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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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d.
e.
f.
g.
h.
i.
j.

Peak uroflow
Post-void residual volume
Prostate Specific Antigen (PSA) level
Erectile and ejaculatory function
ICSmale Incontinence scale
Jenkins Sleep Dysfunction scale
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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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 naïve.
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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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/enrollment 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 –
•
•
•
•
•
•
•
•

The number of each activity (fliers posted, radio spots, TV spots,
newspaper ads, etc.) during the week.
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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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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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 3digit 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
269
276
272
273
277
274
271
275
279
270
278

Site Name
Cornell University, Weill Medical College
New York University
Northern California, Kaiser Permanente
Northwestern University
Queen’s University
University of Colorado
University of Iowa
University of Maryland
University of Texas – Southwestern
Washington University
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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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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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
21
23/24
31
32
41
42
45
46
47
75

Procedure
Medical History
Assessment of Medicine
Vital Signs
Physical and DRE
PSA
Uroflow Measurement
Hematology and EKG
Urinalysis
Serum for Banking
International Prostate Symptom Score (IPSS)

Completed By
Study Coordinator
Study Coordinator
Study Coordinator
Principal Investigator
Study Coordinator
Study Coordinator
Study Coordinator
Study Coordinator
Study Coordinator
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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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
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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.
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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 PI at the site.

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 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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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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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
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: 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.
administration codes at the bottom of the form.

Refer to the mode of
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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.

Page 24
LAD 10/13/08

CHAPTER 4 – SCREENING VISIT 1

Page 25
LAD 10/13/08

CHAPTER 4 – SCREENING VISIT 1

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
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: 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.
administration codes at the bottom of the form.

Refer to the mode of

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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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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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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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
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 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
(CAM81).
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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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CAM47 – 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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CAM75 – 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
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 7-13: 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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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
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.

to

FORMS FOR SV2.0
CAM Form
31
32
41
42
45
74
75

Procedure
Vital Signs
Physical and DRE
PSA
Uroflow Measurement
Hematology and EKG
Bladder Function
International Prostate Symptom Score (IPSS)

Completed By
Study Coordinator
Principal Investigator
Study Coordinator
Study Coordinator
Study Coordinator
Participant
Participant

Page 42
LAD 10/13/08

CHAPTER 5 – SCREENING VISIT 2

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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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 PI at the site.

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 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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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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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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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
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 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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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 ICSmaleIS Score.
Field 14: The participant completes this field.
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CAM75 – 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
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 7-13: 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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Once a participant 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.
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Once you enter the website, you will be prompted to click on one of three options.
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To enroll a participant, click on ‘Enroll Participant’. The screen shot below displays
the Eligibility and Randomization Form (CAM01). 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.
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Forms required for the baseline visit:
Form Number
CAM01
CAM45
CAM23/24
CAM 61
CAM 71
CAM 72
CAM 73
CAM 76
CAM 78

Procedure
Eligibility and Randomization
Hematology and EKG
Assessment of Medicine
BPH Outcome Events
Jenkins Sleep Dysfunction
Scale
Erectile Function
Ejaculatory Function
BPH Impact Index
NIH-Chronic Prostatitis
Symptom Index

Completed By
Study Coordinator
Study Coordinator
Study Coordinator
Study Coordinator
Participant
Participant
Participant
Participant
Participant

CAM01 – 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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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
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 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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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
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: 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.
administration codes at the bottom of the form.

Refer to the mode of
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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.

Page 70
LAD 10/13/08

CHAPTER 6 – BASELINE

Page 71
LAD 10/13/08

CHAPTER 6 – BASELINE

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
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: 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.
administration codes at the bottom of the form.

Refer to the mode of

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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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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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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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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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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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
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.
Field 11: The study coordinator calculates the BPH Impact Index Score.
Field 12: The participant completes this field.
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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
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.
Fields 16-18: The study coordinator scores the NIH-Chronic Prostatitis
Symptom Index Domains.
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FORMS REQUIRED FOR WEEKS 4, 28 and 52
CAM Form
22
23/24
31
81

Procedure
Medical Follow-Up
Assessment of Medicine
Vital Signs
Adverse Events

Completed By
Study Coordinator
Study Coordinator
Study Coordinator
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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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
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: 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.
administration codes at the bottom of the form.

