LONGITUDINAL RESEARCH SITE

INTRODUCTION

Prostate Cancer Awareness Week (PCAW) is a national prostate cancer education and screening event. PCAW is one
of the oldest and largest coordinated cancer screening programs in the United States. It is managed and coordinated
by the Prostate Cancer Education Council (PCEC). Formed in 1988 to educate men and their families about prostate
cancer, the PCEC is comprised of researchers, physicians and health care professionals. With the help of many
dedicated professionals across the nation, PCAW is successfully accomplishing its primary goal of greater public
awareness.

Since 1989, millions of men have received free prostate cancer examinations during PCAW at over 2,000 screening
centers across America. More than 5,000 urologists have donated their time to provide free prostate examinations,
and the numbers continue to grow. Through extensive media coverage, millions of men and their families have been
exposed to educational information about prostate cancer.

Offering

R T G Several years ago, statistics estimated that prostate cancer would strike one in eleven

males during their lifetime. Today, as many as one in six males will be afflicted with prostate
for the early cancer. Prostate cancer is the second leading cause of cancer death for men. Among
African-American men, the disease is much more prevalent and possibly more aggressive.
Over twice as many African American men are diagnosed with prostate cancer and it has
of prostate been reported that more than twice as many African American men die of the disease.
Risk of developing prostate cancer increases with age for all men, but men with a family
history of prostate cancer are considered high risk as are men of African American decent.
critical first The American Cancer Society predicts that over 230,000 American men will be diagnosed
with prostate cancer and almost 30,000 men will die from it this year alone. Despite
this staggering statistic, funding for prostate cancer research is still very low. It has been
estimated that for every $100 dollars donated to breast health/ cancer only $1 is given to
prostate health/cancer programs, research and awareness.

detection

cancer is the

step.

Prostate cancer can usually be cured when detected early, and can now often be effectively treated during its
advanced stages. Offering examinations for the early detection of prostate cancer is the critical first step. The
American Cancer Society has reported that the five-year survival rate of men with prostate cancer detected in the
earliest stages is nearly 100%. Screening is important because the only way to detect prostate cancer in its earliest
stages is through a prostate cancer screening. Help us help America GET CHECKED!

The Prostate Cancer Education Council knows that men who are diagnosed early are in a far better position to
evaluate all their treatment options for prostate cancer. Therefore, all healthy men over the age of 40, who want
to be screened, should be screened. The Prostate Cancer Education Council recommends that men 40 years of age
and older receive an annual prostate examination, which includes a digital rectal examination (DRE) and a prostate-
specific antigen (PSA) blood test. The PCEC further recommends that men who have a family history of prostate
cancer or who are African-American should initiate annual screenings at the age of 35. An upper age guideline
should allow healthy men with a 10-year life expectancy to be screened. Commonly, this upper limit is considered
to be 75 years of age.
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Please be aware that there is new evidence that an annual PSA exam may not be necessary for men with very low
PSA scores. While this is exciting new research that may impact future recommendations, we do not have new
recommendations at this time. We will keep you informed of any new developments or changes if and when they
occur.

WHAT IS A LONGITUDINAL RESEARCH SITE?

A Longitudinal Research Site is a PCAW screening site dedicated to providing data from their screening to the PCEC
to identify trends and for use in future research. Prostate cancer risk factors, trends and treatment modalities have
been the focus of research analyzed in the past. Current research is focusing on the relationship with other men’s
health issues on the prevalence and prevention of prostate cancer.

Longitudinal sites are supplied with Screening Questionnaires, prostate specific antigen (PSA) lab kits, and a Screening
Report at no charge. PSA blood tests are provided through a central laboratory for a minimal cost of eight dollars per
PSA. Again this year we are providing cholesterol and testosterone testing at no additional charge to our longitudinal
research sites. The PCEC is not able to waive the $8 cost of the blood serum tests and your site will be billed for the
number of samples processes after the completion of PCAW.

LONGITUDINAL RESEARCH SITE CRITERIA

To become a Longitudinal Research Site, the following criteria should be met in addition to the general screening site
criteria listed on the following page.

1. Properly obtain an informed consent for all participants (on the back of the Screening Questionnaire).

2. Use and return the official PCAW Screening Questionnaires. Screening Questionnaires will be provided free of
charge to Longitudinal Research Sites.

3. Return blood serum samples to the central laboratory contracted by the PCEC to perform the blood serum tests.
There is a minimal cost of eight dollars per PSA blood test that is processed. The Longitudinal Research Site will
be billed after PCAW for the number of samples processed by the lab.

4. The Longitudinal Research Sites MUST mail the original Screening Questionnaires including the Participant
Information section to the PCEC after the screening. The questionnaires will be scanned and a site report will be
generated and returned with the original Screening Questionnaires to the site coordinators. Coordinators must
then generate letters to each participant with the results of the DRE and blood tests.

5. Follow-up on all participants who have an abnormal DRE and or an Elevated PSA (>2.5 ng/ml) must be
conducted.

6. Some institutions may be required to obtain Institutional Review Board (IRB) approval. You may need to contact
your IRB for institution specific applications and guidelines. The PCEC has created sample protocol and consent
forms to assist in the IRB process (see Appendix).
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CRITERIA FOR ALL SCREENING CENTERS

The Prostate Cancer Education Council (PCEC) has developed the following criteria to ensure high quality screenings
and medical integrity for Prostate Cancer Awareness Week:

Men 40 and older, with a recommended age limit of 75, should be tested. Men with a family history of prostate
cancer or those who are African-American or Hispanic may be screened beginning at age 35 because they are at
high risk for prostate cancer.

