¥¥

44 mm dd Y¥FY
12, Serions? D Mo [:l Yes o Complete SAE Form (CAMB2) 13, Severity (See Codes): D

14 Relationship to Study (See Codes): D 15. Outcome [ See Codes): D 16. Anticipated? DNu D&’es

18. Action Taken Hegarding Study Drug I:I
iSee Codes):

17. Action Taken 1 2 3 4 5 [

15 vsooraCodes |1 T T T T T 1]

20. Description:
Date Resolved:

Date of Onset: Continuing
WD O 00 = OO0
mm dd Y¥YY mim dd VVYY

e
23..‘ Serious? D MNo D Yes = Complete SAE Form (CAMS2) 24, Severity (See Codes): D
25, Relationship to Study (See Cades): D 26. Qutcome [See Codes): |:| 27. Anticipated? DNU I:r‘ﬂ:s
29, Action Taken Regarding Study Drug |:|
(See Codes):

s

28. Action Taken
[See Cades & circle all that apply):

1 Z 3 4 5 fi

T 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
Crateome Codes: (1) Complete recovery wio residual effect, (2) Recovered wi residual effect, (3) Recovered w/ persisient effect,
{4) Mot 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 admir, (4) Rx,
(5) Procedure performed, (6) None
Action Taken Regarding Study Drug Codes: () Not applicable, (1) None, (2) Reduced, (3) Intorrupted, (4) Discontinued

or al use only October 13, 2008 CAMSE1 RS .

i? Toll Free Fax: (866) 935-7453
Toll Numiber: (205) 975-T453
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FORMS REQUIRED FOR VISITS FOR WEEKS 12, 24, 36, 48 and 60

CAM Form Procedure Completed By
22 Medical Follow-Up Study Coordinator
23124 Assessment of Medicine Study Coordinator
31 Vital Signs Study Coordinator
41 PSA Study Coordinator
42 Uroflow Measurement Study Coordinator
45 Hematology and EKG Study Coordinator
46 Urinalysis Study Coordinator
47 Serum Banking Study Coordinator
71 Jenkins Sleep Dysfunction Participant
Scale
74 Bladder Function Participant
75 International Prostate Participant
Symptom Score (IPSS)
77 Subject Global Assessment | Participant
79 Participant Treatment Participant
Perception Form
81 Adverse Events Study Coordinator

CAM22 — History Update Form (REVISED 10/10/08)

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number.

Field 6: Enter the initials of the staff person completing the form.

Fields 7-12: The study coordinator completes these fields and also
completes additional forms as directed by the answers provided.
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ar-

Diraft

Visit Drte

il

gEEgmEGEE-

CAMUS Clinical Trial B

History Update Form (CAM22)

Participant [T Paye Number

b3

[sr 11 [

Visit Mumber " 4=k 4

4. D:'I 12=Week 12

2=Week 24

28=Weck 280
IE=Weck 36
48=Week 48

S1=Viels 52
G0=Y¥eek b
Ti=Week T2

Staff T

- Circle the appropriate number

Yes No  Don't Know

:?3% Have there been changes in or new concomitant medications since the last visit? 1 2 3
= If ves, update concomitant medication form (CAM23).
8. Have there been changes in or new urology medications since the last visit? 1 2 3
= If yes, update urology medication tracking form (CANM24).
9, Has the participant experienced any new adverse events since the last visit? 1 2 3
= If yes, update adverse events form (CAMETD).
10. Have previously reported adverse events resolved or worsened since the last visit 7 1 2 3
= If yes, update adverse events form (CAMBSI).
1.1_'5 Does participant currently have a suprapubic catheter, use CIC/ISC, or had a 1 2 3
°1&uaaulhﬂte:r removed since the last visit?
12. Has the participant reached a protocol defined BPH outcome? 1 2 3

= [If yes, update BPH outcome events form (CAMGL).

e

ﬁ
Eot o

Toll Free Fax: (866) 935-7453
. Tall Numbers (205) 975-7453

For Official use only

October 10, 2008 CAM22 RS
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CAM23 — Concomitant Medication Form (REVISED 10/13/08)

Two separate medications can be reported on one form. For additional medications,
please use an additional CAM23 and enter the page number in field 3.

Since the number of pages required for these forms will vary with the patient,
page numbers have been omitted from these headers. Please be sure to fill in
the page number along with other header information.

Do not duplicate medications listed on the Urology Medication Tracking Form

(CAM 24).

Header information: The information in the header is critical to ensure data
guality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: Enter the page number.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Field 7: If SV1, indicate whether or not the participant has taken any
medications during the last 6 months. If this is not SV1, indicate whether or
not the participant has started or stopped any urology medications since the
last visit. If yes, complete fields 8-23.

Field 8: Enter the generic name of the medication.

Field 9: Enter the total dosage.

Field 10: Enter the dosage units. Refer to the dosage unit codes at the
bottom of the form.

Field 11: Enter the frequency of dose. Refer to the frequency codes at the
bottom of the form.

Field 12: Enter the mode of administration. Refer to the mode of
administration codes at the bottom of the form.
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Field 13: Enter the date the medication was started.
Field 14: Enter the date the medication was stopped OR check “Ongoing”.

Field 15: Indicate the primary reason for use or change.
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E I - CAMUS Clinical Trial .

o . Concomitant Medication Form (CAM23)
= Wisit Date Participant 11 Page Nurber
Iy s [TIIsI 111 * [
mm dd ¥y
Wisil Mumber s1osvie Pym— prE—— swensz | Sifed Stalf ID

12Week 12 | M=Woek3§ | 60=Week 60 S.I | J J r’:.l J |
24=Week 24 HeWerk 45 TaaWeek 72 |

Iunlll
\Da not duplicate medications listed on the Urology Medication Tracking Form (CAM24). Number page(s} in

; :::‘.apper right comer af the form. Yes No Don't Know
#iCircle the appropriate number '

1 2 3

7. If this is screening visit 1, has the participant taken any ) -
medications during the last 6 months? If this is not screening = If "Yes", continue to complete below.
adtiad i s ici
I§1S]t 1, since the .[ast.ustt, has the participant started or & If "No", stop here.
stopped any medications 7

& Medication (Give generic name):

1. Dosage Units D o If "other”, Specify:

9, Total Iy H
0 amage (See Codes below)
11. Frequency If "other", 12.Mode of Administration ._—,~>If "other”,
{See Codes below) Specify: {See Codes below) Specify:

Ongoing: Date Stopped fmmiddiyyyy)

£ i s S o ) W

15. -:Primary Reason for

Use or Change:

I6. ?‘:'Iedical.iun {(Five gemeric name):

%
rE-1 _
7. Total Dosage: 18. Dosage Units =3 If "other”, Specify:
1. 3o ae (See Codes Mm-;D P

19, Frequency D If "other". 20, Mode of Administration dlf “other",
(&ee Codes below) Specily: {See Codes belaw) Specify:

Date Started (memiddiyyy Ongoing: Date Stopped (moiddivre)
zlf TT W] [ ] |:| ors 20T/ | x| [ ]

Egz_f_Prhmrj' Reason for
=% Use or Change:

i

. Dosage Units Codes: (1) mg, { 2) mog or ug, (3yml or co, (4) units, (5} g, (6) Other (specify}
1—'2 Frequency Codes: (1) Single Diase, (2) BID, (3) TID, (4) QID. (5) PEN, (6) Qh, {T) Other (specify)
P Mode of Administration Codes: (1) Intravenous, (2) Oral, (3) Intra-moseular, (4) Sub-lingoal.
5 (5) Intra-urethral, (6) Patches, (7T} Other (specify)
For OMicial use only October 13, 2008 CAM23 RS

. Toll Free Fax: (866) 935-7453 .
Toll Number: (205) 975-T453
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CAM24 — Urology Medication Tracking Form (REVISED 10/13/08)

Two separate medications can be reported on one form. For additional medications,
please use an additional CAM24 and enter the page number in field 3.

Since the number of pages required for these forms will vary with the patient,
page numbers have been omitted from these headers. Please be sure to fill in
the page number along with other header information.

Header information: The information in the header is critical to ensure data
guality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: Enter the page number.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Field 7: If SV1, indicate whether or not the participant has taken any urology
medications during the last 6 months. If this is not SV1, indicate whether or
not the participant has started or stopped any urology medications since the
last visit. If yes, complete fields 8-21.

Field 8: Enter the generic name of the medication.

Field 9: Enter the total dosage.

Field 10: Enter the dosage units. Refer to the dosage unit codes at the
bottom of the form.

Field 11: Enter the frequency of dose. Refer to the frequency codes at the
bottom of the form.

Field 12: Enter the mode of administration. Refer to the mode of
administration codes at the bottom of the form.

Field 13: Enter the date the medication was started.

Field 14: Enter the date the medication was stopped OR check “Ongoing”.
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' ;1 E CAMUS Clinical Trial B

S Urology Medication Tracking Form (CAM24)
-1s|I Date Participant D S -.--__IEEL‘I'*DHMP o
I/I yLLLT] [T T7 » [

mm _I'_II']"_II'
Wialt Murnher [ - T . ™ Staff 1D

=8V Dd=Wesk 4 IH=Wesk 18 s2=Weck 52
4, D] 13=Weck 12 | 36=Wedkd6 | 60-Wock 60 l_l_-’j l_.1_|
| | M=Week 24 | 48=Weck 48 T2=Wesk

Do not duplicate medications listed on the Concomitant Medication Form (CAM23). Number page(s) in
-upper right comer of the form,

Circle the appropriate number Yes No Don't Know
i Il'this is screening visit 1, has the participant taken any 1 2 3
L umlug}- medications during the last 6 months? If this is not = I "Yes", continue to complete below.
& ¥ screening visit 1, since the last visit, has the participant & T8N
7 T started or stopped any urology medications? If "No", stop here.

Ar-Medication {Give generic name):

2. Total Dosage: 10. Dosage Units 5o If "other”,
f (See Codes below, Specify:
11. Frequency If “other”, 12 Mode of Admiaistration []cs I “cther",
{See Codes below) Specify: (See Codes below) Specify:
Diate Started (mmiddiryy) Ongoing: Date Stopped (ma/dd )
JCLLIT] L) oe “[TILLJ

| [ ledication ((7ive generic name);
SR

16. Total Dosage: 17. Dosage Units 5 If "ather”,
Tt {See Codes below) Specify:
1% Freguency If "other", 19. Mode of Administration ':I;,If "cul;lhcr",
{See Codes below) Specify: {See Codes below) Specify:
Date Started jmmiddioy) Ongoing: Date Stopped jmmdddiyyiy)
f a
SOOI L ee  »[COJCLLT]

Dosage Units Codes: (1) mg, { 2) meg or ug, (3) mi or e, (4) onits, {5) g, (6) Other (specify)

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

Muode of Administration Codes: (1) Intravenous, (2) Oral, (3) Intra-muscular, (4) Sub-lingual,
(5) Intra-urethral, (6) Patches, (T) Other (specify)
For Official use only October 13, 2008 CAM24 RS
m Toll Free Fax: (866) 935-7453 .
Toll Number: (205) 975-7453
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CAM 31 - Vital Signs Form (REVISED 10/10/08)
The old forms for this study ask for the BP to be taken both lying down and standing.
For this study, you only need to take two consecutive measurements five minutes

apart, both sitting down

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: Enter the 3-digit site number.

Field 4: This field is pre-filled.

Field 5: Enter the visit number. Refer to the table.

Field 6: Enter the initials of the staff person completing the form.
Field 7: Check the appropriate visit type.

The vital signs have to be recorded at the first screening visit or the
second visit.

Field 8: Indicate whether or not vital signs were obtained. If yes, complete
questions 9-11.
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CAMUS Clinical Trial

Vital Signs Form (CAM31)

g Crrafl
Yisit Date Participant 1D Sited Page Number
L[ / . 3 4-“
EL Ly T Isl T | [ 1] N
" mm dd Y
Visil Lype
. y m
Visit Number | g1=Sv1.0 04=Week 4 2R Week I8 E2=Week 52 | Staff 7. E In-Clinke Visit
o 12=5V2.0 12=Wack 12 Bh=Week 36 il Week &l [} ED
- E[] 24=Week 24 AH=Week 45 T=Week 72 |
- ' [] reiephone tnterview
Circle the appropriate number Yes No
1 2

8. Were vital signs done at this visit?

= If "No", stop here.

If "Yes", record below.

9. Height: ]:]j inches (In-Clinic Only)

% 10, weighe [ ] || pounds (In-Clinic Only)

11. Seated measurements (reading 1 taken immediately, reading 2 taken 1 minute later):

{a) Blood pressure reading 1

(b} Heart rate reading 1

o () Time of Day 1

f [:d} Blood pressure remiing 2

{e) Heart rate reading 2

.

(T T1/LL1]

Systolic

mm Hg

Diastolic

[LIT]

Jam [ pM™

L

[/ L[] mmHe

Systolic

Diastolic

Toll Free Fax: (866) ¥35-7453
Toll Number: {205) 975-T453

For Official nse only

October 10, 2008 CAM31 RS
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CAM41 — PSA Sample Collection (REVISED 10/10/08)

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).
Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

A PSA level above 10ng/ml is an exclusionary criterion.

All PSA levels for the study are done at the same laboratory. The blood
sample has to be collected and sent to the laboratory as set forth in the
section on sample collection.

When the PSA level comes back, it is recorded on this same form.

In the old forms where there is only one decimal place, please just

record the first number after the decimal. There is no need to round
up or down.

Field 7: Indicate whether or not a serum PSA sample was collected. If yes,
record the date of collection and complete fields 8-10.

Field 8: Indicate whether or not the serum PSA sample was shipped to
central lab.

Field 9: Record the date of shipment.

