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STATEMENT OF NEED/TARGET AUDIENCE

Prostate cancer is one of the most rapidly evolving fields in urologic oncology. Published results
from clinical trials lead to the emergence of new surgical and radiation therapy techniques and
therapeutic agents, along with changes in the indications for existing treatments. In order to
offer optimal patient care — including the option of clinical trial participation — the practicing
urologist, radiation oncologist and medical oncologist must be well informed of these advances.
In order to incorporate research advances into developing treatment strategies for patients, the
CME program Meet The Professors utilizes case-based discussions between practicing urologists,
radiation oncologists and medical oncologists with urologic oncology investigators.

GLOBAL LEARNING OBJECTIVES

e (ritically evaluate the clinical implications of emerging clinical trial data in prostate cancer
screening, prevention and treatment and incorporate these data into management strategies
in the local and advanced disease settings.

e Counsel appropriately selected patients about the availability of ongoing clinical trials.

e Inform prostate cancer patients about the specific risks and benefits of local and systemic
therapies.

e Provide individualized counseling to patients regarding the choice and timing of endocrine
therapy.

e Counsel appropriately selected patients in the high-risk or advanced disease settings about
the risks and benefits of chemotherapy, including emerging data on taxane-based regimens.

ACCREDITATION STATEMENT

Research To Practice is accredited by the Accreditation Council for Continuing Medical Education
to provide continuing medical education for physicians.

CREDIT DESIGNATION STATEMENT

Research To Practice designates this educational activity for a maximum of 3.5 AMA PRA
Category 1 Credit(s)™. Physicians should only claim credit commensurate with the extent of
their participation in the activity.

HOW TO USE THIS CME ACTIVITY

This CME activity contains both audio and print components. To receive credit, the participant
should listen to the CDs, review the CME information and complete the Evaluation Form located
in the back of this book or on our website, MeetTheProfessors.com.

This program is supported by education grants from AstraZeneca Pharmaceuticals LP and
Sanofi-Aventis.

Guide to Audio Program

Compact Disc 1: Tracks 1-11 — case from Dr Hussein; Tracks 12-17 — case from

Dr Sundararaman; Tracks 18-19 — case from Dr Tripp; Compact Disc 2: Track 1 — case from
Dr Tripp (continued); Tracks 2-4 — case from Dr Dineen; Tracks 5-9 — case from

Dr Simon; Tracks 10-16 — case from Dr Nieder; Tracks 17-20 — case from Dr Reeves;
Compact Disc 3: Tracks 1-6 — case from Dr Pizzolato; Tracks 7-10 — case from Dr Ravelo;
Tracks 11-16 — case from Dr Hussein



CONTENT VALIDATION AND DISCLOSURES

Research To Practice is committed to providing its participants with high-quality, unbiased and
state-of-the-art education. We assess potential conflicts of interest with faculty, planners and
managers of CME activities. Real or apparent conflicts of interest are identified and resolved by a
peer review content validation process. The content of each activity is reviewed by both a member
of the scientific staff and an external independent reviewer for fair balance, scientific objectivity
of studies referenced and patient care recommendations.

The scientific staff and consultants for Research To Practice are involved in the development and
review of content for educational activities and report the following real or apparent conflicts of
interest, either current or within the past 12 months, for themselves (or their spouses/partners)
that have been resolved through a peer review process: Karen Green, MD, Richard Kaderman,
PhD, Neil Love, MD, Douglas Paley, Margaret Peng, Lilliam Sklaver Poltorack, PharmD, Erin Wall
and Kathryn Ault Ziel, PhD — no real or apparent conflicts of interest to report; Aviva Asnis-
Alibozek, PA-C, MPAS — salary: AstraZeneca Pharmaceuticals LP; shareholder of AstraZeneca
Pharmaceuticals LP; Sally Bogert, RNC, WHCNP — shareholder of Amgen Inc and Genentech
BioOncology. Research To Practice receives education grants from Abraxis BioScience, Amgen Inc,
AstraZeneca Pharmaceuticals LP, Bayer Pharmaceuticals Corporation/Onyx Pharmaceuticals Inc,
Biogen Idec, Genentech BioOncology/0SI Pharmaceuticals Inc, Genomic Health Inc, GPC Biotech,
Roche Laboratories Inc and Sanofi-Aventis, who have no influence on the content development of
our educational activities.