Tests may be conducted in private clinics, hospitals, health management organizations (HMOs), academic
medical institutions, and other approved facilities. A supervising physician, preferably by an urologist, who will
be responsible for the medical integrity of the screening, must be present on-site.

Each screening center must provide a sufficient number of physicians (preferably urologists) and support staff.
Physicians are expected to donate their time and the center is expected to absorb all other costs of the screening,
including, but not limited to: staffing, space rental, additional local publicity and promotion, and educational
materials.

The digital rectal exam (DRE) must be offered free of charge to all participants. A certified examiner, preferably
an urologist, should perform the DRE.

PCAW prostate cancer screenings should be conducted with both the DRE and the PSA tests. Screening centers
may absorb the cost of the PSA assay, or may charge participants at-cost expenses for PSA testing. The program
is designed and promoted as a free or low-cost screening. Centers may recommend that participants have a PSA
test and refer them to facilities or programs that offer low-cost PSA testing. Although PSA testing is approved as
a test for the early detection of prostate cancer, the PCEC strongly recommends that centers that will conduct

A Longitudinal Research Site is a PCAW screening site

dedicated to providing data from their screening to the PCEC

to identify trends and for use in future research.
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PSA screening discuss this with their Institutional Review Board (IRB).

Special effort must be made to recruit participants who are at high risk for prostate cancer (i.e. men with a family
history of prostate cancer or men who are of African-American decent).

Follow-up for participants is advised by the PCEC for all men who have an abnormal, suspicious DRE and/or an
elevated PSA (>2.5 ng/ml or by age specific reference ranges). The follow-up should consist of contacting these
individuals either to determine if further medical evaluation was sought and some disposition resulted, or to
encourage the participant to seek further medical evaluation.

Screening centers will document summary data to the Prostate Cancer Education Council on the Final Report
Form. A copy of the form is available in the Appendix.

AN INFORMED CONSENT AND WAIVER FORM MUST BE READ AND SIGNED BY ALL PARTICIPANTS. This consent
is essential, as the PCEC believes that education is a very important component of screening. A copy of this form
is printed on the PCAW Screening Questionnaire and a copy of the PCAW Consent and Waiver form can also be
found in the Appendix.

The PCEC recommends that centers plan for the provision of uncompensated care in the treatment for prostate
cancer for uninsured or medically indigent individuals.

The screening questionnaires must be returned to PCEC no later than August 7, 2006, to avoid additional costs
and may be subjected to an additional express/overnight shipping charges.

We are voluntarily complying with PROSTATE CANCER
many of the HIPAA regulations and EDUCATION COUNCIL
AND HIPPA

simple and easy as possible. The Prostate Cancer Education Council has implemented
HIPAA policies and procedures. Although PCEC is not a
covered entity under HIPAA, we realize that most of our
Prostate Cancer Awareness Week screening sites are. For this reason we are voluntarily complying with many of the
HIPAA regulations and taking many other steps in order to make your participation in PCAW as simple and easy as
possible.

taking many other steps in order to

make your participation in PCAW as

The PCEC has developed an Authorization Form (see Appendix) for your site’s use with Prostate Cancer Awareness
Week. We have consulted with HIPAA experts who have approved this Authorization Form as being in compliance
with HIPPA requirements (45 C.FR. sec.114.508). This form will allow for the disclosure of all the Protected Health
Information (PHI) on the screening questionnaire to be released to the PCEC and agents in order to continue to
conduct valuable prostate research. If your facility requires the usage of its own institutional authorization form, we
have also included a reference sheet that lists the necessary verbiage that must be added to your authorization form
(see Appendix). If you are required to use your own authorization form, the PCEC requests that we receive one blank
copy of that form.



Men 40 and older, with a recommended age limit of
75, should be tested.
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In order to reduce the number of copies of each
Authorization Form that a site would have to make and
process, each site that sends their blood serum samples to
our laboratory for processing MUST sign the PCEC HIPPA
Agreement Formtoverify that they agree to obtainasigned
Authorization Form (either the PCAW Authorization Form
or one approved by the PCEC) from each participant seen
at their screening sight prior to sending the Screening
Questionnaire to the Prostate Cancer Education Council
for processing and blood serum samples to the lab. By
signing this document, your site agrees to provide a signed
copy of the authorization form to each participant and to
maintain these authorization forms for the minimum six
years required by HIPAA privacy policies. The screening
site also agrees to make copies of these authorization
forms available to the Prostate Cancer Education Council
within 15 days of receiving a written request.

THE PROSTATE CANCER
EDUCATION COUNCIL
PRIVACY POLICY

The Prostate Cancer Education Council (PCEC) has always
been committed to maintaining the confidentiality,
integrity and security of personal information about the
men who participate in PCAW screenings. We are proud
of our privacy practices and want you to know how we
protect this information. The following outlines how we
handle confidential information.

How We Protect Your Information

PCEC has always considered the protection of sensitive
Protected Health Information (PHI) to be a foundation of
screening site trust and a sound business practice. We
employ extensive physical, electronic and procedural
controls in keeping with industry standards and practices,
and we regularly adapt these controls to respond to
changing requirements and advances in technology. We
consider personal information to be confidential. We
protect the privacy of that information in accordance
with federal and state privacy laws, as well as our own
company privacy policies.

