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STATEMENT OF NEED/TARGET AUDIENCE

Breast cancer is one of the most rapidly evolving fields in medical oncology. Published results
from a plethora of ongoing clinical trials lead to the continuous emergence of new therapeutic
agents and changes in the indications for existing treatments. In order to offer optimal patient
care — including the option of clinical trial participation — the practicing medical oncologist
must be well informed of these advances. In order to incorporate research advances into devel-
oping treatment strategies for patients, the CME program Meet The Professors utilizes case-based
discussions between community oncologists and clinical investigators.

GLOBAL LEARNING OBJECTIVES

e (ritically evaluate the clinical implications of emerging clinical trial data in breast cancer
treatment and incorporate these data into management strategies in the adjuvant, neoadjuvant
and metastatic settings.

e Counsel postmenopausal patients with ER-positive breast cancer about the risks and
benefits of adjuvant aromatase inhibitors and of switching to or sequencing aromatase
inhibitors after tamoxifen, and counsel premenopausal women about the risks and benefits
of adjuvant ovarian suppression alone or with other endocrine interventions.

e Describe and implement an algorithm for HER2 testing and treatment of patients with HER2-
positive breast cancer in the adjuvant, neoadjuvant and metastatic settings.

e Evaluate the emerging data on various adjuvant chemotherapy approaches, including dose-
dense treatment, nonanthracycline-based regimens and the use of taxanes, and explain the
absolute risks and benefits of adjuvant chemotherapy regimens to patients.

e Describe the computerized risk models and genetic markers that provide prognostic and
predictive information on the quantitative risk of breast cancer relapse and/or treatment
response, and when applicable, utilize these to guide therapy decisions.

e Counsel appropriately selected patients with metastatic disease about selection and
sequencing of endocrine therapy and chemotherapies and about the risks and benefits of
these agents alone or in combination with biologic therapy.

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 Abraxis BioScience, AstraZeneca
Pharmaceuticals LP, Genentech BioOncology, Genomic Health Inc and Roche Laboratories Inc.

Guide to Audio Program

Compact Disc 1: Tracks 1-6 — case from Dr Gearhart; Tracks 7-12 — case from Dr Hendricks;
Tracks 13-18 — case from Dr Zelkowitz; Tracks 19-22 — case from Dr Glynn; Compact Disc 2:
Tracks 1-3 — case from Dr Hart; Tracks 4-5 — case from Dr Kumar; Tracks 6-9 — case from
Dr Hoffman; Tracks 10-21 — cases from Dr Schwartz; Compact Disc 3: Tracks 1-13 — case
from Dr Stebel; Tracks 14-17 — case from Dr Astrow; Tracks 18-21 — case from Dr De Fusco



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, Michelle Paley, MD, 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 Cobleigh — Consulting Fees: Genentech BioOncology, Genomic Health Inc; Fees for Non-CME Services
Received Directly from Commercial Interest or Their Agents: Genentech BioOncology, Genomic Health Inc.
Dr Holmes — Consulting Fees: Amgen Inc, GlaxoSmithKline, Pfizer Inc, Wyeth. Dr Schwartzberg

— Consulting Fees: Sanofi-Aventis; Fees for Non-CME Services Received Directly from Commercial Interest
or Their Agents: AstraZeneca Pharmaceuticals LP, Genentech BioOncology. Dr Seidman — Consulting Fees:
Abraxis BioScience, Genentech BioOncology; Fees for Non-CME Services Received Directly from Commercial
Interest or Their Agents: Abraxis BioScience, AstraZeneca Pharmaceuticals LP, Eli Lilly and Company,
Genentech BioOncology, Genomic Health Inc, Merck and Company Inc, Novartis Pharmaceuticals Corporation.

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.

Medical Oncologist Community Panel

Alan B Astrow, MD Lowell L Hart, MD Michael A Schwartz, MD
Brooklyn, New York Fort Myers, Florida Miami Beach, Florida
Patricia A De Fusco, MD Carolyn B Hendricks, MD Andrea F Stebel, MD
Hartford, Connecticut Bethesda, Maryland Newport Beach, California
Bonni L Gearhart, MD Kenneth R Hoffman, MD Richard S Zelkowitz, MD
Summit, New Jersey Teaneck, New Jersey Norwalk, Connecticut
Philip Glynn, MD Kapisthalam S Kumar, MD

Springfield, Massachusetts New Port Richie, 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 Bonni L Gearhart, MD: A 49-year-old obese woman with
insulin-dependent diabetes, hypertension and hypercholesterolemia presented with a palpable
3.3-cm, high-grade, ER-negative, PR-negative, HER2-positive, clinically node-negative but
pNO(i+) infiltrating ductal carcinoma (IDC) (presented to Dr Cobleigh and Dr Holmes).

Case 2 from the practice of Carolyn B Hendricks, MD: A 44-year-old woman diagnosed two
years prior with a 2.2-cm, Grade lll, triple-negative IDC with negative axillary node dissection.
She declined adjuvant chemotherapy despite recommendation by her treating oncologist, was
lost to routine follow-up and now presents with disseminated bony and visceral metastases
(presented to Dr Cobleigh and Dr Holmes).