In addition, the following faculty (and their spouses/partners) have reported real or apparent
conflicts of interest that have been resolved through a peer review process:

Dr D’Amico — No financial affiliations or interests to disclose. Dr Klotz — Consulting Fees: AstraZeneca
Pharmaceuticals LP, GlaxoSmithKline, Merck and Company Inc; Contracted Research and Fees for Non-CME
Services Received Directly from Commercial Interest or Their Agents: AstraZeneca Pharmaceuticals LP.

Dr Moul — Consulting Fees: AstraZeneca Pharmaceuticals LP; Contracted Research: GlaxoSmithKline; Fees for
Non-CME Services Received Directly from Commercial Interest or Their Agents: AstraZeneca Pharmaceuticals
LP, Sanofi-Aventis; Ownership Interest: Theralogix LLC. Dr Oh — Consulting Fees: Dendreon, GPC Biotech,
Johnson & Johnson Pharmaceuticals, Sanofi-Aventis; Contracted Research: Genentech BioOncology, Sanofi-
Aventis; Fees for Non-CME Services Received Directly from Commercial Interest or Their Agents: AstraZeneca
Pharmaceuticals LP, Sanofi-Aventis. Dr Petrylak — Consulting Fees: Cell Genesys Inc, Sanofi-Aventis;
Contracted Research: Celgene Corporation, GPC Biotech.

This educational activity contains discussion of published and/or investigational uses of agents that are
not indicated by the Food and Drug Administration. Research To Practice does not recommend the use of
any agent outside of the labeled indications. Please refer to the official prescribing information for each
product for discussion of approved indications, contraindications and warnings. The opinions expressed
are those of the presenters and are not to be construed as those of the publisher or grantors.
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Martin K Dineen, MD Joseph F Pizzolato, MD Michael A Simon, MD
Urologist Medical Oncologist Urologist
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Atif M Hussein, MD Raul Ravelo, MD Srinath Sundararaman, MD
Medical Oncologist Radiation Oncologist Radiation Oncologist
Hollywood, Florida Miami, Florida Hollywood, Florida

Alan M Nieder, MD James A Reeves, MD Benjamin M Tripp, MD
Urologist Medical Oncologist Urologist

Miami, Florida Fort Myers, Florida Boca Raton, Florida

MEET THE PROFESSORS DOWNLOADABLE AUDIO

MP3 audio files are available for download on our website www.MeetTheProfessors.com/
download-audio




Case Studies

Case 1 from the practice of Atif M Hussein, MD: A 71-year-old man treated in 1999 with external-
beam radiation therapy (EBRT) for Gleason 7 adenocarcinoma of the prostate. Post-EBRT PSA nadir
was 0.2, but it rose to 6.7 by 2001, at which point leuprolide was initiated, resulting in a PSA decline
to 3.1. In 2003 his PSA level began rising and, despite the addition of bicalutamide, increased to 80
with bone scan evidence of multiple metastases. He received a second round of EBRT, six cycles of
docetaxel with prednisone and zoledronic acid with continuation of leuprolide (presented to

Dr Anthony V D’Amico, Dr Laurence Klotz and Dr Daniel P Petrylak).

Case 2 from the practice of Srinath Sundararaman, MD: A 54-year-old man diagnosed with
synchronous rectal (T3N1MO0) and prostate (T2aNxM0, Gleason 7) carcinomas in 2002. He was treated
with neoadjuvant capecitabine, leuprolide and pelvic radiation therapy and underwent an APR with
subsequent reanastomosis. After surgery, he received a seed implant boost to the prostate bed,
adjuvant capecitabine and was maintained on leuprolide for two years. He returned for follow-up in
2005 with a PSA level of 9 associated with a nine- to 10-month doubling time (presented to

Dr D’Amico, Dr Klotz and Dr Petrylak).

Case 3 from the practice of Benjamin M Tripp, MD: An 82-year-old man who presented five years
earlier with a PSA level of 158, a 265-g prostate and 18 benign biopsies. Finasteride was initiated.

A bone scan performed soon thereafter was diffusely positive, but 16 additional biopsies and TURP
tissue were negative for adenocarcinoma. Rib biopsy showed metastatic, poorly differentiated
prostate cancer. He received combined androgen blockade (bicalutamide and leuprolide) with
zoledronic acid. His PSA nadired at 0.1, but six months later it rose to 15.4. After a short biochemical
response to bicalutamide withdrawal, his PSA level resumed its climb, indicating androgen-
independent prostate cancer (presented to Dr D’Amico, Dr Klotz and Dr Petrylak).