Within the PCEC, we restrict access to PHI to those
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individuals who require it in order to provide services to our screening sites and their participants. PCEC employees
all receive training specific to our privacy policies. The PCEC does not disclose any nonpublic personal information
about your screening participants, except as permitted and required by law.

Electronic and Data Privacy

The PCEC uses a variety of proven protections to maintain the security of your information. For example, we use
firewall barriers, encryption techniques and authentication procedures. We employ physical, electronic and procedural
controls in keeping with industry standards and practices.

Research

The PCEC takes thorough measures to protect privacy and to obtain appropriate consent and authorization from
individual participants to use information about their health, test results, or other personal information. Participants
may, at any time, revoke their authorization if we have not already acted on that information by contacting the
Prostate Cancer Education Council toll-free at 866-477-6788, at our regular office number 303-316-4695 or by mail:
5299 DTC Blvd., Suite 345, Greenwood Village, CO 80111.

Complaints

To file a complaint if you feel that privacy rights have been
violated, please contact the Prostate Cancer Education
Council toll-free at 866-477-6788 at our regular office
number 303-316-4695 or by mail 5299 DTC Blvd., Suite
345, Greenwood Village, CO 80111.

This Notice of Privacy Policy is subject to change. We may change the
terms of this notice and our privacy policies at any time. If we do, the
new terms and policies will be effective for all of the information that we
already have about participants, as well as any information that we may
receive or hold in the future.

LONGITUDINAL SITE
relationship with other men’s health . RESEARCH INFORMATION

issues on the prevalence and prevention

of prostate cancer. Prostate Specific Antigen (PSA)

ent research is focusing on the

Prostate cancer is the most common cancer, excluding skin
cancers, in American men and is the second leading cause
of male cancer deaths in the United States, exceeded only by
lung cancer. This year it is estimated that over 230,000 new
cases of prostate cancer will be diagnosed and nearly 30,000
men will die from prostate cancer in United States1.

A man’s risk of developing prostate cancer increases
significantly with age, however, prostate cancer can occur
at any age. Since the introduction of the prostate specific
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antigen (PSA) blood test in 1986, there has been a shift towards the identification of earlier-stage cancers and better
short-term outcomes3. Today it is recommended that men over the age of 40 or over the age of 35 for men who
are at high risk be screened for prostate cancer by digital rectal examination (DRE) in conjunction with a yearly PSA
blood test.

The Prostate Cancer Education Council will be processing two prostate specific antigen (PSA) blood tests for all
samples received by the central laboratory for Prostate Cancer Awareness Week. The Abbott (AX) and Beckman
Coulter (LX) assay will continue to be run as done in years past. This comparison will enable us to examine specificity
and accuracy.

PSA has revolutionized the detection and management of prostate cancer like no other tumor marker in the history
of oncology. First discovered in the 1970s, applied in the 1980s and used widely in the 1990s, PSA has profoundly
impacted the way in which prostate cancer is treated.?

PSA is a glycoprotein produced almost exclusively by epithelial cells in the prostate. Men with prostate cancer
have high serum PSA levels because of enhanced production of PSA and changes in the size and shape of the
prostate gland that allow PSA greater access to the circulatory system. PSA in the circulatory system serves as a
tumor marker.  Prostate cancer, however, is not the only reason for an elevation in PSA. Biopsy of the prostate,
transurethral prostatectomy, acute urinary retention and acute prostatitis can all increase PSA levels. Additionally,
false-positive elevations (false positive as they do not indicate prostate cancer) in PSA are attributable to benign
prostatic hyperplasia (BPH) or enlargement of the prostate, a non-cancerous condition.

Total PSA (tPSA) is considered conventional PSA testing, like the Abbott or Beckman Coulter PSA. tPSA measures
total PSA (tPSA) and results are reported in ng/mL or nanograms per milliliter. Results under 2.5 ng/mL are usually
considered normal and results over 10ng/mL strongly suggest prostate cancer.

Percent free PSA ratio is a blood test that measures how much PSA
circulates by itself (unbound) in the blood and how much is bound PSA has profoundly impacted
together with other blood proteins. If PSA results are borderline and
percent free PSA ratio is low (25% or less), then prostate cancer is more
likely to be present. A biopsy is necessary to confirm. If the results of cancer is treated.
fPSA ratio are normal (greater than 25%), even with a borderline PSA,
a biopsy may be avoided.?

the way in which prostate

Age-specific PSA is a comparison of PSA levels in people with similar ages. Higher PSA levels are typically more
common in older men compared to younger men, even without cancer. If a man’s PSA level is higher than the upper
limit of normal for the age group, there is a greater chance of prostate cancer. In older men with borderline PSA
levels this comparison oftentimes leads to confusion.

PSA density (PSAD) is only an option for patients who have had a PSA test and a transrectal ultrasound (TRUS). By
dividing the PSA number by the size or volume of the prostate (from the TRUS results), the PSAD can be determined.
The chance that prostate cancer is present is greater with a high PSAD.3

PSA velocity shows how quickly PSA levels rise over a period of time; two or more PSA tests may be required over the
course of several months. PSA velocity may be helpful in terms of interpreting borderline results.
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Testosterone is the major androgen in males and is controlled by luteinizing hormone (LH). LH is released from the
anterior pituitary exerting the primary control on testosterone production and acting directly on the Leydig cells
in the testes. Testosterone stimulates adult maturation of
external genitalia and secondary sex organs, and the growth

Testost timulat dult
estosterone stimutates adu of beard, axillary and pubic hair.

maturation of external genitalia and

Blood testosterone concentrations critical for sexual
functioning lie around 11 nmol/L and above- such levels
beard, axillary and pubic hair. are found in 99% of healthy men aged 20-40. Around the
age of 40, testosterone levels begin to decline in men. The
decline in testosterone production starts in early middle age
and progresses linearly. As testosterone levels decline, there is also an increase in one of its metabolites, called
dihydrotestosterone. This hormone causes overproduction (hyperplasia) of cells within the prostate gland, which
ultimately result in enlargement of these tissues.

secondary sex organs, and the growth of

We are running testosterone test to investigate the potential relationship between testosterone level and PSA. It is
possible also that a significant relationship may exist between DRE results indicating BPH, testosterone levels and PSA
levels. Any research findings will be reported to our screening sites throughout the upcoming year.