Field 10: Record the PSA results.
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CAMUS Clinical Trial

H‘ Drat PSA Sample Collection (CAM41)
Participant 1D Pg.gE-N“nmr
111

Wisit Date
i
[TV VL] 2 [T ]
frin dd ¥V
Wigit Number pe— T wea2t | Sifedt Staff 1
4. - 18- Week 48 5 6.
(11 | e | LT ] 1]
—-'s Circle the appropriate number
, Serum PSA: Yes Nn
. ,’ 7. Was a serum PSA sample collected at this visit?
. = If "Yes", record date of collection. D:V J | I" I ! | |
FH¥F
= If "No", STOP.
Yes No
1 2

8. *Was a serum PSA sample shipped to central lab?

record the date of shipment: | | |f r Iff | '
mm dd Yy

soeemeh 0. #]f "YE.S'I,

:: 10. PSA results from Central Lab: D:Hjj ng/ml

I For screening visit 1, excluded if serum prostate specific antigen level = 10 ngdnl J

[epges not appiy to sitef 277

P |De

October 10, 2008 CAM41 RS

For (Mficial use only

Toll Free Fax: (866) 935-7453
B Toll Number: (205) 975-7453
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CAM42 — Uroflow Measurement Form (REVISED 10/10/08)
This form records information from the Uroflow tests.
Peak flow rate < 4 ml/sec and voided volume < 125 ml are both exclusionary

criteria.

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Field 7: Indicate whether or not uroflow measurements were obtained. If
yes, complete fields 8-14.
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[ CAMUS Clinical Trial B

Uroflow Measurement Form (CAM42)

Draft
! Wisit rate Participant 1I¥ Page Mumber
: / 1]
I ENZENZREEN > (T T IsT T 1]
> T dd WYY
T Visit Number — o Siteh Staff 11

| M=EVLE 12=Weck 12 Je=VWeek J4 6l)=Vieek 60 5 6

,-‘; D:I | n2=svie =Weck 24 AE=Week 48 | TI=Week 72 : :

Circle the appropriate number Yes No

7. Were uroflow measurements done at this visit! 1 2

= If "No", stop here.
If "Yes", record below.

8. Voiding time: [T 1] se

9. Flow time:

- ]
g H—

.
[}
4]
Lr}

%
. 10). Time to maximum flow: D:Ij seC
11. Peak flow rate: D:| . Dj ml/sec
For sereening visits 1and 2: Excluded [ peak flow rate is less thar & mr.rm__.|
i 12. Mean flow rate: Dj ) D:l ml/sec
13. Voided volume: D:]:D il
B Earjzﬂningﬁhr: Ercn'rra.ifwnid'ed volume < 125 m!.l
H
14. Post-void residual: E[:D ml
For Official use only October 10, 2008 CAM42 RS
et Tall Free Fax: (B66) 935.-7453
ii Toll Number: (205) 975-7453 l
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CAM45 — CBC, Serum Chemistries, Prothrombin Time and EKG Form
(REVISED 10/14/08)

The old forms only ask if the values were normal or abnormal.
The old forms have boxes that you place a mark in.

The new forms record actual values for all the laboratory measures.
The new forms have the codes ( 1, = yes, 2 = no, 3 = don’t know) that should be
circled.

Header information: The information in the header is critical to ensure data
guality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Field 7: Indicate whether or not a complete blood count was obtained. If
yes, complete a-e.

Field 8: Record the prothrombin time.

Field 9: Indicate whether or not a serum chemistry panel was obtained. If
yes, complete a-i.

Field 10: For baseline, 24, 48 and 72 week visits, indicate whether or not an
EKG was performed.

Recording whether an EKG is normal or abnormal with respect to
recent MI or active Ischemia should be based on a Final report
from a cardiologist.
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All attempts should be made to ensure that these reports are received in a timely
manner, so that the second screening visit and randomization visits can be
scheduled in a timely fashion.

If any values are abnormal, complete the adverse events form
(CAMS8L).
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B E CAMUS Clinical Trial [

— CBC, Serum Chemistries, Prothrombin Time and EKG Form (CAMA45)

Wisit Diate Faricipant 1D Page Number

]-III/I(LL-'”IIIII LL L Ist I 1] 1]

mi ¥y

Wisil Number [0y Covin | 12-Week 12 | M=Week 36 | 60=Wecksd | Siek Stuff ID
4. [_l_l ! [ MaWeek 24 | m-wﬂku-l TreWeek7Z | 5, |:|:I:| ﬁ.[ | |
Circle the appropriate number

7. Complete blood count: Yes No
1 2

!-J

Was a complete blood count done at this visit?
If ""Na", skip to guestion 8. If "Yes", record below,
Normal Abnormal  Not Done

{a) Leukocyte count {WBC): Ijj ] I:I:I thow/cmm 1 2 3
ib) Ervthrocyte count (RBC): D:l . ED millirmm 1 2 3

() Hemoglobin: . grdl 1 2 3

(d) Hematocrit: T 1 2 3

(&) Platelet count: D] ) Dj thowcmm 1 2 3

IT any values are abnormal, complete adverse events form (CAMSL).

8. Prothrombin time:
EI:I ) [:l:] Seconds [:D D:' Upper limit of normal or control value (Seconds)  INR: D . |:|:|

%, Serum chemistries: Yes Mo
Was n serum chermistry panel done at this visit? 1 2

It "MNo'', stop. If "Yes", record below.
MNormal Abnormal  Not Done

(a) Sodium: L[] ] [mean 1 2 3
(b) Potassium: ! | ' ) L_J_J meg/! 1 2 3
{c) Chloride: L[ 1] [ |mean ! 2 3
(d) Bicarbonate: Dj ] Dj meg/) 1 2 3
(¢) Glucose: LL L[] Jmear 1 2 3
(f) Creatinine Ll L L[ [mean : 2 3

—
(]
e

(g) ALT (SGPT): f:l:f_l:r__hm_
(h) AST (SGOT): ]:D ED /L

-
[
[

(i) GGT: HEIEELY 1 2 3
8. Complete this section every Baseline, 24, 48 and 72 week visit only.

Electrocardiogram: 1 2 3

If any values are abnormal, complete adverse events form (CAMBS1).
For Official use only October 13, 2008 CAM45 RS
. Toll Free Fax: (866) 935-7453 .
Toll Number: (205) 975-7453
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CAM46 — Urinalysis Form (REVISED 10/10/08)

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Field 7: Indicate whether or not a urinalysis was performed. If yes, complete
fields 8-9

Field 8: Record the results based on the dipstick test.

Field 9: Record the results based on the microscopic urinalysis.
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{ CAMUS Clinical Trial
Draft Urinalysis Form (CAM46)
Wisit Date . Participant 1D Page Numher
o OV OVOCId > [T ]

i ¥yYY

Visit Mumber U]ﬂ‘“ l.[l Siled Staff T

Circle the nppropr’iar.e number Yes No

1 2

7. 'Was gn urinalysis done at this visit?
= If "Yes'", record the resulis below.

= If "No", stop.

o
by (&) Dvipstick
wee [1.[]
) trice I+ 2+ I+ 4+
: {b) Glucose 1 2 3 4 3 [
() Blood 1 2 3 4 5 i
(1) Ketones l 2 3 4 5 [
(e) Protein 1 i 3 4 3 6
_ (f) Leukocyte esterase 1 2 3 4 5 &
.7';-':1_" ) )
| (9} If dipstick is positive (> 0) for blood or leukocyte esterase, send specimen for MicroscopIc
o urinalysis and code results below.
b R, I-5, trace, 6-15, T6-30, =30,
negative, pregint, maderate HLIRY, irnmerahie,
WL shight, rare freguent TNTC
{a) WBC 1 2 3 4 3
{¢) HEpithelial cells 1 2 3 4 4]
(d) Mucous 1 2 3 4 5
i (&) Bacteria 1 2 3 4 5
) () Casts hyaline 1 2 3 4 5
{g) Casts other 1 2 1 4 5

For Official use only

‘g

Toll Free Fax: (866) 935.T453
Toll Numbers (205) 975-7453

October 10, 2008 CAM46 RS
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CAMA47 — Serum for Banking Form (REVISED 10/10/08)
If the patient has consented to it, a serum sample from the patient collected at the
first visit and the separation visit is to be sent to the NIDDK repository. The samples
are being collected and stored for future ancillary studies.

This form is used to identify patients whose sample is collected during SV1.0 and
sent to the NIDDK.

If no sample is collected, the reasons for not collecting are also recorded.

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Field 7: Indicate whether or not a serum sample was collected.

Field 8: Enter the date of collection if applicable.

Field 9: Indicate the reason specimens were not obtained if applicable.
Field 10: Indicate whether or not the sample was shipped.

Field 11: Enter the date of shipment if applicable.
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CAMUS Clinical Trial
Serum for Banking Form (CAM47)

n =T

Page Mumber

Draft
iait Date Parlicipant [D
o CLy/ O/ O™ - ™
-; / ERED RN
Hm dd Y¥YY
Vigit Mumber =SV Site# Staff 1D
1. [—[—[ T2=Week 72 5. 6. ED
Circle the appropriaie number
: Yes Mo
1 2

¥ Was a serum sample collected at this visit?
i

2
=
If "Yes", Date of collection: | I#

2
8.
m

]

vy

LIV L

Q;II' specimens were not obtained for CAMUS, please indicate reason (Check only one).

D {1)Patient refused to give informed consent for CAMUS serum studies (banking).

I-_—I (2)Patient was not asked to consider CAMUS serum studies (hanking).

|:| (3)0ther, specify:

Yes No

"
1% as a serum sample shipped to NIDDK repository? 1 2

E1.:>If "Yeg", record the date of shipment: | |/ t | I/| | | I I

mrm dd Y

7 i I
For (Mficial use only Oetober 10, 2008 CAM47 RS

: Toll Free Fax: (866) 935-7453
- Toll Number: (205) 975-7453
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CAM71 — Jenkins Sleep Dysfunction Scale Form (REVISED 10/10/08)

The CAM71S is the Spanish version of the form. If needed the participant’s should
be provided with the services of a translator to help fill in these forms.

The Study Coordinator completes fields 1-6.

The participant completes fields 7-10.

Header information: The information in the header is critical to ensure data
guality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Fields 7-10: The participant completes these fields.

Page 120
LAD 10/13/08



CHAPTER 8 - VISITS FOR WEEKS 12, 24, 36, 48 and 60

H CAMUS Clinical Trial ]

Jenkins Sleep Dysfunction Scale Form (CAMT1)

Draft

] Vigit Date Participant 1D Page Number

Ly VLD s (LI
| Site Staff 1D

Wisit Mumber D=Baseline | 24 Woek 24
& | A= Wedk 48 5. 6
T

{This form is completed by the participant.

Tnstructions: For each question, civele the appropriate number that best describes your condition.

In the past month, how often did you:

ot o 1-3 47 814 1521 22.31
all derys duys datys days dexys
7. Have trouble falling asleep? 0 1 2 3 4 5
8. Wake up several times per night? o I 2 3 4 3
9, Have trouble staying asleep 0 i . 3 4 s
{including waking far too early)?
" 10, Wake up after your usual amount o | o ; 4 5
of sleep feeling tired and worn out? -
For Official use only October 10, 2008 CAMTL RS

- Toll Free Fax: (866) 935-7453
Tall Number: (205) 975-7453
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CAM74 — Bladder Function Form (REVISED 10/09/08)

The CAM74S is the Spanish version of the form. If needed the participant’s should
be provided with the services of a translator to help fill in these forms.

The Study Coordinator completes fields 1-6 AND field 13.

The participant completes fields 7-12 AND field 14.

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.
Fields 7-12: The participant completes these fields.

Field 13: The Study Coordinator calculates the ICSmalelS Score.

Field 14: The participant completes this field.
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7] T CAMUS Clinical Trial §

Bladder Function Form (CAM74)

Draft

Visit Date Participant D Page Mumber
SENZEN 2NN 2 [TTIsT [ 1] s[1]

mim dd ¥¥YY
2 Wisit Number [ ga_gya g 12-Week 12 | 36-Week36 | G0=Week 60 | Sited St 1D
A I___Ij | | 2d=Week 24 AB=VWeek 43 T!-W’u&?j 5. I | | | & [ t |

~ This form is completed by the participant.

Instruetions: 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. For each question, circle the appropriate number that best describes
-+ your condition, Please answer each question, thinking abowt the symptoms you have experienced in the last
= month, You will see that some guestions ask how often you have a symptom:
(ccasionally = less than one third of the time
Sometimes = between one and two thirds of the time
Maost of the time = more than two thirds of the time

Never Occasionally Sometimes Mostof  All of the
the time time

" In the past month how often:

7. Dnd you have to rush to 0 1 2 3 4
the toilet to urinate?
8. Did urine leak before you 0 1 2 3 4
could get to the toilet?
9, Did urine leak when you 0 1 2 k] 4
£ coughed or sneezed?
10, Did you leak for no 0 1 2 3 4
obvious reason and
without feeling that you
wanted to go?
11. Did you leak urine when 0 1 2 3 4
you were asleep?
12. Did h light
id you have a sligh 0 i ; 3 4

weltting of your pants a
few minutes after you had
finished urinating?

S, lT.u be completed by the study coordinator:  ICSmalel Score =E|:D:’ ]-
I (Total of items 7-12, _

e

For Official use only Cctober 9, 2008 CAMT4 RS

Toll Free Fax: (866) 935-T453 .
l Taoll Number: (205) 975-7453
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H ¥ CAMUS Clinical Trial E
Drait Bladder Function Form (CAM74)
Participent ID Page Number

T IsT T[] (2]

isit Murmber —
Vst Nt [ Sva PoWeek 12 | d6=Week 36 | 60=Week 60

o Dj JgeWerk 24 | Af=Week 48 | T2eWeek T2

very Moderately About Moderately — Very
dissatisfied dissatisfied equally  satisfied  satisfied
satisfied
and
dissatisfied

14. If you had to spend the rest of
your life with your urinary or 1
bladder function just the way it is
now, how would you feel about

[
)
'S

LA

that?
ey For Official use only October 9, 2008 CAMT74 RS
m Toll Free Fax: (866) 935-7453
Toll Number: (205} 975-7453
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CAMT75 — International Prostate Symptom Score (IPSS) (REVISED 10/09/08)

This form is completed by the participant. The header information should be
completed by the study coordinator.

The old forms have boxes that you place a mark in.

The new forms record actual values for all the laboratory measures.

The new forms have the codes (1, = yes, 2 = no, 3 = don’'t know) that should be
circled.

Questions 7-13 assess the degree of discomfort BPH is causing the participant.

The answers are scaled from 0 to 5, 0 indicating no discomfort and 5 indicating a lot.
The AUA score is calculated by adding the scores of the answers to questions 7-13.
Questions 15 & 16 should also be completed but not included in the score.

The completion of the TPSS form completes all the requirements for the SV1.0.
Please fax completed forms to the DCC. Forms should be faxed in within 3 days of

the SV1.0.