Case 4 from the practice of Martin K Dineen, MD: A 66-year-old man with a PSA level of 7

was diagnosed with Gleason 6 prostate cancer and treated with EBRT in 1996. He enrolled in a
clinical trial, received high-dose adjuvant bicalutamide for two years and did well until the sixth
year postdiagnosis, when his PSA level rose from undetectable to 2.2 within a 12-month period.
After a positive TRUS biopsy of the prostate bed, whole-gland salvage cryoablation was performed.
18 months later, his PSA level began to rise and he received an LHRH agonist, to which he has
experienced a durable response with a continuous undetectable PSA level (presented to Dr D’Amico,
Dr Klotz and Dr Petrylak).

Case 5 from the practice of Michael A Simon, MD: A 61-year-old man who underwent a nerve-
sparing radical prostatectomy revealing pT2 Gleason 6 prostate cancer with negative nodes and
margins. He presented three months postoperatively with a PSA of 0.7, rising to 0.9 four weeks
later. Systemic disease workup was negative, with the exception of an incidental 3-cm kidney mass
suspicious for renal cell carcinoma. Salvage EBRT was initiated to address any residual local disease,
resulting in a PSA decline to 0.6 (presented to Dr D’Amico, Dr Klotz and Dr Petrylak).

Case 6 from the practice of Alan M Nieder, MD: An 81-year-old man, status-post radical
prostatectomy 20 years prior, presented with a PSA of 12 and a nine-month doubling time. Physical
examination, CT scan and bone scan results showed no clinical evidence of metastatic disease. The
patient was started on LHRH agonist monotherapy and had an undetectable PSA within three months
of the first injection (presented to Dr Judd W Moul and Dr William K Oh).

Case 7 from the practice of James A Reeves, MD: A 48-year-old man presented with a PSA level
of 9 and a normal digital rectal exam. Prostate biopsy showed nine of 12 positive cores with bilateral
evidence of Gleason 6 and 7 adenocarcinoma with no evidence of perineural invasion. Bone and

CT scans were negative for metastatic disease, and he elected to undergo radical prostatectomy
(presented to Dr Moul and Dr Oh).

Case 8 from the practice of Joseph F Pizzolato, MD: A 74-year-old man with a history of radical
prostatectomy and continuous postoperative antiandrogen therapy since 1994 recently presented
with a rising PSA (nine-month doubling time) and diffuse skeletal metastases. He received radiation
therapy for impending spinal cord compression and then began a trial of ketoconazole. His PSA level
of 75 quickly rose to 120 in the presence of increasing hip pain. He enrolled on the CALGB-9401
clinical trial and initiated docetaxel with a randomization to bevacizumab versus placebo. His PSA
level dropped to 17, and interim scans show evidence of disease improvement (presented to Dr Moul
and Dr Oh).

Case 9 from the practice of Raul Ravelo, MD: A 51-year-old asymptomatic man presented with a
PSA level of 57.6. Biopsy revealed high-volume, Gleason 7 prostatic adenocarcinoma with perineural
invasion. Bone and CT scans showed no evidence of metastatic disease. He underwent radical
prostatectomy, which revealed approximately 90 percent infiltration with tumor, positive surgical
margins and extraprostatic adipose tissue invasion (presented to Dr Moul and Dr Oh).

Case 10 from the practice of Dr Hussein: A 61-year-old man with a history of symptomatic,
surgically managed Crohn’s disease presented with a rise in PSA level from 2.3 to 6.1 over a one-year
span. Prostate biopsy revealed Gleason scores of 8 and 9 in five of 12 cores. While seeking multiple
treatment opinions, he received four doses of monthly leuprolide. He ultimately underwent a radical
prostatectomy, which revealed seminal vesicle involvement, 12 negative lymph nodes and negative
surgical margins. His two-month postoperative PSA level was undetectable (presented to Dr Moul and

Dr Oh).
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Evaluation Form: Meet The Professors Prostate Cancer, Issue 1, 2007

Research To Practice respects and appreciates your opinions. To assist us in evaluating the
effectiveness of this activity and to make recommendations for future educational offerings,
please complete this Evaluation Form. A certificate of completion will be issued upon receipt of
your completed Evaluation Form.