We will be utilizing the Beckman Coulter testosterone assay, which has an expected result of 241-827 mg/dl or 8.4-
28.7 nmol/L. If a man’s testosterone level is reported back to you as falling outside this range, please recommend
that they consult their physician or urologist. Note: It is important to record the time the blood sample is taken on
the screening questionnaire because testosterone levels have been proven to vary throughout the day.
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Cholesterol

Cholesterol is a waxy substance found in all parts of the body and helps make cell membranes, some hormones and
vitamin D. It is made in the liver and also comes from the foods you eat. High levels may be associated with an
increased risk of heart disease. The higher the level, the higher the risk. An elevated level of cholesterol should be
discussed with the participants’ personal physicians.

“What's good for your heart is good for your Prostate.” The PCEC is running a cholesterol test again this year along
with the set of standard blood serum tests conducted on each PCAW participant sample processed at our central
laboratory. A man'’s overall health and diet obviously impacts prostate health as well and we will be examining the
potential relationships between cholesterol levels, PSA, and DRE results.

The specific assay we will be using to measure the cholesterol levels in the blood serum samples is undetermined
at this time. If you would like more detailed information about this test, please contact the PCEC after July 1.

Generally, cholesterol levels less than 200 mg/dl are considered desirable, 200-239 mg/dl are borderline and may
constitute retesting and cholesterol levels above 240 are considered high and the participant should be referred to

What’s good for your heart is good for your Prostate. \
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their primary care physician for follow-up. Although fasting for 12 hours prior to cholesterol testing is suggested it
is not required.

ORGANIZING THE SCREENING PROGRAM

To help you plan for Prostate Cancer Awareness Week, the following guide offers information on activities your
center can implement before, during, and after the screening to ensure the success of the event. Please begin
making necessary preparations early to avoid a last-minute rush for information and materials.

Centers are responsible for organizing their screening programs. This entails:
Providing medical and support staff for the screening
Providing adequate facilities for the screening
Generating local publicity
Scheduling participants
Screening participants with the DRE and PSA
Conducting follow-up for all participants with suspicious results
Reporting to the PCEC

SUPERVISING PHYSICIAN
Ensures the medical integrity of the screening
Ensures the comfort and privacy of the participants
Supervises the preliminary meetings with the help of the program coordinator
Should be available during screening clinics

PROGRAM COORDINATOR
May be an office manager, public relations staff, research assistant, etc.
Someone other than the supervising physician should be appointed
Oversees the logistics of the screening
Orders supplies for the screening
Receives all mailings from and corresponds with the PCEC

PROGRAM SPOKESPERSON

Delivers clear, accurate information about PCAW to the general public through news media interviews. The
supervising physician, the program coordinator or another person skilled in media relations may fill this position. The
spokesperson should be recruited from your local area and should be available on the center’s screening dates and
for staff meetings.

ADDITIONAL STAFF

Additional staff may be needed to perform DRE’s, schedule participants, answer questions, register participants, help
participants complete screening questionnaire forms, do blood work, set up packets and participant kits, and follow-
up on participants with abnormal results. Volunteers might be available through local service groups. Many prostate
cancer survivors are interested in volunteering. Please contact your local prostate cancer support group for further
information. This information may be available from your local American Cancer Society or USTOO International,
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Inc. (800) 808-7866 has a listing of support groups by state or check online at www.ustoo.com/chapters.

All medical staff should be covered under the screening institution’s medical malpractice insurance or have their own
insurance coverage.

LOCATIONS OF SCREENING CLINICS
Should be enclosed to ensure participant privacy.
Should comfortably accommodate a large number of waiting participants.
Should be reserved as early as possible.
Should have adequate rest room facilities.
Should be easily accessible with adequate parking.

DATES AND TIMES OF SCREENING CLINICS

Each center decides the number of days screening clinics will be held and the amount of time for each clinic. If there
are multiple centers within a city, centers may want to stagger days and times in order to accommodate as many
participants as possible.

SCHEDULING PARTICIPANTS

The percentage of older men in your area, availability of
staff, and availability of exam rooms determine the number
minutes early so they can complete of men your center can screen. Centers are strongly
recommended to accommodate ALL eligible men who seek
testing. We would like to emphasize the need to reach
consent forms and any additional African-American and Hispanic men who have never been
screened before (due to their increased risk and historic
low participation). Predetermine the number of participants
your center can screen before scheduling.

Encourage participants to arrive 15-20

their screening questionnaire forms,

paperwork.

The PCEC estimates that 15 participants can be screened,
per hour, by each physician conducting DREs (e.g., 2 urologists working 8 hours at 15 men per hour = 240 men). If
screening with PSA tests, the PCEC estimates that one staff member drawing blood and one physician can screen
8 participants per hour. Encourage participants to arrive 15-20 minutes early so they can complete their screening
guestionnaire forms, consent forms and any additional paperwork.