Header information: The information in the header is critical to ensure data
guality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.
Fields 7-13: These fields are completed by the participant.
Field 14: The study coordinator enters the AUASS.

Fields 15-16: These fields are completed by the participant.
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! E CAMUS Clinical Trial I
— International Prostate Symptom Score (IPSS) For (CAMT5)
= (AUA Symptom Score & IPSS Quality of Life Questions)
Visil Date Pasticipant 1D Page Number
NN ZEEEE > [T T Ts 1 1] ]
mm dd YFYY
Visit Numher [y, svia Li=Week 12 | J6=Wek36 | G0=VWeek & Stird Stalf ID
4, Lﬂz::-}\':.u H=Week 24 qu:wmu L?E-Wuh'ﬂ . 5. 1_ i I ! E..I I |
__ |

. This form is completed by the participant.
s Instructions: For each question, circle the appropriate number that best describes your condition.

less ffrn less than  about more
notaf  f fmein halfthe  halfthe  than haif almaost
all 5 tme time the time  GVAFS
7. Over the past month, how often
) 0 1 2 3 4 5
have you had a sensation of not
emptying your bladder completely
after you finished urinating?
8. Over the past month, how often
. . 0 1 2 £ 4 k]
have you had to urinate again less
than two hours after you finished
urinating?
9, Ower the past month, how often
. 0 1 2 3 - 5
have you found you stopped and
started again several times when
you urinated?
10, Over the past month, how often o i n T 4 5
have you found it difficalt to B '
postpone urination?
11. Over tE.1e past month, hw.w often 0 | , s 4 5
have you had a weak urinary
stream?
12, Over the past month, how often )
. 0 1 2 kS -+ 3
have you had to push or strain to
begin urination?
None 1 time 2 times 3 times A times 5 ar more
13. Over the past month, how many timies
times did you most typically get 0 1 2 3 4 5
up to urinate from the time you
went to bed at night until the
time you got up in the morning?
14. iTa be completed Iy the study coordinator: AUASS = ‘:I__—I:D
: {Total af items 7-13.)
| —
For Official use only Oetober 9, 2008 CAMTS RS
Toll Free Fax: (866) 935-7453
. Toll Number: (205) 975-7453 I
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o

H Eﬂ CAMUS Clinical Trial .
International Prostate Symptom Score (IPSS) For (CAM75)
orat (AUA Symptom Score & IPSS Quality of Life Questions)
Participant [D Page Number

[T i

Visit Number | 11=5V140

ST -

JeeWeek 36
A8=Week 48

[ 12=ween 12

B0=Week &0
Td=Week 24

T2=Week 72

Defighted  Pleased Maostly  Mived-wbont  Mostdly Unkappy  Terrible
satigfied equally dissatisfTed
seatisfied and
dissatizfied

415, If you were to spend the rest 1 7 3 4 5 6 7
of your life with your urinary
condition just the way it is
now, how would you feel

about that?
X
Not at all Less fhan Lesschan  Abont hell  More than Almost
Irimein  half the the time Falfthe always
5 e fime
16. Over the past month, how 1 2 3 4 5 6

often when you felt the urge to
urinate, did you leak urine
before you could get to the
toilet?

For (MTicial use only October 9, 2008 CAMTS RS

. Toll Free Fax: (866) 935-T453 .

Toll Number: (205) 975-7453
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CAM77 — Subjective Global Assessment Form (REVISED 10/10/08)

The CAM77S is the Spanish version of the form. If needed the participant’s should
be provided with the services of a translator to help fill in these forms.

The Study Coordinator completes fields 1-6.

The participant completes fields 7-10.

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Fields 7-10: The participant completes these fields.
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] E CAMUS Clinical Trial B

Draft Subjective Global Assessment Form (CAM7TT)

Wisit Date Participant 1D Page Number

OV LY s [T 0

mm dd Yuyy

Vigit Number m&kg ¥i
i -:r.'his form is completed by the parlicipant.
circle the appropriate number that best describes your wrinary symptoms,

Fnstructions: For each question,

Much Somewhat A lile  Abous the A ligle  Somewhat  Much

Beiter Better betfer Lrinte WOrse Warse WIS
7. Compared (o the beginning of the I 2 3 4 5 6 7
study, how are your urinary
symptoms now?
4., Compared to the beginning of the 1 2 3 4 5 & i

study, how are your urinary
incontingnce symptoms now?
Very  Somewhat  Neither Somewhat Very
satigfled  satisfied satigfied  dissoiisfied dissativfied
FECH
dissarisfied

9. How satisfied or dissatistied are you 1 2 3 4 5
with any urinary symptoms you have
now?

10. How satisfied or dissatisfied are you
with any urinary incontinence

symptoms you have now?

For Official use only October 10, 2008 CAMT7 RS

Toll Free Fax: (866) 935-7453 '

Bt
=i Toll Number: (205) 975-T433
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CAM79 — Participant Treatment Perception Form (REVISED 10/10/08)

The CAM79S is the Spanish version of the form. If needed the participant’s should
be provided with the services of a translator to help fill in these forms.

The Study Coordinator completes fields 1-6.

The participant completes fields 7.

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Fields 7: The participant completes this field.
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ﬂ CAMUS Clinical Trial
Draft Participant Treatment Perception Form (CAMTY)
Wasit Date Participant I Pupge Number
3
N 2 I I I R I I I 1 I
mm dd YV
Siaff 1D

WVigat Number 24=Wieek 24 e
4 Dj 4fi=Week 48 > Djj
Tr=Week 72

Lo

. Question 7 is to be completed at every 24, 48, and 72 weeks.

' Circle the appropriate number

I think T am ) )
1 arn nof sure setting the I think [ am getdng  { am not mk!ng
which treatement  placebo pills (no the Saw palmetto ‘TE "-?-";IML'S
Fam gening  active treafement) plant extracy pills right now
7. What is your best guess about 1 2 3 4

what treatment you are getting
as part of the CAMUS study?

For Official use only

Taoll Free Fax: (B66) 935-7453
l Toll Number: (205) 975-7453

October 10, 2008 CAMT9 RS
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CAMB81 — Adverse Event Form (REVISED 10/13/08)

An adverse event is an unexpected medical problem that happens during treatment
with a drug or other therapy. Adverse events do not have to be caused by the drug
or therapy, and they may be mild, moderate, or severe. All adverse events,
regardless of severity, and whether or not ascribed to the study drug
administration, should be recorded on CAM81. All grade 3, 4 and 5 adverse
events will be reviewed by the Clinical Review Committee.

Please refer to the document entitled ‘SAE reporting Guidelines’ provided by the
American College of Surgeons — Oncology Group in the Appendix, for more details
on the grading SAEs, attributing causes to SAEs and reporting of SAES.

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).
Field 2: Enter the participant ID.
Field 3: Enter the page number.
Field 4: Enter the visit number. Refer to the table.
Field 5: Enter the 3-digit site number
Field 6: Enter the initials of the staff person completing the form.
Field 7: Indicate whether or not the participant has experienced an adverse
event since the last visit.
If yes, complete fields 8-18. (An additional event can be reported in

fields 9-29.) Please refer to the table at the bottom of the page for
applicable codes.
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¥ CAMUS Clinical Trial
Draft Adverse Event Form {(CAMS1}

' Visit Diate Participant 1D Page Number

s LYY > LI Isl T 1] » [

i dd Y¥yy
Stalf 1D

il
. Wisit Nummher | e Week 4 = Week 19 §2WWesk 52 | Site
i, 12=Week 12 Ie=Week 36 fill=Week 60 ] [}
! D:I Td=Week 24 | 4B=Woek ¥ T2=Week 72| | | _I I__I_]
Circle the appropriate number . N
Yes  No i Yes", record below,
.+ 7. Has the participant experienced an 1 2
adverse event since the last visit 7 = I "Mo", stop here.
S— S
8. MEDDRACode: [ | | | | | | | |
g, Description:
Date Resolved:

P Drate of Onset: Continuing

" oo ATTT]

o T T] L] n[TUI]

4 mm dd ¥¥¥Y —] dd Y¥¥¥

12, Serious? DND [:| Yes o Complete SAE Form (CAMS82) 13, Severity (See Codes): D

14. Relationship to Study (See Codes): D 15. Qutcome /See Codes): D 16. Anticipated? DN:: D‘fes

18. Action Taken Regarding Study Drug I:I
(Fee Codes):

17. Action Taken 1 2 3 4 5 f

15 sooracodes | T T T T 1T 1]

20. Description:
Date Resolved:

Date of Onset: Continuing
DO O 00 ™ = OO
T dd ¥¥YY

e
23, Serious? [_|No  []ves
25, Relationship to Study (See Cades): D 26. Outcome (See Cades): |:| 27. Anticipated? I:IN‘-' DYes

29, Action Taken Regarding Study Drug |:|
(See Codes):

= Complete SAE Form (CAMSZ) 24, Severity (See Codes): D

s

2%, Action Taken 1
(See Codes & circle all thar apply):

T Relationship to Study Codes: (1) Unrelated, (2) Unlikely, {3) Possible, {4) Probable, (5) Definite

Severity: (1) Mild, (2) Moderate, (3) Szvere, (4) Life Threatening, (5) Death
Chutcome Codes: (1) Complete recovery wio residual effect, (2) Recovered wi residual effect, (3) Recovered w/ persistent effect .

2 3 4 5 §

(4) Mat yet rocovered. (5) Died
Action Taken Codes: (1) Self or OTC treatment, (2) Office, clinie, ER, or owt-pt visit, (3) In-pt visit or bosp admit. {4} Rx,

(5) Procedure performed, (6) Mone
Action Taken Regarding Study Drug Codes: {03 Not applicable, (1) None, (2) Reduced, (3) Interrupted, (4) Discontinued

Tor OMCTl use onl
or al use anly October 13, 2008 CAMEL RS .

m Toll Free Fax: (866) 935-7453
Toll Numiber: (205} 9757453
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FORMS REQUIRED FOR VISITS FOR WEEKS 12, 24, 36, 48 and 60

CAM Form Procedure Filled by
22 Medical Follow-Up Study Coordinator
23124 Assessment of Medicine Study Coordinator
31 Vital Signs Study Coordinator
41 PSA Study Coordinator
42 Uroflow Measurement Study Coordinator
45 Hematology and EKG Study Coordinator
46 Urinalysis Study Coordinator
47 Serum Banking Study Coordinator
71 Jenkins Sleep Dysfunction Participant
Scale
74 Bladder Function Participant
75 International Prostate Participant
Symptom Score (IPSS)
77 Subject Global Assessment | Participant
79 Participant Treatment Participant
Perception Form
81 Adverse Events Study Coordinator

CAM22 — History Update Form (REVISED 10/10/08)

Header information: The information in the header is critical to ensure data

guality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number.

Field 6: Enter the initials of the staff person completing the form.

Fields 7-12:

The study coordinator completes these fields and also

completes additional forms as directed by the answers provided.
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' Draft
Visit Date

EEQEEGEE

CAMUS Clinical Trial B

History Update Form (CAM22)

Participant ID Page Number

2T s 11 *0d

Visit Mumber ’V N=."FI"H‘]C 4 M;W?Ekzﬂ

4. D:I 12=Week 12 G=Week 36

S1=Week 52
0=V ek 61
Ti=Week T2

Staff Dy

Sitet

2d=Week 24 48=Week 48
7 Circle the appropriate number

Yes MNo Don't Know

:?-‘3% Have there been changes in or new concomitant medications since the last visit? 1 2 3
= 1f yes, update concomitant medication form (CAM23).

87 Have there been changes in or new urology medications since the last visit? 1 2 3
= If yes, update urology medication tracking form (CAM24).

9. Has the participant experienced any new adverse events since the last vigit? 1 2 3
= If yes, update adverse events form (CAMS1).

10. Have previonsly reported adverse events resolved or worsened since the last visit 7 1 2 3
= If yes, update adverse events form (CAMS1).

' 1.1 . Dioes participant currently have a suprapubic catheter, use CICYISC, or had a 1 2 3
%ualheter removed since the last visit?
g
12. Has the participant reached a protocol defined BPH outcome? 1 2 3

= If yes, update BPH outcome events form (CAMGI).

e

ﬁ
e

For Official use only

Toll Free Fax: (866) 935-7453
. Toll Number: (205) 975-T453

Oectober 10, 2008 CAM22 RS
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CAM23 — Concomitant Medication Form (REVISED 10/13/08)

Two separate medications can be reported on one form. For additional medications,
please use an additional CAM23 and enter the page number in field 3.

Since the number of pages required for these forms will vary with the patient,
page numbers have been omitted from these headers. Please be sure to fill in
the page number along with other header information.

Do not duplicate medications listed on the Urology Medication Tracking Form

(CAM 24).

Header information: The information in the header is critical to ensure data
guality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: Enter the page number.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Field 7: If SV1, indicate whether or not the participant has taken any
medications during the last 6 months. If this is not SV1, indicate whether or
not the participant has started or stopped any urology medications since the
last visit. If yes, complete fields 8-23.

Field 8: Enter the generic name of the medication.

Field 9: Enter the total dosage.

Field 10: Enter the dosage units. Refer to the dosage unit codes at the
bottom of the form.

Field 11: Enter the frequency of dose. Refer to the frequency codes at the
bottom of the form.

Field 12: Enter the mode of administration. Refer to the mode of
administration codes at the bottom of the form.
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Field 13: Enter the date the medication was started.
Field 14: Enter the date the medication was stopped OR check “Ongoing”.

Field 15: Indicate the primary reason for use or change.
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E I . CAMUS Clinical Trial .