Please answer the following questions by circling the appropriate rating:

5= 4= 3= 2= 1= N/A =
Outstanding Good Satisfactory Fair Poor Not applicable to
this issue of MTP

GLOBAL LEARNING OBJECTIVES
To what extent does this issue of MTP address the following global learning objectives?

e (ritically evaluate the clinical implications of emerging clinical trial data
in prostate cancer screening, prevention and treatment and incorporate these

data into management strategies in the local and advanced disease settings....... 54321N/A
e Counsel appropriately selected patients about the availability of

ongoing clinical trials.. . . oottt e 5432 1N/A
e Inform prostate cancer patients about the specific risks and

benefits of local and systemic therapies. .. ... ..ot 5432 1N/A

Provide individualized counseling to patients regarding the choice
and timing of endocrine therapy. . . . ..ot 5432 1N/A

Counsel appropriately selected patients in the high-risk or advanced
disease settings about the risks and benefits of chemotherapy,
including emerging data on taxane-based regimens. .. ........ ... . . ... 5432 1N/

EFFECTIVENESS OF THE INDIVIDUAL FACULTY MEMBERS

Faculty Knowledge of subject matter Effectiveness as an educator

Anthony V D’Amico, MD, PhD 5 4 3 2 1 5 4 3 2 1

Laurence Klotz, MD 5 4 3 2 1 5 4 3 2 1

Judd W Moul, MD 5 4 3 2 1 5 4 3 2 1

William K Oh, MD 5 4 3 2 1 5 4 3 2 1

Daniel P Petrylak, MD 5 4 3 2 1 5 4 3 2 1
OVERALL EFFECTIVENESS OF THE ACTIVITY
Objectives were related to overall purpose/goal(s) of activity......ccccceerrnnnee 5 4 3 21
Related to my practice needs 4 3 21
Will influence how I practice 4 3 21
Will help me improve Patient Care ....uuuueeeeceeeeeeeeeeeeeeeeeeeereiiirreeeeeeeeeeeeeeens 5 4 3 21
Stimulated my intellectual CUrOSTEY wevvereruumeereieee et 5 4 3 21
Overall quality of Material.u....cceeeeeeeeeieiiiiiiiiiiicerrre e eeeeeeerrr s 5 4 3 21
Overall, the activity met my expectations.......uuueeeeieeeeeiiieeeieiiiiiiiiieens 5 4 3 21
Avoided commercial bias or inflUENCe «eeeiviieiieiiiii e 5 4 3 21

Which of the following audio formats of this program did you use?
[J Audio CDs [J Downloaded MP3s from website
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Evaluation Form: Meet The Professors Prostate Cancer, Issue 1, 2007

REQUEST FOR CREDIT — Please Print Clearly

Name: ... Specialty: ...
Degree: CJMD  (JDO (JPharmb (CJNP (JBS (JRN [JPA  (JOther ...
Medical License/ME Number: .................................. Last 4 digits of SSN (required): ...........

Street AddresS: .o

Box/Suite: ... City, State, Zip: ...
Phone Number: ... Fax Number: ...
BTl

Research To Practice designates this educational activity for a maximum of 3.5 AMA PRA
Category 1 Credit(s)™. Physicians should only claim credit commensurate with the extent
of their participation in the activity.

I certify my actual time spent to complete this educational activity to be hour(s).

Signature: ... Date: ...

Will the information presented cause you to make any changes in your practice?
[JYes (JNo

If yes, please describe any change(s) you plan to make in your practice as a result of
this activity.

FOLLOW-UP

As part of our ongoing, continuous quality-improvement effort, we conduct postactivity
follow-up surveys to assess the impact of our educational interventions on professional
practice. Please indicate your willingness to participate in such a survey:

) Yes, I am willing to participate [J  No, I am not willing to participate
in a follow-up survey. in a follow-up survey.

To obtain a certificate of completion and receive credit for this activity, please fill out the
Evaluation Form and fax to (800) 447-4310, or mail to Research To Practice, One Biscayne
Tower, 2 South Biscayne Boulevard, Suite 3600, Miami, FL 33131. You may also complete the
Evaluation online at www.MeetTheProfessors.com/CME.
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own professional development. The information presented
in this activity is not meant to serve as a guideline for
patient management.

Any procedures, medications or other courses of diagnosis
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