Screening centers should consider two exam-scheduling options:
1. Set up a hot line to schedule appointments.
2. Examine all participants in order of arrival.

The PCEC strongly recommends using appointment hot lines. Centers in previous years believed this to be the most
effective method for scheduling. A sample participant scheduling script is included in the Appendix.

Prior to the actual making of appointments, each screening center should determine how to handle overflow calls.
The PCEC recommends that additional clinic days be scheduled whenever possible or that interested men be referred
to other nearby screening centers. Direct them to www.PCAW.com to locate other possible screening sites in your
area.
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MATERIALS

Participants will need clipboards and ballpoint pens to fill out and sign screening questionnaire forms, authorization
forms and informed consents. Please order an adequate amount of screening questionnaires since they cannot
be copied.

Adequate supplies of lubricating jelly, rubber gloves and tissues are needed in each exam room.

If the site is conducting the PSA, adequate supplies of PSA kits should be ordered.

The PCEC will provide sample posters and other display materials for screening centers in the Media Kit. Centers
may wish to develop additional display materials (posters, printed announcements, etc.) on their own. Posters
and printed announcements can direct participants to the screening clinic, along with appropriate staff and
security.

The PCEC recommends three planning meetings to decide upon logistics and publicity strategies.

These meetings will also allow screening staff to familiarize themselves with the procedures and materials. The last
meeting should be with workers and volunteers and include training on: signing in participants, the filling out of
paperwork and screening questionnaires, flow and overall procedure for the screening.

SUGGESTED MEETING AGENDA

Distribute and review all screening materials, including screening questionnaire forms, authorization forms,
consent forms and patient education materials. A sample screening questionnaire, authorization form and
consent form can be found in the Appendix. The PCEC recommends that you share the sample consent form
with your legal department and/or your Institutional Review Board (IRB) and alter it as needed. Photocopy the
form for all the participants and retain a copy as a record of the exam. These informed consent materials are
sometimes needed to conduct follow-up.

Discuss screening hours and staff responsibilities.

Stress the importance of helping participants to fill out screening questionnaire, authorization form and consent
forms properly. These forms will be your only exam records, and will confirm your recommendation for further
medical tests.

Review publicity elements.

Designate a phone number for men to call for information or to schedule an appointment.

Discuss procedures for conducting follow-up.

Stress the importance with the participating physicians of the importance of filling out the physician portion of
the screening questionnaire completely in order for us to evaluation the information correctly.

Determine how participants will flow through the screening.

Review the process for creating a paper trail and retaining sufficient copies.

PRE-SCREENING PREPARATION
It is recommended that you prepare your participant material in advance of the screening. By grouping the below
items and placing the barcode stickers as follows, you will create easy to use “Participant Kits":

1.

vk W

Screening Questionnaire (One barcode label on the first page and two on the third page in the demarked
spaces. Participants should each be issued their own barcode. Please do not use the same barcodes for several
individuals.)

Aliguot Test Tube (barcode label on test tube)

Aliguot Test Tube Lid

Authorization Form (barcode label in demarked space)

Participant Sign-In/Tracking Sheet Additional IRB Consent form (if needed)



It is important that the barcode sticker with the same
PIN number goes on each item in the Participant
Kit in order to identify all of the supplies and forms
needed for an individual participant. It is also
important that the kit stay together throughout the
screening. Please DO NOT staple, tape, use other
stickers, write information etc. anywhere on the
Screening Questionnaire form. This is critical in
order to ensure accurate data collection and reporting
of participant results. With the HIPAA compliant
Screening Questionnaire form the PCEC will not have
access to personally identifiable information and
you must rely on the barcode label sticker to match
participant results with their screening information. If
you have extra barcode label stickers DO NOT reuse
the same PIN number for different Participant Kits.
Please call the PCEC if you have any questions on
organizing your Participant Kits toll-free at 1-866-
477-6788. Please also see “Barcode Stickers” (yellow
tab) and “Screening Q" (green tab) sections of this
guide.

What happens at my screening clinic?

1. As participants enter the screening facility, first
have a staff member ask them to read and
sign the consent form, authorization form and
complete the Screening Questionnaire form.
All participants must be informed that cancer
screening is not intended to provide a diagnosis
of cancer. The purpose of cancer screening is

to identify those who have a higher probability All participants must be informed that
of the disease. Abnormal results require further cancer screening is not intended to provide
evaluation. a diagnosis of cancer.
2. Next, staff should draw blood for PSA testing.
3. Thephysician then performs a DRE and advises the ’
participant of his results and any recommended

additional medical evaluation.

4. Finally, participants check out at which time the
Results Form should be reviewed to make sure
it is complete, that it has a PIN sticker and that
it is sent with the participant. Also check the
Participant Information section of the Screening
Questionnaire to be certain that the participant
has completed legibly the correct phone number
and/or other contact information for patient
follow-up and that it has a matching PIN with
the Results Form, Questionnaire and test tube.
The screening site should retain the Personal
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Information form and Screening Questionnaire with signed Consent (2 1/2 pages total) to send to the PCEC fore
processing and data collection.

The order of the blood draw and the DRE is left to the discretion of the screening center. Studies have shown that the PSA level in the blood
is not affected by an earlier DRE.

1. Keep accurate records and contact information for each participant who attended the screening, including
those who required further medical evaluation.

2. Fill out the Final Report Form found in the Appendix and FAX it to the PCEC. Every PCAW screening site
should complete and submit this simple form.