Concomitant Medication Form (CAM23)

Drait
 Hrisit Date Participant 11 Page Nurither
2NN ZNEEE e [TIIs[ 111 = [
i dd ¥y
Hitedt Stalf D

Wisil Mumber

4, |
LI |
\Da not duplicate medications listed on the Urology Medicarion Tracking Form {CAM24). Number page{s) in

; :::‘.apper right comer of the form. Yes No  Don't Know
#2Circle the appropriate number '

$1=5Y10 M= Week 4 2B=Week28 | SI=Weekis2 |
12aWeck 12 | 36=Week36 | Gl=Weekod | 5. I:Dj & D:I

Z4=Wiek 24 =W ek 48 Ti=Week T2

7. If this is screening visit 1, has the participant taken any ) I 2 3
medications during the last 6 months? If this is not screening = If "Yes", continue to complete below.
el i s ici
I§1S]t 1, since the .[ast.ustt, has the participant started or = If"No", stop here.
stopped any medications 7

o ")ite'[n-dimtiml {(Give generic name):

" ; Inits " " e

9. Total D : 10. Dosage Uni & Tf "other”, Specify:

0 amage (See Codes below) D pec

11. Frequency If "ather", 12.Mode of Adminisiration If "other”,
{fee Codes below) Specify: {See Codes below] Specify:

) I:" Diate Staried rmm D“_goj_ng: Date Stopped (momiddyyyv)
1:_’._.4;] TT U] I [ D orz 4 || RN

15. -:P'rimary Reason for

Use or Chamgze:

16. ?‘:'Iedical.iun {(Five generic name):

i
rE- _—
Dosage: 18. Dosage Units & If "other”. Specify:
17 Total ge (See Codes WEM}D peciy
19, Frequency D If "other". 20, Mode of Adminisiration d‘l'l: "other”,
{See Codes below) Specily: {See Codes below) Specify:

Date Started (muidddoyy) Ongoing: Date Stopped (mm/dd/yryy)
zlf TT W] [ ] |:| ore 20T/ | a’| [ ]

Egz.fh‘i:mrj Reason for
“¥ Use or Change:

i

. Dosage Units Codes: (1) mg,  2) meg or ug, (3)ml or co, (4) units, (5} g, (8) Other {specify}
E Frequency Codes: (1) Single Dase, (2) BID, (3) TID, (4) QID, (3) PREN, (6) Q4h, (7) Other (specify)

i | Mode of Administration Codes: (1) Intravenous, (2) Oral, (3) Intra-muoscular, (4) Sub-lingual.
“3 {5) Intra-urethral, (6} Patches, (T} Other (specify)

For ONTicial use only October 13, 2008 CAM23 RS

. Toll Free Fax: (866) 935-7453 .

Toll Number: (205) 975-7453

Page 138
LAD 10/13/08



CHAPTER 9 — VISITS FOR WEEK 24 AND 48

CAM24 — Urology Medication Tracking Form (REVISED 10/13/08)

Two separate medications can be reported on one form. For additional medications,
please use an additional CAM24 and enter the page number in field 3.

Since the number of pages required for these forms will vary with the patient,
page numbers have been omitted from these headers. Please be sure to fill in
the page number along with other header information.

Header information: The information in the header is critical to ensure data
guality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: Enter the page number.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Field 7: If SV1, indicate whether or not the participant has taken any urology
medications during the last 6 months. If this is not SV1, indicate whether or
not the participant has started or stopped any urology medications since the
last visit. If yes, complete fields 8-21.

Field 8: Enter the generic name of the medication.

Field 9: Enter the total dosage.

Field 10: Enter the dosage units. Refer to the dosage unit codes at the
bottom of the form.

Field 11: Enter the frequency of dose. Refer to the frequency codes at the
bottom of the form.

Field 12: Enter the mode of administration. Refer to the mode of
administration codes at the bottom of the form.

Field 13: Enter the date the medication was started.

Field 14: Enter the date the medication was stopped OR check “Ongoing”.
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i‘ E CAMUS Clinical Trial

= Urology Medication Tracking Form (CAM24)
‘-."ixil Diate Participant [D - -_-__.};EL‘INDL‘IMP o
yLLYLLLL] (I 11 » [

mum .f.lll:r._lll
Wislt Nomber | - T ™ Staff ID

M=5V1b Dd=Veek 4 Ih="Week I8 SI=Week 52
T owekis | dwes | donea EI:D 1]
| | M4=Week 24 | 48=Wock45 | T2=Week 72|

Do not duplicate medications listed on the Concomirant Medicarion Form (CAM23). Number page(s) in
-upper right cormer af the form.

Circle the appropriate number Yes No Don't Know
| Il this is screening visit 1, has the participant taken any | 2 3
i urﬂlﬂg}- medications during the last 6 months? If this is not = I "Yes", continue to complete below.
,f, screening visit 1, since the last visit, has the participant P
© T grarted or stopped any urology medications? If"No", stop here.

d-Medication | Give generic name):

21 Total Dosage: 10. Dosage Units o If "other”,
f [8ee Codes below, Specify:
11. Frequency I “othe”, 12 Mode of Administration ™| If “other",
{See Codes below) Specify: (See Codes below) Specify:
Diate Started (mmdddiwyy) Omngoing: Date Stopped fmaiddip)
CVCOELT ] L) es  =[TILL)

| [ledication [ (Give generic mame):

-
1

16. Total Dosage: 17. Dosage Units s If "n{.]}er",
Lt {See Codes below) Specify:
15, Frequency If "':".h'“"- 19. Mode of Administration ’:I:;I.f "':".l"‘“">
{See Codes below) Specify: {§ee Codes below) Specify:
Date Started (mmiddiygy) Ongoing: Date Stopped (mm/dd/yzyy)
0. ! 21,
(VCILI T ) e =[TJLIJCLLT]
Dosage Units Codess (1) mg, { 2) meg or ug, (3) ml or ce, (4) enits, (5} g, (6) Other (specify)
.
= | Frequency Codes: (1) Single Dose, (2) BID, (3) TTD, (4) QID, (5) PEN, {6) Q4h, {7} Other (specify)
5
Muode of Administration Codes: (1) Intravenous, (2) Oral, (3) Intra-muscular, (4) Sub-lingnal,
{5) Intra-urethral, (6) Patches, (7} Other (specify)
For Official use only October 13, 2008 CAM24 RS
m Toll Free Fax: (866) 935-7453 .
Toll Number: (205) 975-7453
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CAM 31 - Vital Signs Form (REVISED 10/10/08)
The old forms for this study ask for the BP to be taken both lying down and standing.
For this study, you only need to take two consecutive measurements five minutes

apart, both sitting down

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: Enter the 3-digit site number.

Field 4: This field is pre-filled.

Field 5: Enter the visit number. Refer to the table.

Field 6: Enter the initials of the staff person completing the form.
Field 7: Check the appropriate visit type.

The vital signs have to be recorded at the first screening visit or the
second visit.

Field 8: Indicate whether or not vital signs were obtained. If yes, complete
questions 9-11.
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CAMUS Clinical Trial

Vital Signs Form (CAM31)

i Crrafl
Fisit Date Participant 11 Sited Page Number
ET VLY I d>CCTIs 1 1] HER N
R . - Visit type
' . . Staff TD ) g
Visie Mumber | ppegvLo DiWeekd | 28-Week28 | R2=Wek52 | . ?.Djn.t?limcv:su
=T I=SY20 12=Werk 12 A6=Week 36 Al Week all G.ED
a Dj 2d="Week 24 AH="Veck 48 TE=Week T2 El
- ' Telephone Interview
Circle the appropriate number Yes Mo
1 2

B. Were vital signs done at this visit?

=5 If "No", stop here.

¥ ¥y

If ¥ Yes", record below.

9. Height: ]:]j inches (In-Clinic Only)

10, Weight: |:|'_—|:| pounds (In-Clinic Only)

11. Seated measurements (reading 1 taken immediately, reading 2 taken 1 minute later):

{a) Blood pressure reading 1

(b) Heart rate reading 1

= {c) Time of Day 1

‘ (d) Blood pressure reading 2

{e) Heart rate reading 2

el R

ll |/ Illmmflg

Systolic

Diastolic

[TT] O

] pMm

L]

[ 1/ [ L] mnte

Systolic

Diastolic

Toll Free Fax: (B66) Y35-7453
Toll Number: (205) 975-T453

For Official use onky

October 10, 2008 CAM31 RS
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CAM41 — PSA Sample Collection (REVISED 10/10/08)

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).
Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

A PSA level above 10ng/ml is an exclusionary criterion.

All PSA levels for the study are done at the same laboratory. The blood
sample has to be collected and sent to the laboratory as set forth in the
section on sample collection.

When the PSA level comes back, it is recorded on this same form.

In the old forms where there is only one decimal place, please just

record the first number after the decimal. There is no need to round
up or down.

Field 7: Indicate whether or not a serum PSA sample was collected. If yes,
record the date of collection and complete fields 8-10.

Field 8: Indicate whether or not the serum PSA sample was shipped to
central lab.

Field 9: Record the date of shipment.

Field 10: Record the PSA results.
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% | CAMUS Clinical Trial
- PSA Sample Collection (CAM41)
Participant 1D Page Numbsr

O/ VOO > [LIB

Visit Number 7 1 Sitedt
01=5V1.0 H=Week 24 _
TraWeek 72 |
a

. .2 Cirele the appropriate number

= Serum PSA: Yes No
. ’ 7. Was a serum PSA sample collected at this visit? 1 2

& I "Yes", record date of collection. D:V J—L—V
o ad ¥y

= If "No", STOP.

Yes No
1 2

8. *Was a serum PSA sample shipped to central lab?

== g #If "Yes", record the date of shipment: | |f r I;’r | '
. P dd Y

:: 10. PSA results from Central Lab: D:H:]j ng/ml

I For sereening visit 1, excluded if serum prastate specific antigen level = 10 ngdnl. J

f- rl_'ﬂue.i not apply to sijef 277

For Official use only October 10, 2008 CAM41 RS

Toll Free Fax: (866) 935-T453
[ Toll Number: (203) 975-7453
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CAM42 — Uroflow Measurement Form (REVISED 10/10/08)
This form records information from the Uroflow tests.
Peak flow rate < 4 ml/sec and voided volume < 125 ml are both exclusionary

criteria.

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Field 7: Indicate whether or not uroflow measurements were obtained. If
yes, complete fields 8-14.
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B E: CAMUS Clinical Trial
) Uroflow Measurement Form (CAM42)

Draft
! Wisit Drate Participant 11 Page Number
i £ it
NN ZENZEEEN > [TTIs[ [ 1] ]
" m dd YY¥Y
1 isi . I Sited Staff I
e rovin | 1Weki2 | 3ewWeekds | s=Week#) | ¢
& D:I | 2=Sv20 =Wepk24 | dB=Veekd§ | T2=Waek 72 - :
Circle the appropriate number Yes No
7. Were uroflow measurements done at this visit? 1 2
= If "MNo'"', stop here.
If "Yes", record below.

: 8. Voiding time: [T 1] sec

9. Flow time: Djj SeC
™
. 10. Time to maximum flow: EEI] sec

11, Peak flow rate: Dj[]j ml/sec

For screcning visits Iand 2: Excluded if peak flow rate Is less than 4 M.f."'jzl

i 12, Mean flow rate: Dj . D:l ml/sec

13, Voided volume: D:]:D ml

L Eﬂrjﬁnﬁ'xgﬁﬂt Ea.'cf:rﬁ.if voided volume < 125 m!.l

:

14. Post-void residual: E[:I:’ ml

For Official use only October 10, 2008 CAM42 RS

.. Toll Free Fax: (866) 935-7453
id Toll Number: (205) 975-7453
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CAM45 — CBC, Serum Chemistries, Prothrombin Time and EKG Form
(REVISED 10/14/08)

The old forms only ask if the values were normal or abnormal.
The old forms have boxes that you place a mark in.

The new forms record actual values for all the laboratory measures.
The new forms have the codes ( 1, = yes, 2 = no, 3 = don’t know) that should be
circled.

Header information: The information in the header is critical to ensure data
guality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Field 7: Indicate whether or not a complete blood count was obtained. If
yes, complete a-e.

Field 8: Record the prothrombin time.

Field 9: Indicate whether or not a serum chemistry panel was obtained. If
yes, complete a-i.

Field 10: For baseline, 24, 48 and 72 week visits, indicate whether or not an
EKG was performed.

Recording whether an EKG is normal or abnormal with respect to
recent MI or active Ischemia should be based on a Final report
from a cardiologist.
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All attempts should be made to ensure that these reports are received in a timely
manner, so that the second screening visit and randomization visits can be
scheduled in a timely fashion.

If any values are abnormal, complete the adverse events form
(CAMS8L).
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m 7y CAMUS Clinical Trial [

— CBC, Serum Chemistries, Prothrombin Time and EKG Form (CAM45)

Visit Diate Participant 1D Page Number

gEESEEGEEER > PP Isf 1 ]

i Il ¥¥Yy

K Staff ID

Wigil Mumber [T oo T T ja0m P — 2 |
01=5¥1.0 12=V¥eek 12 Mi=Week 36 i=Week 60
4. [_l_l | [ MaWerk 24 | 48aWeek 48 -‘ T2eWerk 72 5, I:l:l:l 6. [ | |
Circle the appropriate numhber

7. Complete hlood count: Yes No

Was a complete blood count done at this visit? 1 2

If "'MNa", skip to gquestion 8. 1If "Yes", record below.

Normal Abnormal  Not Done

{a) Leukocyte count (WBC): Ijj ] I:I:I thow/cmim 1 1 3
ib) Erythrocyte count (RBC): D:l . ED milliermm 1 2 3

1 2 3

() Hemoglobin: . gldl

(d) Hematocrit: . % 1 2 3

(&) Platelet count: Dj . Dj thow/cmm 1 2 3

IT any values are abnormal, complete adverse events form (CAMS1).

#. Prothrombin time:

EI:I ) [:':] Seconds ED D:' Upper limit of normal or control value {(Seconds)  INR: D . |:|:|

9. Serum chemistries: Yes No
Was n serum chemistry panel done at this visit? 1 2
7Ne" atop. 1T 7Yea" record helor. MNormal Abnormal Not Done
{a) Sodium: D] L] | |mean 1 2 3
(b} Potassium: ! | ' . L_LJ meg/ 1 2 3
(¢} Chloride: L] | [ | [mean 1 2 3
(d) Bicarbonate: Dj ] Dj meg/] 1 2 3
ie) Glucose: | | | ” | Imtw'l 1 2 3
(0 Creatining | | l || | ['““qﬂ 1 2 3
{g) ALT (SGPT): f:l:f.l:r__flwl 1 2 3
(h) AST (SGOT): l:l:H:D L 1 2 3
(i) GGT: [T Jwn i : 3

8. Complete this section every Baseline, 24, 48 and 72 week visit only.
Electrocardiogram: 1 2 3

If any values are abnormal, complete adverse events form (CAMS1).