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

Refer to the mode of

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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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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CAM81 – 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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FORMS REQUIRED FOR VISITS FOR WEEKS 12, 24, 36, 48 and 60
CAM Form
22
23/24
31
41
42
45
46
47
71
74
75
77
79
81

Procedure
Medical Follow-Up
Assessment of Medicine
Vital Signs
PSA
Uroflow Measurement
Hematology and EKG
Urinalysis
Serum Banking
Jenkins Sleep Dysfunction
Scale
Bladder Function
International Prostate
Symptom Score (IPSS)
Subject Global Assessment
Participant Treatment
Perception Form
Adverse Events

Completed By
Study Coordinator
Study Coordinator
Study Coordinator
Study Coordinator
Study Coordinator
Study Coordinator
Study Coordinator
Study Coordinator
Participant
Participant
Participant
Participant
Participant
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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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
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: 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.
administration codes at the bottom of the form.

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

Refer to the mode of

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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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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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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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.

Page 111
LAD 10/13/08

CHAPTER 8 – VISITS FOR WEEKS 12, 24, 36, 48 and 60

Page 112
LAD 10/13/08

CHAPTER 8 – VISITS FOR WEEKS 12, 24, 36, 48 and 60

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
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 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
(CAM81).
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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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CAM47 – 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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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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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 ICSmaleIS Score.
Field 14: The participant completes this field.
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CAM75 – 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
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 7-13: 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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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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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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CAM81 – 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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FORMS REQUIRED FOR VISITS FOR WEEKS 12, 24, 36, 48 and 60

CAM Form
22
23/24
31
41
42
45
46
47
71
74
75
77
79
81

Procedure
Medical Follow-Up
Assessment of Medicine
Vital Signs
PSA
Uroflow Measurement
Hematology and EKG
Urinalysis
Serum Banking
Jenkins Sleep Dysfunction
Scale
Bladder Function
International Prostate
Symptom Score (IPSS)
Subject Global Assessment
Participant Treatment
Perception Form
Adverse Events

Filled by
Study Coordinator
Study Coordinator
Study Coordinator
Study Coordinator
Study Coordinator
Study Coordinator
Study Coordinator
Study Coordinator
Participant
Participant
Participant
Participant
Participant
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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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
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: 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.
administration codes at the bottom of the form.

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

Refer to the mode of

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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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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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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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.

Page 145
LAD 10/13/08

CHAPTER 9 – VISITS FOR WEEK 24 AND 48

Page 146
LAD 10/13/08

CHAPTER 9 – VISITS FOR WEEK 24 AND 48

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
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 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
(CAM81).
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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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CAM47 – 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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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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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 ICSmaleIS Score.
Field 14: The participant completes this field.
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CAM75 – 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
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 7-13: 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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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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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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CAM81 – 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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FORMS REQUIRED FOR WEEK 72
CAM Form
22
23/24
31
41
42
45
46
47
62
71
74
75
77
79
81

Procedure
Medical Follow-Up
Assessment of Medicine
Vital Signs
PSA
Uroflow Measurement
Hematology and EKG
Urinalysis
Serum Banking
Permanent Discontinuation of
CAMUS Study
Jenkins Sleep Dysfunction
Scale
Bladder Function
International Prostate
Symptom Score (IPSS)
Subject Global Assessment
Participant Treatment
Perception Form
Adverse Events

Completed By
Study Coordinator
Study Coordinator
Study Coordinator
Study Coordinator
Study Coordinator
Study Coordinator
Study Coordinator
Study Coordinator
Study Coordinator
Participant
Paticipant
Participant
Participant
Participant
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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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
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: 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.
administration codes at the bottom of the form.

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

Refer to the mode of

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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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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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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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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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
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 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
(CAM81).
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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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CAM47 – 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 186
LAD 10/13/08

CHAPTER 10 – VISIT FOR WEEK 72

Page 187
LAD 10/13/08

CHAPTER 10 – VISIT FOR WEEK 72
CAM62 – 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.

Page 188
LAD 10/13/08

CHAPTER 10 – VISIT FOR WEEK 72

Page 189
LAD 10/13/08

CHAPTER 10 – VISIT FOR WEEK 72
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.

Page 190
LAD 10/13/08

CHAPTER 10 – VISIT FOR WEEK 72

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 ICSmaleIS Score.
Field 14: The participant completes this field.
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CAM75 – 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
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 7-13: 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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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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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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CAM81 – 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.

Page 202
LAD 10/13/08

CHAPTER 10 – VISIT FOR WEEK 72

Page 203
LAD 10/13/08