3. Send the Screening Questionnaires to the Prostate Cancer Education Council, 5299 DTC Blvd., Suite 345,
Greenwood Village, CO 80111 via Fed Ex or a shipping partner that will give you a tracking number and make
sure you keep your tracking number. When you ship the forms, please fill out and fax the “Questionnaire Shipping
Notification Form” located in the back portion of the guide. Please refer to the “Screening Questionnaire”
section of this guide for detailed directions for completing and sending PCAW materials. PLEASE DO NOT SEND
ANY QUESTIONNAIRES TO THE LAB FOR PROCESSING. WE CANNOT GUARANTEE THAT WE WILL RECEIVE THE
QUESTIONNAIRES IF YOU DO NOT SEND THEM DIRECTLY TO PCEC.

4. Ship Blood Serum Samples to the UCHSC laboratory for processing ($8/sample), following the specific
instructions in the “Shipping Blood” section of this guide. Failure to follow these steps will result in a delay or
denial of testing.

The PCEC has classified registered screening sites by the following categories in order to better understand the level
of participation and corresponding needs of each site. All of the site categories are an integral part of PCAW, as the
most important goal is to provide free or low-cost screenings to as many men as possible. The level of participation
is always the site’s choice and can vary from year to year.

Screening Site: Returns the PCAW Screening Questionnaire forms to PCEC and sends copies of the PSA
results. The key aspect to participating at this level is that your screening site is listed on our website and in
our automated phone locator so anyone from your area who hears about PCAW through our national PR and
outreach efforts can find your site. Your site will also receive all of the support materials published by the PCEC
to help in the planning and execution of your screening. The simple Final Report Form indicating the number
of hours of screenings and some demographic information about the men screened as well as the number of
abnormal DRE’s and PSA should be returned to the PCEC at the conclusion of your screening.

Tracking Site: returns the PCAW Screening Questionnaire forms to the PCEC and sends copies of the PSA results
matched with participant PIN number from the barcode sticker to the PCEC and returns the completed Final
Report Form.

Longitudinal Research Site: returns the PCAW Screening Questionnaire forms to the PCEC, sends blood
samples to the UCDHSC lab for PSA processing and returns the completed Final Report Form.

Note: Any site sending blood samples to the UCHSC lab for PSA processing will be charged $8 per PSA. This fee cannot be waived.

These sites will receive a custom report from the screening questionnaire data within 6 weeks and are eligible to
receive their screening supplies (PCAW Screening Questionnaire Forms and PSA Lab Kits) for free.
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SUPPLY AND ORDER INFORMATION

PCAW Screening Questionnaire Forms

It is recommended that screening centers have each participant complete a screening questionnaire form for their
records. A copy of the PCAW Screening Questionnaire is included in the Appendix. Centers may download the
Screening Questionnaire form from www.PCAW.com or from the Media Kit CD included with this kit to use as a
reference. The original forms that come from PCEC must be used during your screening process.

A Spanish version of the PCAW Screening Questionnaire is also available upon request.

PSA Lab Kit

The PCAW PSA Lab Kit includes: one 3" by 1/2" diameter plastic aliquot test tube and one 1/2" diameter test tube
cap per participant. The kit also includes specimen storage boxes (each holds 81 samples), a large zipseal bag and
absorbent pad per box. The PCAW PSA lab Kit is used for shipping the blood serum sample for the PSA test. The
cost per PSA kit is $5.00, but can be obtained free of charge for longitudinal research sites.
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The PSA lab kit is required for all registered sites that choose to send blood samples to the University of Colorado at
Denver and Health Science Center (UCDHSC) Laboratory. Although the $5 per kit fee will be waived, there is a $8
PSA processing fee for each sample processed by the lab (the total processing fee for each site will be determined
by the actual number of blood samples processed by the lab). The PCEC will at no time be able to waive the PSA
processing fee.

If you would like to order PCAW screening questionnaire forms and/or PSA Lab Kits, fax a completed copy of the

Order Form provided or found in the Appendix to (303) 320-3835 or call the PCEC toll free at
866-477-6788 to place your order.

BARCODE LABELS AND PERSONAL IDENTIFICATION
NUMBERS (PIN)

Each Longitudinal Research site will receive barcode label stickers with Personal Identification Numbers (PIN) for each
participant. The PIN consists of a series of 12 numbers that identify the year of screening (first 4 digits), the screening
site ID (middle 4 digits) and the specific participant number (last 4 digits).

SAMPLE BARCODE LABEL STICKER

PCAW 2003 200303540004 e

A N
/ N
Year SiteID  Participant #

L PIN Number

The PCEC maintains participant confidentiality by tracking information only by these PIN numbers. Each site will
receive a set of barcode label stickers with the same PIN number for each participant. The barcode stickers should be
placed on all of the screening supplies as indicated below to create “Participant Kits” and any extra stickers should
be destroyed. You CANNOT use the same PIN number for more than one participant. If you coordinate or order
supplies for multiple screening sites, please be certain to provide each site with the barcode label stickers that match
their site ID number.

Barcode label stickers MUST be placed on the following materials:
First page of the PCAW Screening Questionnaire (place inside the area identified for barcode- upper right
corner)
Third page of the PCAW Screening Questionnaire (place in the TWO areas identified for barcode: Participant
Information Section and Participant Results Form)
Aliquot tube
Screening Site Participant list or sign in sheet
HIPAA Authorization Form
Consent Form (if a separate full consent is required by the site’s IRB or facility)
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It is CRITICAL with the HIPAA compliant Screening Questionnaire form that the barcode label stickers be placed
properly in all the designated areas. The lab will not have access to IIHI (Individually Identifiable Health Information)
and therefore we MUST rely on matching participant blood test results with their contact information by only the PIN
number on the barcode label stickers. The PCEC will not be responsible for results that are unidentifiable or unable
to be processed due to missing or misplaced barcode label

stickers.