For Official use only October 13, 2008 CAM45 RS
. Toll Free Fax: (866) 935.7453 .
Toll Number; (205) 975-7453
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CAM46 — Urinalysis Form (REVISED 10/10/08)

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Field 7: Indicate whether or not a urinalysis was performed. If yes, complete
fields 8-9

Field 8: Record the results based on the dipstick test.

Field 9: Record the results based on the microscopic urinalysis.
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'“""J.

i1 BT CAMUS Clinical Trial
Draft Urinalysis Form (CAM46)
Wisdt Diate p Participant 1D Page Nomber
; - 3,
t-llLfIIL--IIIIJ > [TTIs[ L] N
.E ¥¥YY
‘-.-’|s1| Mumber P | Kiled Staff I
: E“* | 1T 1]
Circle the appropriate number Yes No
7. Was zn urinalvsis done at this visit? 1 2
= If "Yes", record the results below.
= If "No", stop.
|
o (&) Dipstick
we 0]
' ] trace I+ 2+ 3+ 4+
i {h) Glucosa 1 . k} 4 5 6
{c) Blood 1 2 3 4 5 i
(1) Ketones l 2 1 4 5 [
ie) Protein 1 2 3 4 5 [
_ (f) Leukocyte esterase 1 2 3 4 5 6
(\; (9 If dipstick is positive (> 0) for blood or leukocyte esterase, send specimen for microscopic
4 urinalysis and code results below.
2 TR, 15, trace, 6-15, I6-30, =30,
negaiive, present, maderate HHIRY, inrumerable,
WNL shight, rare frequent TNTC
{a) WBC 1 2 3 4 5
{b) RBC 1 2 3 4 5
(¢} Epithelial cells 1 2 3 4 5
(d) Muocous 1 z 3 4 5
:,fé: () Bacteria 1 2 3 4 5
) (f) Casts hyaline 1 2 3 4 5
{g) Casts other 1 2 3 4 5
aa For Official use only October 10, 2008 CAM46 RS
ﬁ Toll Free Fax: (866) 935-7453
Toll Number: (205) 975-7453
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CAMA47 — Serum for Banking Form (REVISED 10/10/08)
If the patient has consented to it, a serum sample from the patient collected at the
first visit and the separation visit is to be sent to the NIDDK repository. The samples
are being collected and stored for future ancillary studies.

This form is used to identify patients whose sample is collected during SV1.0 and
sent to the NIDDK.

If no sample is collected, the reasons for not collecting are also recorded.

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Field 7: Indicate whether or not a serum sample was collected.

Field 8: Enter the date of collection if applicable.

Field 9: Indicate the reason specimens were not obtained if applicable.
Field 10: Indicate whether or not the sample was shipped.

Field 11: Enter the date of shipment if applicable.
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5l (=T CAMUS Clinical Trial
Serum for Banking Form (CAMA4T7)

Draft
Wiait Date Participant [D Page Numbher

SR ANEANEEER S ENECEEE

¥ il
Visit Number HI=SVL0 Sited Staff 11}

Circle the appropriate number
Yes No

¥ Was a serum sample collecled at this visit?
i

"
3 iIF "Yes", Date of collection: | If | | If |_| I | |
dd ¥IRY

s
8.
i

9.1II' specimens were not abtained for CAMUS, please indicale reason {Check only one).

D (1)Patient refused (o give informed consent for CAMUS serum studies (banking).

r_—i {2)Patient was not asked to consider CAMUS serum studies (banking).

|:| (3)0ther, specify:
Yes No

=
1{i°Wgas a serum sample shipped to NIDDE repository? 1 2

El.:blf"‘f:“e.v.",rccnrdlhc date of shipment: | a’[ | |/| | | | ]
¥¥YY

mren d.d.

For (Mficial use only Oetoher 10, 2008 CAM4T RS

] Toll Eree Fax: (866) 935-7453
. Toll Number: (205) 975-7453
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CAM71 — Jenkins Sleep Dysfunction Scale Form (REVISED 10/10/08)

The CAM71S is the Spanish version of the form. If needed the participant’s should
be provided with the services of a translator to help fill in these forms.

The Study Coordinator completes fields 1-6.

The participant completes fields 7-10.

Header information: The information in the header is critical to ensure data
guality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Fields 7-10: The participant completes these fields.

Page 154
LAD 10/13/08



CHAPTER 9 — VISITS FOR WEEK 24 AND 48

Cl=dr

Draft

Visit Daie

CAMUS Clinical Trial
Jenkins Sleep Dysfunction Scale Form (CAMT1)

SERAENANEER

I

\.- isit Mumber rm_namc
4.

I 24wk 24 |
A8="Week 48
?2—“-5&;'!1'.

Participant 1D

HEEE

Sitest

Page Number
3

Stafl 10}

o [ 1]

Thlq form is completed by the participant.

’ns.fructmm For each question, circle the appropriate number that best describes your conditi

In the past month, how often did you:

rii i-3 47
all deys diays
7. Have trouble falling asleep? 0 1 2
8, Wake up several times per night? o : 2
9. Have trouble staying asleep 0 i 5
(including waking far too early)?
10, Wake up after your usual amount o | -

of sleep feeling tired and worn out?

.

15-21 2231
days diarys
4 5
- 3
i 5
4 5

Toll Free Fax: (866) 9357453
Tall Number: (205) 973-T453

For Official wse only

Oetober 10, 2008 CAMT1 RS
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CAM74 — Bladder Function Form (REVISED 10/09/08)

The CAM74S is the Spanish version of the form. If needed the participant’s should
be provided with the services of a translator to help fill in these forms.

The Study Coordinator completes fields 1-6 AND field 13.

The participant completes fields 7-12 AND field 14.

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.
Fields 7-12: The participant completes these fields.

Field 13: The Study Coordinator calculates the ICSmalelS Score.

Field 14: The participant completes this field.
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1 T CAMUS Clinical Trial

Bladder Function Form (CAM74)

Draft

Visit Date Participant [D Page Number
LYY a [T IsT I ]] s[1]

s dd ¥Y¥Y
+ % wisit Number [ g3_gya g 12-Week 12 | 36-Week36 | G0=Week 60 | Site# Stalt ID
A I___Ij | !:«n‘mu AB=Werk 45 T!-\’r’u&?j 1.| | | | 5[ t |

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. For each question, circle the appropriate number thar best describes
<+ your condition. Please answer each question, thinking about the symptoms you have experienced in the last
= memth, You will see that some questions ask how aften you have a sywmiptonm:
Occasionally = less than one third of the time
Sometimes = between one and fwo thirds of the time
Maost of the fime = more than two thirds of the time

Never Occasionally Sometimes Most of Al of the

: the time lime
. In the past month how often:
7. Dnd you have to rush to ] 1 2 3 4
the toilet to urinate?
&. Did urine leak before you 0 1 2 3 4
could get to the toilet?
9, Did unne leak when you 0 1 2 3 4
£ 7 coughed or sneezed?
10. Did you leak for no 0 1 2 k] 4
obvious reason and
without feeling that you
wanted to go?
11. Did you leak urine when 0 1 2 3 4
you were asleep?
12. Did h light
id you have a sligh o i 2 3 4

welting ol your pants a
few minutes after you had
finished urinating?

SR lT.u be completed by the study coordinator:  ICSmalel§ Score zp:]j:’ ]-
I (Total of items 7-12, _

For Official use only October 9, 2008 CAMT74 RS

Toll Free Fax: (B66) 935-T453 I
H Taoll Number: (205) 9757453
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[ ] Ej] CAMUS Clinical Trial B

Draft Bladder Function Form (CAM74)

Participant ID Page Number

[T ok

igit Murnber
Vit e VI I2=Weck12 | J6=Week36 | 6O=Wesk 60
oA EEI eWeek 24 | AGeWeekdS | TieWedk T2
. |

Very Moderately About Moderately  Very
dissatisfied dissatisfied equally  satisfied satisfied
satisfied
and
dissatisfied

14, If you had to spend the rest of
your life with your urinary or 1
bladder function jusi the way il is
now, how would you feel about
that?

[ 2%
e
o
A

o

m Toll Free Fax: (866) 935-7453
Toll Number: (205) 975-T453

For Official vse only October 9, 2008 CAMT4 RS
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CAMT75 — International Prostate Symptom Score (IPSS) (REVISED 10/09/08)

This form is completed by the participant. The header information should be
completed by the study coordinator.

The old forms have boxes that you place a mark in.

The new forms record actual values for all the laboratory measures.

The new forms have the codes (1, = yes, 2 = no, 3 = don’'t know) that should be
circled.

Questions 7-13 assess the degree of discomfort BPH is causing the participant.

The answers are scaled from 0 to 5, 0 indicating no discomfort and 5 indicating a lot.
The AUA score is calculated by adding the scores of the answers to questions 7-13.
Questions 15 & 16 should also be completed but not included in the score.

The completion of the TPSS form completes all the requirements for the SV1.0.
Please fax completed forms to the DCC. Forms should be faxed in within 3 days of

the SV1.0.

Header information: The information in the header is critical to ensure data
guality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.
Fields 7-13: These fields are completed by the participant.
Field 14: The study coordinator enters the AUASS.

Fields 15-16: These fields are completed by the participant.
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CAMUS Clinical Trial

! E International Prostate Symptom Score (IPSS) For (CAMT75)
orat (AUA Symptom Score & IPSS Quality of Life Questions)
Wisit Date Pasticipant 1D Page Wumber
NN 2nEEE > [T Isl I 1] ]
(hiliH] dd vy
Visit Number ™o, Jovin li—Week 12 | S6mWock 36 | 60=Wesk 80 Sited Statl ID
__:-4. 12=8V20 24=Week 24 Lns:wm-u T2 Wesk 72 5. 1_| ] ! El-l | |

¢ This form is completed by the participant.

4

% [nstructions: For each question, circle the app

ot

less ihan
1 time in

all

7. Over the past month, how often
have you had a sensation of not
emptying your bladder completely
after you finished urinating?

8. Over the past month, how often
have you had to urinate again less
than two hours after you finished
urinating?

9. Over the past month, how often
have you found you stopped and
started again several times when
you urinated?

10. Over the past month, how often

: have vou found it difficult 1o
o postpone urination?
11. Over the past month, how often
have you had a weak urinary
stream?

[

12, Over the past month, how often
have vou had to push or strain (o
begin urination?

None

13. Over the past month, how many
times did you most typically get
up to urinate from the time you
went to bed at night until the
time you got up in the moming?

I time

Himie

2

2

time

3

2 times 3 times

3

14, [To be completed by the study coordinator:
|

avass=[ [ 1 1]

{ Total of items 7-13.)

e
than half
the fime

4

4 itmes

4

ropriate number that best describes your condition,

less than  about
half the halfthe

almost
alwiays

5

5 pr more
tinres

For Official use only

Toll Free Fax: (866) 935-T453
. Toll Mumber: {205) 975-7453

Ciclober 9, 2008 CAM75 RS

Page 160
LAD 10/13/08



CHAPTER 9 — VISITS FOR WEEK 24 AND 48

B )

H Eﬂ CAMUS Clinical Trial .
International Prostate Symptom Score (IPSS) For (CAMT75)
raf (AUA Symptom Score & IPSS Quality of Life Questions)
Participant [D) Page Mumber

[TIe1]

WVisit Wumber | 1I=5%1.0 ] uémmlz Y= Week 36 6U=Wr¢l:i|;r
—5y T=Wec §=Week 48 T2=Week T2
4, M2=5%2i 2d=Weck 24 4
] I I |
Delighted  Pleased Mostly  Mived-abowt  Muostly Unkappy  Terrible
satisfied equally dissatizfTed
satisfred and
dizzatizfTed
15, If you were to spend the rest 1 ) 3 4 5 6 7

of your life with your urinary
condition just the way it is
now, how would you feel

about that?
4
Naf at alf Less ihan  Lessthan  Abont hlf  More than Almaost
Irimein  half the the time half the always
35 ime fime
16. Over the past month, how 1 a 3 4 5 G

often when you felt the urge to
urinate, did you leak vrine
before you could get to the
toilet?

For Official use only October 9, 2008 CAMTS RS

Toll Free Fax: (B66) 935-Td53 .
. Toll Namber: (205) 975-7453
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CAM77 — Subjective Global Assessment Form (REVISED 10/10/08)

The CAM77S is the Spanish version of the form. If needed the participant’s should
be provided with the services of a translator to help fill in these forms.

The Study Coordinator completes fields 1-6.

The participant completes fields 7-10.

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Fields 7-10: The participant completes these fields.
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H Ty CAMUS Clinical Trial B
Subjective Global Assessment Form (CAMTT)

Draft

Visit Date Participant 1D Pape Number

LL_ILI_VLJ_i_L_I » [TT I 1] E

mm

Vigit Mumber -‘Pi-aek Hited Staff I
48=Week ) 0.
« [ | nvan s 1] LT ]

"his form is completed by the participant.

fustructions: For each question, circle the appropriate number that best describes your wrinary Symptoms.

Much Somewhat A e Abon the Alistle  Somewhat  Much

Beiter better better SikiEe Worse worse WOrse
7. Compared 1o the beginning of the I 2 3 4 5 6 7
study, how are your urinary
symptoms now?
4. Compared to the beginning of the 1 2 3 4 5 6 7

study, how are your uninary
inconlinence symptoms now?

Very  Somewhat Neither  Somewhat Very
saitisfled satigfied  sotiyfied dissatizfied disnarivfied

PR
dissatisfied
9. How satisfied or dissatistied are you | 2 3 4 5
with any arinary symptoms you have
now?
10. How satisfied or dissatisfied are you , 3 s
with any urinary inconlinence 1 = 4
symptoms you have now?
For Official use onky October 10, 2008 CAM77 RS
Toll Free Fax: (866) 935-T453 I

pr
e Toll Bumber: (205) ¥75-T453
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CAM79 — Participant Treatment Perception Form (REVISED 10/10/08)

The CAM79S is the Spanish version of the form. If needed the participant’s should
be provided with the services of a translator to help fill in these forms.

The Study Coordinator completes fields 1-6.

The participant completes fields 7.

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Fields 7: The participant completes this field.
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“ CAMUS Clinical Trial B
et Participant Treatment Perception Form (CAMT9)
Vasti Diate Participant [ Puyre Number
Oy Oy - [Isrt il v
i dd WYY
Vigat Mumber Shted Staff I

24=Week 24
Afi=Week 48
Ti=Weck 72

« [

.

LT o L]

e

Question 7 is to be completed at every 24, 48, and 72 weeks.

_ ' Circle the appropriate number

I ik T axmm 1 theivske T am getti I am not taking
¥ an mot sure getting ihe et ;
hich treatement placebo pills (no the Saw palmetio any CA MLUS
fam geding  active freatement) plant extract P ngTt Aoy
1 2 3 !

7. What is your best guess about
what treatment you are getting
as part of the CAMUS study?

For (fficial use only

Tall Free Fax: (866) 935-7453
Taoll Number: (205} 975-7453

October 10, 2008 CAM7T2 RS
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CAMB81 — Adverse Event Form (REVISED 10/13/08)

An adverse event is an unexpected medical problem that happens during treatment
with a drug or other therapy. Adverse events do not have to be caused by the drug
or therapy, and they may be mild, moderate, or severe. All adverse events,
regardless of severity, and whether or not ascribed to the study drug
administration, should be recorded on CAM81. All grade 3, 4 and 5 adverse
events will be reviewed by the Clinical Review Committee.

Please refer to the document entitled ‘SAE reporting Guidelines’ provided by the
American College of Surgeons — Oncology Group in the Appendix, for more details
on the grading SAEs, attributing causes to SAEs and reporting of SAES.

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).
Field 2: Enter the participant ID.
Field 3: Enter the page number.
Field 4: Enter the visit number. Refer to the table.
Field 5: Enter the 3-digit site number
Field 6: Enter the initials of the staff person completing the form.
Field 7: Indicate whether or not the participant has experienced an adverse
event since the last visit.
If yes, complete fields 8-18. (An additional event can be reported in

fields 9-29.) Please refer to the table at the bottom of the page for
applicable codes.
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Adverse Event Form {(CAMS1)

[ E CAMUS Clinical Trial
Diraft

’ Wisit Diate Participant 1D Page Number
S LY VELLL e [T IsI 111 * [
] o Yy
: Wisit Nuther [ ek 4 TWWeek 28 | S2=Week 52 | Stalf ID
Cirele the appropriate number Yes No o [ ™Yoy secomd below.
.+ 7. Has the participant experienced an 1 3
adverse event since the last visit 7 =0 10 "o, stop here,
S— S
8. MEDDRACode: | | | | | | | | ]
g, Description:
p Drate of Onset: Continuing Date Resolved:
o T TT] [] o DZID:M:I:ED
2 mm dd ¥¥¥Y mim

12. Serions? D Mo [:| Yes o Complete SAE Form (CAMS2) 13, Severity (See Codes): D

14 Relationship to Study (See Codesp: D 15. Outcome (Sea Codes): D 16. Anticipated? DN:: D‘fes

17. Action Taken 1 2 3 4 5 6 18. Action Taken Regarding Study Drug I:l
(e Codes):

15 woora code: | T T T T T T 1]

20, Description:

Date Resolved:

Date of Onset: Continuing
DO O =[O
Y¥¥Y

mm dd Y¥YY

¥ Serious? [INo  [[J¥es - Complete SAE Form(CAMS2) 24, Severity isee Codes: ]

Relationship to Study (See Codesi: | | 26, Outcome (See Codes: [_| 27- Anticipated? Cdwe [ ves

L
2%, Action Taken 1 2 3 4 5 fi 29, Action Taken Regarding Study Drug |:|
_;f,'im-' Cades & circle all that apply): (See Codes):

I-.i

[

T Relationship to Study Codes: (1) Unrelated, (2) Unlikely, (3) Possible, (#) Probable, (5) Definite
Severity: (1) Mild, (2) Moderate, (3) Severe, (4) Life Threatening, (5) Death
Outeome Codes: (1) Complete recovery wio residual effect, (2) Reeovered wi residual effect, (3) Recovered wi persistent effect |
{4) Mot 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 admat, (@) Rx,
(5) Procedure performed, (6) Mone
Action Taken Regarding Study Drug Codes: (0} Not applicable, (1) None, (2) Reduced, (3) Intorrupted, (4) Discontinued

—_ For Ollichal use only October 13, 2008 CAMS1 RS .

i? Toll Free Fax: (866) 935-7453
Toll Number: (205) 975-7453
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FORMS REQUIRED FOR WEEK 72

CAM Form Procedure Completed By
22 Medical Follow-Up Study Coordinator
23124 Assessment of Medicine Study Coordinator
31 Vital Signs Study Coordinator
41 PSA Study Coordinator
42 Uroflow Measurement Study Coordinator
45 Hematology and EKG Study Coordinator
46 Urinalysis Study Coordinator
a7 Serum Banking Study Coordinator
62 Permanent Discontinuation of | Study Coordinator
CAMUS Study
71 Jenkins Sleep Dysfunction Participant
Scale
4 Bladder Function Paticipant
75 International Prostate Participant
Symptom Score (IPSS)
77 Subject Global Assessment | Participant
79 Participant Treatment Participant
Perception Form
81 Adverse Events Study Coordinator

CAM22 — History Update Form (REVISED 10/10/08)

Header information: The information in the header is critical to ensure data

guality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number.

Field 6: Enter the initials of the staff person completing the form.

Fields 7-12:

The study coordinator completes these fields and also

completes additional forms as directed by the answers provided.
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da [~ CAMUS Clinical Trial B

History Update Form (CAM22)

Diraft
Wisit Diate Participant D P:;.E Number
N 72 2 R o 5
T dd ¥YVY

Visit Number Di-Weekd | 18=Week28 | SI=Week 52 Sited Staff I
4. 2=Wek 12 | J6=Week36 | 60=Veek &l 5, 6. D:I
24=Week 24 48=Week 48 Ti=Week T2

" Cirele the appropriate number Yes No Don't Know

:?“E Have there been changes in or new concomitant medications since the last visit? 1 2 3
= 1If yes, update concomitant medication form (CA M23)
S” Have there been changes in or new urology medications ginge the last visit? 1 2 1
= If yes, update urology medication tracking form (CAM24).
9. Has the participant experienced any new adverse events since the last visit? 1 2 3
=+ If yes, update adverse events form (CAMBST).
10. Have previously reported adverse events resolved or worsened since the last visit 7 1 2 3
= If yes, update adverse events form (CAMS1).
11. Does participant currently have a suprapubic catheter, use CIC/ISC, orhad a 1 2 3
dtualheter removed since the last visit?
;INE-‘. Has the participant reached a protocol defined BFH outcome? 1 2 3
= If yes, update BPH outcome events form (CAMG61).
-
For Official use only October 10, 2008 CAM22 RS
Toll Free Fax: (866) 935-7453
B ron Number: 205) 9757453 B
Page 169

LAD 10/13/08



CHAPTER 10 - VISIT FOR WEEK 72

CAM23 — Concomitant Medication Form (REVISED 10/13/08)

Two separate medications can be reported on one form. For additional medications,
please use an additional CAM23 and enter the page number in field 3.

Since the number of pages required for these forms will vary with the patient,
page numbers have been omitted from these headers. Please be sure to fill in
the page number along with other header information.

Do not duplicate medications listed on the Urology Medication Tracking Form

(CAM 24).

Header information: The information in the header is critical to ensure data
guality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: Enter the page number.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Field 7: If SV1, indicate whether or not the participant has taken any
medications during the last 6 months. If this is not SV1, indicate whether or
not the participant has started or stopped any urology medications since the
last visit. If yes, complete fields 8-23.

Field 8: Enter the generic name of the medication.

Field 9: Enter the total dosage.

Field 10: Enter the dosage units. Refer to the dosage unit codes at the
bottom of the form.

Field 11: Enter the frequency of dose. Refer to the frequency codes at the
bottom of the form.

Field 12: Enter the mode of administration. Refer to the mode of
administration codes at the bottom of the form.
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Field 13: Enter the date the medication was started.
Field 14: Enter the date the medication was stopped OR check “Ongoing”.

Field 15: Indicate the primary reason for use or change.
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E I - CAMUS Clinical Trial .

T . Concomitant Medication Form (CAM23)
 Hisit Date Participant 113 Page Nurither
YOIV 2 [TIIsI 1] »> [
i dd vy
Wisil Mumber [ e1sv1s Diaicckd JBWerk 28 siviesk 82 1 Siteft Stalf 1D
(1] B I Renn i en

Do not duplicate medications listed on the Urology Medication Tracking Form (CAM24). Number page(s) in
; :::“.apper right corner af the form. Yes No Don't Know
#iCircle the appropriate number '
7. If this is screening visit 1, has the participant taken any \ 1 2 3
medications during the last 6 months? If this is not screening & If "Yes", continue to complete below.
.'.'j'az!nhs:t 1, since the .[ELSL.L'ISLI, has the participant started or & If "No", stop here,
stopped any medications 7

& ﬁe'[n-dimtiuu {Crive peneric namel:

10. Dosage Units Dsﬂf "other”, Specify:

9, Total Dy :
0 st (See Codes below)
11. Frequency If "ather", 12. Mode of Administration ._—,-sIf "other”,
(fee Codes below) Specify: {See Codes below] Specify:
5 Omngoing: Date Stopped (mmidd/ryy)

st B e OO

15. -:Priniary Reason for

Use or Change:

16. ?;'Iedicaliun {(Five generic name):

i d -
! . Dosage Unils " " T
7. Total Dosage: 18 B Dr:.:- If "cther”, Specify:
: ge (§ee Codes elow) P
19. Frequency D If "other". 20, Mode of Administration d‘lf “other",
{See Codies Pelow) Specily: {See Codes below) Specify:

Drate Started (muniddhoyy) Ongoing: Date Stopped (meiddivery)
zlf TT W] [ ] |:| o 20 T | f| [ ]

Eg:_f_?rhmrj' Reason for
=¥ Use or Change:

i

. Dosage Units Codes: (1) mg, { 2) mog or ug, (3) ml or oo, (4) units, (5) g, (6) Other (specify}
E Frequency Codes: (1) Single Daose, (2) BID, (3) TID, (4) QID, (5) PRN, (6) Q4h, (7) Other (specify)
I Mode of Administration Codes: (1) Intravenous, (2) Oral, (3) Intra-moscular, (4) Sub-linguaal,
- ‘ (5) Intra-urethral, (6} Patches, (7) Other (specify)
For OiTicial use only October 13, 2008 CAM23 RS

. Toll Free Fax: (B66) 935-7453 .
Toll Number: (205) 975-7453
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CAM24 — Urology Medication Tracking Form (REVISED 10/13/08)

Two separate medications can be reported on one form. For additional medications,
please use an additional CAM24 and enter the page number in field 3.

Since the number of pages required for these forms will vary with the patient,
page numbers have been omitted from these headers. Please be sure to fill in
the page number along with other header information.

Header information: The information in the header is critical to ensure data
guality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: Enter the page number.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Field 7: If SV1, indicate whether or not the participant has taken any urology
medications during the last 6 months. If this is not SV1, indicate whether or
not the participant has started or stopped any urology medications since the
last visit. If yes, complete fields 8-21.

Field 8: Enter the generic name of the medication.

Field 9: Enter the total dosage.

Field 10: Enter the dosage units. Refer to the dosage unit codes at the
bottom of the form.

Field 11: Enter the frequency of dose. Refer to the frequency codes at the
bottom of the form.

Field 12: Enter the mode of administration. Refer to the mode of
administration codes at the bottom of the form.

Field 13: Enter the date the medication was started.

Field 14: Enter the date the medication was stopped OR check “Ongoing”.
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.-.1 FIH CAMUS Clinical Trial m
Drait Urology Medication Trackmg Fnrm (CAM24)
1s|| Dare Participant D - m-__._l.’;é.chunﬂ:er - —

Ly OV T 3-|I|JSJ||J3-D

mm _f_lll:r._lll

- . Staff 1D
Visit Namber = =™ T saawes 4 IH=Week 28 | S5Z-Weck 52
n D] 12=Week 12 | M=Week36 | 60=W ..o_wu ' I i I
| | M=Week24 | 48=Werk45 | 72=Wesk
Do not duplicate medications listed on the Concomitart Medication Form (CAM23). Number page(s) in
-upper right comer of the form. )
Circle the appropriate number Yes No Don’t Know

7. Il this is screening visit 1, has the patticipant taken any
s urology medications during the last &6 months? If this is not
Bl

2= 1screenmg visit 1, since the last visit, has the participant P

” T started or stopped any urology medications? If "No", stop here.

1 2 3
= I "'Yes", continue to complete below.,

Ar-mMedication | (Five geReric name

10, Dosage Units g If "other”,

2. Total Dosage:
i = (See Codes below, Specify:
11. Frequency I “other", 12. Mode of Administration D;;. I.I' "mlhﬂ'".
{See Codes below) Specify: {8ee Codes below) Specify:
Diate Started (mmiddioy) Ongoing: Date Sto Eld fm/dd )
14
JCLLLIT] [ o= =[TILL)

| [ Zledication [ (7hve generic name):

-
n

17. osage Units g I "other",

16, Total Dosage:

{5ee Codes below) Specily:
15, Frequency If "ather", 19. Mode of .-tdministraﬁun[l;;lf "other”,
{See Codes below) Specify: {§ee Cades below) Specify:
Drate Started (mmiddiny) Ongoing: Date Stopped (mmdddagy)
') a
STYOLIETI O e 2L LT

Dosage Units Codes: (1) mg, { 2) meg or ug, (3) ml or ¢, (4) units, (5) g, (6) Other (specify)

- ‘ Freguency Codes: (1) Single Dose, (2) BID, (3) TTD, (4) QID, (5) PRN, (6) Qah, (7) Other (specify)
T

Mode of Administration Codes: (1) Intravenous, (2) Oral, (3) Intra-museular, (4) Sub-lingual,
(5) Intra-urethral, (6) Patches, (T) Other {specify)

For Official use only October 13, 2008 CAM24 RS .

m Toll Free Fax: (§66) 935-7453
Toll Nuriber: {205) 975-7453
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CAM 31 - Vital Signs Form (REVISED 10/10/08)
The old forms for this study ask for the BP to be taken both lying down and standing.
For this study, you only need to take two consecutive measurements five minutes

apart, both sitting down

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: Enter the 3-digit site number.

Field 4: This field is pre-filled.

Field 5: Enter the visit number. Refer to the table.

Field 6: Enter the initials of the staff person completing the form.
Field 7: Check the appropriate visit type.