It is important that the forms be filled

SCREENING QUESTIONAIRES out correctly by completely filling in

the appropriate response bubbles.

The PCAW Screening Questionnaire form is designed to be

read by a Scantron machine in order to eliminate the need

for data entry. It is important that the forms be filled out correctly by completely filling in the appropriate response
bubbles. Partial marks, check marks and x's may not be detected properly. Also, marks in the margins, between
questions, etc. may be misinterpreted. Marks or holes left by staples, tape or other stickers on the form (either side)
make the forms unreadable by the machine. DO NOT at any time staple anything to the screening questionnaire
form. If the Screening Questionnaire form does not have a barcode sticker placed properly inside the designated
box in the upper right corner of the first page, this can also cause the form to not scan correctly. The PCEC is not
responsible for forms/data that do not scan properly due to misplaced or forgotten barcode label stickers, staples,
tape or other stickers placed on the forms, mismarks or unreadable response bubbles.

The PCEC strives to deliver back to your site a summary report of your data that is a complete and accurate account
of your participants’ responses, but we are limited by the quality of the forms we receive. If your site is interested
in receiving accurate data in your summary report, please check the forms for properly filled response bubbles
(especially in the physician’s section) before sending. ** Note to your physicians conducting the exams not to write
or sign outside the designated areas as such marks will mislead the Scantron reader and will result in inaccurate data
reporting. **

1. Separate the pages of the Screening Questionnaires prior to sending them to the PCEC. Put them in a pile with
the two pages together.

2. Make a copy of or record the contact information from the 3rd page of the screening questionnaire (Participant
Information Section) for your records, in case the forms get lost in the mail. You may also want to copy page 1
and 2 of the screening questionnaire. However, you will receive all of the original forms back with your report
after processing.

3. Send pages 1, 2 and the top half of page 3 of the Screening Questionnaire to the PCEC.

4. DO NOT staple, tape or attempt to re-attach these pages. The questionnaire pages are coded at the
bottom to ensure that the participants’ records will remain complete.

5. Send the Screening Questionnaires to the Prostate Cancer Education Council at 5299 DTC Blvd., Suite 345,
Greenwood Village, CO 80111 via Fed Ex, UPS or registered mail and make sure you keep your tracking number.
DO NOT send the forms with your blood shipment to the lab. Please fax the “Questionnaire Shipping Notification
Form” once you have the tracking number.

6. A summary report will be returned to you within 6 weeks along with the original questionnaire forms.
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SHIPPING BLOOD

Blood may be sent to the University of Colorado It is important that each PSA blood serum sample is

at Denver and Health Science Center (UCDHSQ)
Laboratory during the month surrounding Prostate
Cancer Awareness Week and processed for a cost
of $8 per processed sample. Results are returned to

handled properly to ensure accurate results reporting.

the site within 6-8 weeks. Sites that choose to send

blood to the UCDHSC Lab for PSA processing must be a registered screening site, must use and return the PCAW
Screening Questionnaire Form including the Participant Information Section, must use the PCAW PSA Lab Kits (see
“Supplies and Order Information”) and must agree to obtain a signed PCAW Authorization Form (see Appendix) and
IRB approved consent (see back of the Screening Questionnaire) from all participants.

Preparing and Shipping the PSA Blood Serum Samples

The PSA blood serum samples will be analyzed at the UCDHSC laboratory. It is important that each PSA blood serum
sample is handled properly to ensure accurate results reporting.

1.
2.

3.

After the blood draw, each sample should be spun.

Aliguot the appropriate serum into the plastic aliquot tube provided in the PSA lab kit. Do not over fill the tube,
as it will expand and crack the tube upon freezing.

Cap the tube and ensure it is labeled with the barcode sticker that matches the barcode sticker and PIN on the
individual's screening questionnaire, patient information form and patient results form.

Place each labeled tube in a specimen box (81 samples per box) and put each specimen box in the specimen
bag(s) provided.

Serum specimens should be frozen and packed with an appropriate amount of dry ice for shipping. Do not use
cold packs, as these will allow the specimens to thaw during shipping. Over packing the shipping container with
specimens will also result in premature thawing.

Overnight courier service (ex. Federal Express) MUST be used to ship specimens. Each Screening Site is responsible
for their shipping charges.

Complete the Specimen Shipment Notification Form (see Appendix) on the day the specimens are shipped to
the lab. On this form include the Federal Express tracking number so lost or delayed shipments can be tracked
promptly. The Specimen Shipment Notification Form should be FAXED to the PCEC at 303.320.3835 on the day
specimens are sent. DO NOT put the Notification form in the box with the blood serum samples. The purpose
of the form is to let the PCEC and the lab know ahead of time that a shipment of blood samples will be arriving
the next day for processing so they can make appropriate arrangements. Please also record the exact number of
samples you are sending so we can be sure that you receive all your results.

DO NOT ship specimens on Fridays. If you screen on a Friday, freeze your specimens until the following business
day and then ship to the UCDHSC laboratory.

A PINK fluorescent address label will be sent to each Screening Site with their PCAW supplies. Place the fluorescent
label on the Federal Express Air Bill under the “ship to” address. If a site is unable to locate this fluorescent label,
ship the specimens to:

University of Colorado Hospital
Clinical laboratory/ Client Service
Critical Care Tower — Room 029
4200 East Ninth Ave.

Denver, Colorado 80262

Phone: 303-316-4685
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Please note that UCDHSC is not responsible for lost or delayed shipments. Failure to follow these steps will result in
a delay or denial of testing.

Please contact us with any questions or concerns you may have: toll free 866-477-6788 or by email PCEC@PCAW.
com

*We will not be responsible for any screening questionnaires that are sent with the blood to the lab.

FOLLOW-UP

All participants must be informed that cancer screening is not intended to provide an absolute diagnosis of cancer.
The purpose of cancer screening is to identify those who have a higher probability of the disease. Abnormal results
require further evaluation. Both the participant and the screening center should keep in mind that the PSA assay is not
a diagnostic procedure but a test for the early detection of prostate cancer. Testing for prostate cancer is a personal
decision that should be made by each patient with his physician. Patients should be aware of the advantages and
disadvantages of early detection and treatment.

The purpose of cancer screening is

to identify those who have a higher

When participants have a normal Digital Rectal Exam (DRE)
or Benign Prostatic Hyperplasia (BPH), and their PSA blood probability of the disease.
test is not elevated (less than or equal to 2.5 ng/ml), their
results are considered to be normal. At the time of the DRE,
participants should be made aware of their exam results.
This is likely accomplished through the use of the Screening Results Form (see 3rd page/bottom section of Screening
Questionnaire sample in the Appendix). Additionally, each participant should receive a letter from the screening
site, which clearly states the results of both the DRE and the PSA. Sample follow-up letters can also be found in the
Appendix. No additional follow-up is necessary for patients who have normal results from the DRE and the PSA.

When participants have an abnormal DRE and/or an elevated PSA blood test (>2.5 ng/ml), their results are considered
to be abnormal. Participants with abnormal results need further medical evaluation to determine whether or not they
have prostate cancer or other prostate disease. The PCEC requires each screening site to inform the participant of
the abnormal findings as quickly as possible and suggests they obtain follow-up information from the participant on
diagnosis and the results of any tests or procedures the participant received since the screening. The center should
contact these participants after the screening either to encourage them to consult a physician or to confirm that they
have already seen a physician regarding their abnormal results.

When DRE exam results are abnormal, physicians and staff must take great care to explain the next steps to the
participant while they are still at the screening site. A sample Patient Follow-Up Flow Chart is provided in the
Appendix and may be useful to provide to participants leaving your screening site. The majority of men who completed
the PCAW screening questionnaire last year said that the reason they have not pursued follow-up treatment after
receiving abnormal prostate screening results was that “Did not understand [they] were supposed to do that.” After
informing the participant that an abnormality has been detected, the PCEC recommends the following:
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If the DRE is abnormal, the screening physician or center should inform the participant right away that further
medical evaluation is necessary. Also a follow-up letter should be sent when the PSA result is determined.
When PSA test results are abnormal, the screening physician or center should inform the participant right away
with a follow-up letter that further medical evaluation is necessary.

In either case, send a letter to the participant informing him of his abnormal results. The PCEC recommends
sending this letter by registered mail to ensure its delivery. This letter should remind the participant to seek
further medical evaluation. Sample follow-up letters can be found in the Appendix.

Refer the participant to his personal physician or urologist. If he does not have one, refer him to another qualified
urologist, such as those at the screening center. When screening with the PSA test, advise the participant to wait
for his PSA results before scheduling an appointment, as his physician will require those results for any further
evaluation.

Contact the participant by phone three months and six months later, either to confirm that he has seen a
physician, or to stress the importance of seeking further medical evaluation.

CREATING PUBLIC AWARENESS

The Prostate Cancer Education Council (PCEC) will coordinate national publicity for Prostate Cancer Awareness
Week. This will include distribution of public service announcement scripts to radio and television stations, and a
press kits to newspapers and other national print media outlets (e.g., USA Today, Good Morning America, CNN and
others.)

A toll free telephone number, 866-4PROST8 will be published by the PCEC. Men who wish to participate may call
this number for an electronic listing of locations and telephone numbers of their nearest screening centers by Zip
Codes. People may also visit our website at www.PCAW.com to find a screening site. Please make sure that the
PCEC has your correct scheduling telephone number and screening site address on your PCAW Registration Form as
this is the information that is provided on the electronic listing and on the website.

The PCEC recommends that each screening center develop a local promotion and publicity campaign. The Prostate
Cancer Education Council will provide a Media Kit with information that may be helpful and useful in your own
publicity efforts. Information is available to download from our website as well. Joint promotion and publicity
campaigns may be undertaken in cities with more than one screening center. Screening centers may receive a list of
other centers participating in their state by logging onto www.PCAW.com and entering the state as a search criteria.
Contact the PCEC for more information.

Each center is encouraged to promote its screening through various activities, including but not limited to:
Posters/signs placed strategically throughout the screening center
Hospital newsletters or in-hospital television programs
Direct-mail invitations
Focus on African-American and Hispanic men who have never been screened
Distribute fliers or postcards throughout the community especially to local retirement communities, religious
organizations, and civic groups to inform men about the upcoming screening.
News stories about your screening will encourage men to attend your clinic. Centers within the same city may
advertise their clinics together to help defray costs, maximize local media coverage, and increase participation of
men.
If print or radio advertising space is purchased, the screening center is responsible for the costs.