The vital signs have to be recorded at the first screening visit or the
second visit.

Field 8: Indicate whether or not vital signs were obtained. If yes, complete
questions 9-11.
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ﬂ CAMUS Clinical Trial .

g Diraft
Participant  11»

Vital Signs Form (CAM31)

Sited Page Number

iy

(1Y O oo - O 2 O

12=Weck 12 Af="Week 36 Gl Week &0

Visit Momber | g1esvL0
12=5V2.0

3 |._—D 2a-Week24 | AB=WeekdE | T2=Week 721 |

04=Week 4 2R=Week 28 B2=Week 52 |

Wisit Lype

m
Staff 7. E In-Clinke Visit

<[]

[[] ‘etephone interview

Circle the appropriate number Yes No

8. Were vital signs done at this visit? 1 2

=5 If "No", stop here.
If "Yes", record below.

v s

¥

9. Height: ]:]j inches (In-Clinic Only)

% 10. weight: [ ] | ] pounds (In-Clinic Only)

11. Seated measurements (reading 1 taken immediately, reading 2 taken I minute later):

{a) Blood pressure reading | I_J_]._l / L—LU

Systolic Diastolic

[T

(b} Heart rate reading 1

= {c) Time of Day 1

mm Hg

] pm

r {d) Blood pressure reading 2 I I | I/| I I |mmHg

Systolic Diastolic

) () Heart rate reading 2 Djj bpm

For Official use only

i Toll Free Fax: (866) V35-7453
£ Toll Number: (205) 975-7453

October 10, 2008 CAM31 RS
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CAM41 — PSA Sample Collection (REVISED 10/10/08)

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).
Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

A PSA level above 10ng/ml is an exclusionary criterion.

All PSA levels for the study are done at the same laboratory. The blood
sample has to be collected and sent to the laboratory as set forth in the
section on sample collection.

When the PSA level comes back, it is recorded on this same form.

In the old forms where there is only one decimal place, please just

record the first number after the decimal. There is no need to round
up or down.

Field 7: Indicate whether or not a serum PSA sample was collected. If yes,
record the date of collection and complete fields 8-10.

Field 8: Indicate whether or not the serum PSA sample was shipped to
central lab.

Field 9: Record the date of shipment.

Field 10: Record the PSA results.
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| CAMUS Clinical Trial
Draft PSA Sample Collection (CAM41)
Wisit Diate Padicipanr 1D Page Number
s A1
OV OV O] = [LIIsI T
i dd ¥YYY
Visit Mumber pr— et 1 Sitedt Staff Iy
4. - . ; e -B- 5. .
17 | | as [T 1]
'4 Circle the appropriate number
Qerum PSA: Yes Nn
¥ 7. Was a serum PSA sample collected at this visit?
= IT"Yes", record date of collection. D:V J | I."' I__’_'_l_l
FY¥Y
= If "Ne", STOF.
Yes No
8. *Was a serum PSA sample shipped to central lah? 1 2
=g # T "Yes", record the date of shipment: I |f r I;’r | | '
-3 fen dd Wy
 10. PSA results from Central Lab: | | |.[ [ ] nem
|E screening visit 1, excluded if serum prostate specific antigen level = 10 ng/nl. J
‘ rl_'ﬂue.i not apply to sited 277
For (Miicial use only October 10, 2008 CAM41 RS

Toll Free Fax: (866) 935-7453
] “Toll Number: (205) 975-7453
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CAM42 — Uroflow Measurement Form (REVISED 10/10/08)
This form records information from the Uroflow tests.
Peak flow rate < 4 ml/sec and voided volume < 125 ml are both exclusionary

criteria.

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Field 7: Indicate whether or not uroflow measurements were obtained. If
yes, complete fields 8-14.
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B E: CAMUS Clinical Trial
) Uroflow Measurement Form (CAM42)

Draft

P Wisit Dt Participant 10 Page Mumber
Sy Oy oL > [T TIsT 1 1] 1]

mm dd VYYY

1 Vigit Mumber — S Siteff Staff 112

& | M=SVLD 12=Week 12| 36=Weck 3§ | 6i=Week 60 | 5. 6.

7 D:I | a=svip | M=Weekld | ds=Weekd$ T2=VWeek T2 | | J I | I

Circle the appropriate number Yes No

7. Were uroflow measurements done at this visil? 1 2

= If "No"', stop here.
If "Yes", record below.

8, Voiding time: [T 1] sec

° ]
.

9, Flow time:

.
w
49
£

;:':T
W
. 10, Time to maximum flow: D:Ij Qe

11, Peak flow rate: D:' . I:]] ml/sec

For screening visits 1and 2 Excluded if peak flow rate Is less than 4 MI""‘"EI

: 12. Mean flow rate: |:|___] . D:l mlisec

13. Voided volume: D:]:D il
3 Earj:ﬂnhgﬁhr: Ercn':rm.if valded volime < 125 m!.l

14, Post-void residual: E[:I:’ ml

For Ofticial wse only October 10, 2008 CAM42 RS
o Tall Free Fax: (866) 9357453
ﬁ" Toll Number: (205) 975-7453
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CAM45 — CBC, Serum Chemistries, Prothrombin Time and EKG Form
(REVISED 10/14/08)

The old forms only ask if the values were normal or abnormal.
The old forms have boxes that you place a mark in.

The new forms record actual values for all the laboratory measures.
The new forms have the codes ( 1, = yes, 2 = no, 3 = don’t know) that should be
circled.

Header information: The information in the header is critical to ensure data
guality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Field 7: Indicate whether or not a complete blood count was obtained. If
yes, complete a-e.

Field 8: Record the prothrombin time.

Field 9: Indicate whether or not a serum chemistry panel was obtained. If
yes, complete a-i.

Field 10: For baseline, 24, 48 and 72 week visits, indicate whether or not an
EKG was performed.

Recording whether an EKG is normal or abnormal with respect to
recent MI or active Ischemia should be based on a Final report
from a cardiologist.
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All attempts should be made to ensure that these reports are received in a timely
manner, so that the second screening visit and randomization visits can be
scheduled in a timely fashion.

If any values are abnormal, complete the adverse events form
(CAMS8L).
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m vy CAMUS Clinical Trial B

— CBC, Serum Chemistries, Prothrombin Time and EKG Form (CAM45)

Visir Date Farticipant 1D Pape Number

gEESEEGEEER > PP fsp ] ] ]

Il YY¥Yy

Visit Numher [0 Ze 0™ | 12=Waeek 12 | 36=Week 36 | 60=Week 60 | Shed Staff IIb
n [_l_l ! [ BdaWeck24 | dSWeck 48 -‘ T2eWeek 72 5, D:D 6. [ | |
Circle the appropriate number

7. Complete blood count: Yes No
1 2

mim

Was a complete blood count done at this visit? 4
If "'MNa", skip to gquestion 8. If "Yes", record below.

Normal Abnormal  Not Done

() Leukocyte count (WBC): Ijj ) I:I:I thowemm 1 F 3
(b} Erythrocyte count (REC): D:l . r:[:l milliemm 1 2 3

ic) Hemoglobin: . gidl 1 2 3

(d) Hematocrit: . T 1 2 3

(&) Platelet count: Dj . Dj thow/cmm 1 2 3

IT any values are abnormal, compleie adverse events form (CAMBS1).

8. Prothrombin time:
EI:I ) [:l:] Seconds [:D D:' Upper limit of normal or control value (Seconds)  [NR: D . |:|:|

9. Serum chemistries: Yes Mo
Was n serum chemistry panel done at this visit? 1 2

It "No", stop. IT""Yes", record below.
MNormal Abnormal  Not Done

e o O S
(b} Potassium: ! | ' ) L_LJ meg/ 1 2 3
(¢) Chloride: L | 1] | [mean 1 2 3
(d) Bicarbonate: D:l ] |:]:| meq/] 1 2 3
(¢) Glucose: LT ][] Jmean 1 2 3
(f) Creatinine Ll L] Jmean 1 2 3

-
(]
L

{g) ALT (SGPT): D:, . I:l:’ 1L
(h) AST (SGOT): C O 1 2 3
(i) GGT: LT 1 2 3

8. Complete this section every Baseline, 24, 48 and 72 week visit only.

Electrocardiogram: 1 2 3
If any values are abnormal, complete adverse events form (CAMSEL).
For Official use only October 13, 2008 CAM45 RS
. Toll Free Fax: (866) 935.7453 .
Toll Number: (205) 975-7433
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CAM46 — Urinalysis Form (REVISED 10/10/08)

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Field 7: Indicate whether or not a urinalysis was performed. If yes, complete
fields 8-9

Field 8: Record the results based on the dipstick test.

Field 9: Record the results based on the microscopic urinalysis.
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“"’J.

i o

CAMUS Clinical Trial
Urinalysis Form (CAM46)

Drraift
Wisit Date , Participant 1D Page Number
L-IILf’IIL--'IIIIJ > [TTIsI 1]
.5 ¥¥TY
WVisit Mumber P | Hiled Staff T
CLg ] ) gum
Circle the appropriate number Yes No
7. Was zn urinalysis done at this visit? 1 2
= If "Yes", record the results below.
= If "No", stop.
o5
& (8) Dvipstick
wm [1[]
' (] trace I+ 2+ 3+ 4+
{h) Glucose 1 z k) 4 5 6
{c) Blood 1 2 3 4 5 i
(1) Ketones l 2 1 4 5 [
() Protein 1 2 1 4 3 i
if) Leukocyte esterase 1 2 3 4 5 ]
(\; (9 If dipstick is positive (= 0) for blood or leukocyte esterase, send specimen for micToscopic
e urinalysis and code results below,
i R, 1-5, trace, G-15, Id-30, =30,
negative, present, maderate HIERY, inrernerable,
WL shight, rare frequent TNTC
{a) WBC 1 2 3 4 3
ib) RBC 1 2 3 4 ]
() Epithelial cells 1 2 3 4 5
(d) Mucous 1 z 3 4 5
x {¢) Bacteria 1 2 3 4 5
: {f) Casts hyaline 1 2 3 4 5
{g) Casts other 1 2 3 4 5
For Official use only Oictober 10, 2008 CAM46 RS

Toll Free Fax: (866) 935-T453
Toll Number: (205) 975-T453
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CAMA47 — Serum for Banking Form (REVISED 10/10/08)
If the patient has consented to it, a serum sample from the patient collected at the
first visit and the separation visit is to be sent to the NIDDK repository. The samples
are being collected and stored for future ancillary studies.

This form is used to identify patients whose sample is collected during SV1.0 and
sent to the NIDDK.

If no sample is collected, the reasons for not collecting are also recorded.

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Field 7: Indicate whether or not a serum sample was collected.

Field 8: Enter the date of collection if applicable.

Field 9: Indicate the reason specimens were not obtained if applicable.
Field 10: Indicate whether or not the sample was shipped.

Field 11: Enter the date of shipment if applicable.
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CAMUS Clinical Trial

E] H Serum for Banking Form (CAMA4T)
Page Numher

Draft
isit Date Parlicipant [0
o /OO0 » s

‘-.":5.|: Mumber [II=5"-'I I.'l Sited Staff 11}
Circle the appropriate number
Yes MNo
1 2

¥ Was a serum sample collected at this visit?

1
4]

o
=
%. If "Yes", Date of collection: I If If’i |—|
¥y

Hm

9 JIf specimens were not obtained for CAMUS, please indicate reason (Check only one).

D {1)Patient refused to give informed consent for CAMUS serum studies (banking)

r_—l {2)Patient was not asked to consider CAMUS serum studies (banking)

|:| (3)0ther, specify:
Yes No

e
1% as a serum sample shipped to NIDDK repasitory? 1 2

El.hIf "Yag", record the date of shipment: | f[ | |/| | | | I
WYY

mrs d.d.

]
i
: For (Mficial use only
Toll Free Fax: (866) 935-T453 Detober 10, 2008 CAMAT RS
. Toll Number: (205) 975-7453
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CAMG62 — Permanent Discontinuation of CAMUS Study Assessment form
(REVISED 10/13/08)

Complete this form only when a participant has gone off protocol treatment and
ended follow-up visits.

This form requires the Investigator’s signature.

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the report (month, day, and year).
Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Field 7: Enter the date of the participant’s last study visit (month, day, and
year).

Field 8: Circle the number corresponding to the main reason for termination
of follow-up visit.
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% | CAMUS Clinical Trial
Dralt Permanent Discontinuation of CAMUS Study Assessment Form
(CAMG62)
Wisit Date . Purticipant 1D Pape Numher
OOV Oy L Ll > Ist L1 ]

mrm dd VYVY

Visil Mumber Stafl [

Db Week 4 E=Week 28 | S2=Week 52 Sitleh
4 ‘:i:l | 1=Week 12 | 36=Wesk 36 | Sl=Wesk i 5. I___D___l 6. Ijj
| BA=Week 24 4B=Week 48 73:"““"”3J
Complete this form only when a participant has gone off protocol treatment and ended follow-up visits.

7. Date of last study visit: | I Il ;" I
mm dd Yy

it
=

T

=

.ﬁ;.Main reason for termination of follow-up visit (circle one):

End of Study

Participant withdrew consent, refused to participate further
Participant lost o follow-up

Protocol violation
Participant experienced nonfatal medical condition or event

Participant experienced adverse events (Complete form CAMEL)
Participant died (Complete forms CAMEL, CAMSEZ, and CAMS1)
Moved out of any clinic area

Other

Brief explanation if (2), (4), (3), (6) or (9) is circled:

E=I-- S - AR

Investigator Signature: Date:

For Official use only October 13, 2008 CAMG2Z RS

Toll Free Fax: (B66) 935-T453
. Toll Number: (2035) 975-7453
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CAM71 — Jenkins Sleep Dysfunction Scale Form (REVISED 10/10/08)

The CAM71S is the Spanish version of the form. If needed the participant’s should
be provided with the services of a translator to help fill in these forms.

The Study Coordinator completes fields 1-6.

The participant completes fields 7-10.

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Fields 7-10: The participant completes these fields.
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¢ CAMLUS Clinical Trial

Jenkins Sleep Dysfunction Scale Form (CAM71)

Draft
Vigit Date Participant 1D Page Number
LY |_|__|/ D.LJJ 2 s[]
2 [T LT
Fite# Stafl 1D

4i=Week 48

Tl—‘r‘t-ntk 'J:E.

\,m:\!umhcr ’7 =Ruseline Z4aWek 14 |
4.

‘This form 1s completed by the participant.

Tnsiructions: For each question, circle the appropriate number that best describes your condition.

In the past month, how often did you:

not at -3 &7 814 1521 22.31
all days diays days days derys
7. Have trouble falling asleep? 0 1 2 3 4 5
8, Wake up several times per night? t I 2 3 4 5
9. Have trouble staying asleep
: . : o 1 2 5 A 5
(including waking far too early)?
' 10. Wake up after your usual amount o ! - " 4 5
of sleep feeling tired and worn out? - ’
For Oificial use only October 10, 2008 CAMTL RS

- Toll Froe Fax: (866) 935-7453
Toll Number: (205) 9737453

Page 191
LAD 10/13/08



CHAPTER 10 - VISIT FOR WEEK 72

CAM74 — Bladder Function Form (REVISED 10/09/08)

The CAM74S is the Spanish version of the form. If needed the participant’s should
be provided with the services of a translator to help fill in these forms.

The Study Coordinator completes fields 1-6 AND field 13.

The participant completes fields 7-12 AND field 14.

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.
Fields 7-12: The participant completes these fields.

Field 13: The Study Coordinator calculates the ICSmalelS Score.

Field 14: The participant completes this field.
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7] T CAMUS Clinical Trial |

Bladder Function Form (CAM74)

Draft

Visit Date Participant [D Page Number
aENZEN2NEEN 2 [T IsT T[] s[1]

JiTH] dd Y¥¥Y
2% wisit Number [ ga_gya g 12-Week 12 | 36-Week36 | G0=Week 60 | Sied Stalt ID
A I___Ij | !;«n‘mu AB=Weok 45 T!-W’u&?j 1.| | | | 5[ k |

~ This form is completed by the participant.

Instruetions: We wonld like to find out about your urinary symptoms and we are very grateful that you can
help us by filling in this questionnaire. For each question, circle the appropriate number thar best describes
<1 your condition., Please answer each question, thinking aboul the symptoms you have experienced in the last
= menth, You will see thar some questions ask how aften you have a sywiptonm:
Occasionally = less than one third of the time
Sometimes = between one and two thirds of the time
Maost of the fime = more than two thirds of the time

Never Occasionally Sometimes Most of Al of the

y 4 the time lime
. In the past month how often:
7. Ind you have to rush to 0 1 2 3 4
the toilet to urinate?
&. Did urine leak before you 0 1 2 3 4
could get to the toilet?
9, Did unne leak when you 0 1 2 3 4
£ 2 coughed or sneezed?
10. Did you leak for no 0 1 2 3 4
obvious reason amd
without feeling that you
wanted to go?
11. Did you leak urine when 0 1 2 3 4
vou were asleep?
12. Did you have a slight
L gh 0 1 2 3 4

wetting of your pants a
few minutes after you had
finished urinating?

T = |

Sk} |T.u be completed by the study coordinator:  ICSmalel§ Score ED:D: |
I (Total of items 7-12. _

For Official use only COctober 9, 2008 CAM74 RS

H Toll Free Fax: (B66) 935-T453 I
Toll Number: (205) 975-7453
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Nl |

Draft

CAMUS Clinical Trial
Bladder Function Form (CAM74)

Panticipant ID Page Mumber
3| 2
o (LT LT
Visit Mumber —_
- 1T=Week 12 | J6=Week3s | G0=Week &0
4EE| ITH"'“ 24mWeek 24 ! $eWeek 4§ | T2eWieek 72
Very Moderately About Moderately — Yery
dissatisfied dissatisfied equally  satisfied  satisfied
satisfied
and
dissatisfied

14. If you had to spend the rest of
your life with your urinary or 1
bladder function just the way it is
now, how would you feel about
that?

[
Ll
o
A

w2 For (Mficial use only
m Todl Free Fax: (866) 935-7453

Toll Number: (205) 975-7453

October 9, 2008 CAMT74 RS
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CAMT75 — International Prostate Symptom Score (IPSS) (REVISED 10/09/08)

This form is completed by the participant. The header information should be
completed by the study coordinator.

The old forms have boxes that you place a mark in.

The new forms record actual values for all the laboratory measures.

The new forms have the codes (1, = yes, 2 = no, 3 = don’'t know) that should be
circled.

Questions 7-13 assess the degree of discomfort BPH is causing the participant.

The answers are scaled from 0 to 5, 0 indicating no discomfort and 5 indicating a lot.
The AUA score is calculated by adding the scores of the answers to questions 7-13.
Questions 15 & 16 should also be completed but not included in the score.

The completion of the TPSS form completes all the requirements for the SV1.0.
Please fax completed forms to the DCC. Forms should be faxed in within 3 days of

the SV1.0.

Header information: The information in the header is critical to ensure data
guality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.
Fields 7-13: These fields are completed by the participant.
Field 14: The study coordinator enters the AUASS.

Fields 15-16: These fields are completed by the participant.
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n E CAMUS Clinical Trial I
International Prostate Symptom Score (IPSS) For (CAMTS)
ot (AUA Symptom Score & IPSS Quality of Life Questions)
Visil Date Pasticipant ID Page Number
Ly Ly L] > [T T Isl [ [] ]
T dd Y¥VY
Visdt Number [0, “ovo oWk 12 | 36aWek 36 | 60=Weik 60 Sited Statl ID
__:4, praaers 2=Weik 24 qu:wmas T2 Week T2 3. 1_ | 1 ! |5.| | |

¢ This form is completed by the participant.

i [nstructions: For each question, circle the appropriate number that best describes your condition.

2 fesy than less than  about more
mol ot 1 ime in Fralf the half the than fall
all 5 time time the time

almost
abhways

7. Over the past month, how often o i 2 5 i 5
have you had a sensation of not '
emptying your bladder completely
after you finished urinating?

8. Over the past month, how often
. . 0 1 z i 4 3
have you had to urinate again less
than two hours after you finished
urinating?
g, Ower the past month, how often 4 : 3 5 p p
have you found you stopped and ’
started again several times when
you urinated?
10, Over the past month, how often
- have you found it difficult 1o 0 ! 2 } * .
o postpone urination?
11. Over the past month, how often
. 0 L 2 3 4 3
have you had a weak urinary
stream”?

h

12, Over the past month, how often
A ] 1 2 3 +
have you had to push or sirain to
begin urination?
None 1 time 2 times 3 times 4 times £ oF more

12. Over the past month, how many fimes

times did you most typically get 0 1 2 3 4 5
up to urinate from the time you

went to bed at night until the

time you got up in the moming?

14. To be completed by the study coordinator:  AUASS = D:I:I:'
{ Total of items 7-13.)

.

For Official use only Oclober 9, 2008 CAMTS ES

Toll Free Fax: (866) 935-7453
. Toll Number: {205) 975-7453 I
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i

E‘ﬂ CAMUS Clinical Trial .
International Prostate Symptom Score (IPSS) For (CAM75)
raf (AUA Symptom Score & IPSS Quality of Life Questions)
Participant [D Page Mumber

(LI E]

Visit Number 11=5¥1.10 “ u;\"-’tml: JE=WWeek 36 Gl=Werk &0
4 2=5Y2.0 M=Week24 | 48=Weckd8 | TI=Week 72
LL] |
Ditighted  FPleased Mostly  Mived-abont  Mosty Unkappy  Terrible
settisfied equally  dissafisfTed
setisfied ard
dissatizfTed
15, If you were to spend the rest 1 2 3 4 5 G 2

16.

of your life with your urinary
condition just the way it is
now, how would you feel
gbout that?

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

Nor at all Less dhan
1 time in
5

1 2

Less than  Abowt helf  More than Almost

hulf tee the time fralf the always
ime fime

3 4 5 6

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

For (HTicial use only

Crctober 9, 2008 CAMTS RS
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CAM77 — Subjective Global Assessment Form (REVISED 10/10/08)

The CAM77S is the Spanish version of the form. If needed the participant’s should
be provided with the services of a translator to help fill in these forms.

The Study Coordinator completes fields 1-6.

The participant completes fields 7-10.

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Fields 7-10: The participant completes these fields.
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= H ~ CAMUS Clinical Trial B

Draft Subjective Global Assessment Form (CAMTT)

Visit Diate Participant 1D Pape Mustber

Oy Oyorrl - T IsTTL] 1]

mm

Vigit Number _ﬁm Sitedt
?k‘ﬁu.'k 'L.

“his form is completed by the parlicipant.
circle the appropriate number that best describes your wrinary syRploms,

fastructions: For each question,

Much Somewhat A litele  About the Aliile  Somewhat  Much

Beiter beiter beiter sitite HOrSE worse warse
7. Compared to the beginning of the 1 2 5 4 g & 7
study, how are your urinary
symptoms now?
4. Compared to the beginning of the I 7 3 4 5 & 7

study, how are your urinary
incontinence symptoms now?

Very  Somewhat  Neither Somewhat Very
sapigfied  satisfTed satigfied  dissetizfied disratisfied

Liny

dissatisfied
0. How satisfied or dissatistied are you 1 2 3 4 5
with any urinary symptoms you have
now?
10. How satisfied or dissatisfied are you R 5 A 5
with any urnary inconlinence 1 =
symptoms you have now?
For Official use only Oectober 10, 2008 CAMT7 RS
Toll Free Fax: (866) 935-T453 l

F L]
=i Toll Number; (205} 975-T453
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CAM79 — Participant Treatment Perception Form (REVISED 10/10/08)

The CAM79S is the Spanish version of the form. If needed the participant’s should
be provided with the services of a translator to help fill in these forms.

The Study Coordinator completes fields 1-6.

The participant completes fields 7.

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).

Field 2: Enter the participant ID.

Field 3: This field is pre-filled.

Field 4: Enter the visit number. Refer to the table.

Field 5: Enter the 3-digit site number

Field 6: Enter the initials of the staff person completing the form.

Fields 7: The participant completes this field.
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Craft

Vislt Diate

CAMUS Clinical Trial .
Participant Treatment Perception Form {CAMTY)

Partieipant I Payge Mumber

CPTVIOVITTIL - Ly il

i

Wizt Mumber

+ [

dd

¥y
Sited Siaff I

[ 2a=Wesk 24 )
e s ] o (1]
TI=Week 72

it

Question 7 is to be completed at every 24, 48, and 72 weeks.

_ * Circle the appropriate number

I think T ant I ihink T am gt 1 am not taking
I arn not sure getting the ik I am gefning ;
which treatement  placebo pills (no the Saw palmetis — (.:"Ii MUS
fam getting  aciive freafement) plant extract pills right now
7. What is your besl geess about 1 2 1 4
what treatment you are geting
as part of the CAMUS study?
T
ot bree P sy oy only October 10, 2008 CAMT9 RS
Toll Number: (205) 975-7453 .
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CAMB81 — Adverse Event Form (REVISED 10/13/08)

An adverse event is an unexpected medical problem that happens during treatment
with a drug or other therapy. Adverse events do not have to be caused by the drug
or therapy, and they may be mild, moderate, or severe. All adverse events,
regardless of severity, and whether or not ascribed to the study drug
administration, should be recorded on CAM81. All grade 3, 4 and 5 adverse
events will be reviewed by the Clinical Review Committee.

Please refer to the document entitled ‘SAE reporting Guidelines’ provided by the
American College of Surgeons — Oncology Group in the Appendix, for more details
on the grading SAEs, attributing causes to SAEs and reporting of SAES.

Header information: The information in the header is critical to ensure data
quality. Please make sure you fill this in clearly and legibly.

Field 1: Enter the date of the visit (month, day, and year).
Field 2: Enter the participant ID.
Field 3: Enter the page number.
Field 4: Enter the visit number. Refer to the table.
Field 5: Enter the 3-digit site number
Field 6: Enter the initials of the staff person completing the form.
Field 7: Indicate whether or not the participant has experienced an adverse
event since the last visit.
If yes, complete fields 8-18. (An additional event can be reported in

fields 9-29.) Please refer to the table at the bottom of the page for
applicable codes.
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Adverse Event Form (CAMS1)

H ¥ CAMUS Clinical Trial
Diraft

’ Visit Drate Participant 1D Page Number
‘L 2, 3. D
SV YL L] [T T Islt [ 1]
GBEl rrm ¥y
- Visit Number [T ek 4 HWek2§ | S2eWerks2 | Siafl I
£a}, 12=Week 12 Is=WWook 36 ili=Week 60
i D:I 2d=Week 24 | df=Weecds | Ti=Week 71 | |_._|_|__| |__|_]
Circle the appropriate number . N
Yes  No o7 Yes", record below.
. = 7. Has the participant experienced an 1 2
adverse event since the last visit 7 = 1T "Mo", stop here,
8. MEDDRACode: [ | | | | | | | |
g, Description:
P Dhate of Onset: Continuing Date Resolved:
IEN/EN/ NN L] n 1]
- mm dd YY¥Y i

12, Serious? D Mo [:| Yes o Complete SAE Form (CAMS2) 13, Severity (See Codes): D

14 “Relationship to Study (See Codes): D 15. Dutcome (See Codes): |:| 16. Anticipated? E]Nu D‘&’es

17. Action Taken 1 4 5 ] 18. Action Taken Regarding Study Drug I:I
(Fee Codes):

19.. MEDDRA Code: i ] | | f

20. Description:

Date Resolved:

Date of Onset: Continuing
I O % =[O0
¥¥yy

mm dd y¥YY

Serious? D Mo ,:[ Yes 3 Complete SAE Form (CAMS2) 24, Severity (See Codes): D

15,
25, Relationship to Study (See Cades): D 26. Qutcome (See Cades): |:| 27. Anticipated? DN” Dng

28. Action Taken 1 2 3 4 5 B 29, Action Taken Regarding Study Drug |:|
[See Codes):

(See Codes & cirgle all thar apply):

TRelationship 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
Chuteome Codes: (1) Complete recovery wio residual effect, (2) Recovered wi residual effect, (3) Recovered wi persistent effect ,
(4) Nat yet recovered, (5) Died
Action Taken Codes: (1) Sclf 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: () Not applicable, (1) None, (2) Reduced, (3) Interrupted, (4) Discontinued

: or al use only October 13, 2008 CAMS1 RS .

ﬁ? Toll Free Fax: (866) 935-7453
Toll Number: (205} OTE-T453
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