Case 3 from the practice of Richard S Zelkowitz, MD: A 51-year-old perimenopausal
woman was diagnosed in 2002 with two distinct, ipsilateral breast lesions in different
quadrants, measuring 0.8 centimeters and 2.5 centimeters. Pathology postmastectomy revealed
ER-positive, PR-negative, HER2-positive invasive breast cancer at both sites and a negative
SLNBx. She received adjuvant FEC and initiated endocrine therapy. She now complains of
shortness of breath and pleuritic chest pain (presented to Dr Cobleigh and Dr Holmes).

Case 4 from the practice of Philip Glynn, MD: A 76-year-old widow in otherwise good
health presented with back pain and a large breast mass causing skin contracture and erosion.
Biopsy revealed an ER-positive, PR-positive, HER2-positive infiltrating lobular carcinoma, and
staging work-up revealed hypercalcemia and metastatic involvement of the thoracic and lumbar
spine (presented to Dr Cobleigh and Dr Holmes).

Case 5 from the practice of Lowell L Hart, MD: A 59-year-old woman in excellent health
diagnosed with a 3.1-cm, highly proliferative, triple-negative, node-negative breast tumor. The
patient entered a clinical trial of adjuvant AC/docetaxel in combination with bevacizumab.
(presented to Dr Cobleigh and Dr Holmes).

Case 6 from the practice of Kapisthalam S Kumar, MD: A 59-year-old woman with a right
mammographic breast abnormality was found to have a 3-mm focus of atypia on excisional
biopsy, subsequently determined to be an infiltrating ductal carcinoma with tubular features.
Wide local excision and extended SLNBx demonstrated a small residual focus of a Grade I,
ER-positive, PR-positive, HER2-negative tumor with negative margins and one of eight positive
nodes (presented to Dr Cobleigh and Dr Holmes).

Case 7 from the practice of Kenneth R Hoffman, MD: A 34-year-old woman in her tenth
week of pregnancy was found to have a 2.3-cm, ER-negative, PR-negative, HER2-positive IDC.
She underwent therapeutic interruption of pregnancy followed by mastectomy and axillary
dissection, revealing two of 21 positive nodes (presented to Dr Cobleigh and Dr Holmes).

Case 8 from the practice of Michael A Schwartz, MD: A 57-year-old postmenopausal
woman reporting a two-year history of gradual right breast hardening ultimately presented with
an ulcerating and bleeding lesion spanning both breasts. Surgical biopsy revealed ER-positive,
PR-positive, HER2-negative, Grade Il IDC with regional nodal and chest wall involvement and
diffuse bone metastases (presented to Dr Schwartzberg and Dr Seidman).

Case 9 from the practice of Andrea F Stebel, MD: A 66-year-old woman was diagnosed
with a 5-cm, ER-positive, PR-negative, HER2-negative sentinel lymph node-negative infiltrating
lobular cancer, treated with lumpectomy and radiation therapy. The patient wished to avoid
cytotoxic chemotherapy and, after an Oncotype DX™ recurrence score of 15, received only
adjuvant endocrine systemic treatment (presented to Dr Schwartzberg and Dr Seidman).

Case 10 from the practice of Alan B Astrow, MD: An 86-year-old woman was found to have
a 1.9-cm, Grade Il, ER-negative, PR-negative, HER2-positive IDC with six of 15 positive axillary
nodes. Extent of disease evaluation showed no evidence of distant metastases and medical
history was notable for controlled hypertension and mild Parkinsonism. She received adjuvant
capecitabine with trastuzumab (presented to Dr Schwartzberg and Dr Seidman).

Case 11 from the practice of Patricia A De Fusco, MD: A 65-year-old woman diagnosed five
years prior with a 1.7-cm, ER-positive, HER2-negative, invasive breast tumor with associated LVI
and two of 15 positive nodes. She was treated with mastectomy, four cycles of AC and 2.5 years
of adjuvant tamoxifen followed by a planned switch to anastrozole. She now presents with
increasing lower back pain (presented to Dr Schwartzberg and Dr Seidman).
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Evaluation Form: Meet The Professors Breast Cancer, Issue 3, 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 breast cancer treatment and incorporate these data into management

strategies in the adjuvant, neoadjuvant and metastatic settings.. .............. 5432 1N/
e Counsel postmenopausal patients with ER-positive breast cancer about

the risks and benefits of adjuvant aromatase inhibitors and of switching

to or sequencing aromatase inhibitors after tamoxifen, and counsel

premenopausal women about the risks and benefits of adjuvant

ovarian suppression alone or with other endocrine interventions. .............. 5432 1N/A
e Describe and implement an algorithm for HER2 testing and treatment

of patients with HER2-positive breast cancer in the adjuvant, neoadjuvant

and metastatic settings. . . ..o e 5432 1N/A
e Evaluate the emerging data on various adjuvant chemotherapy approaches,

including dose-dense treatment, nonanthracycline-based regimens and

the use of taxanes, and explain the absolute risks and benefits of adjuvant

chemotherapy regimens to patients. ........ ... i i 5432 1N/
e Describe the computerized risk models and genetic markers that provide

prognostic and predictive information on the quantitative risk of breast

cancer relapse and/or treatment response, and when applicable, utilize

these to guide therapy decisions.. ... ..o vt ittt e e 5432 1N/A
e Counsel appropriately selected patients with metastatic disease about

selection and sequencing of endocrine therapy and chemotherapies and

about the risks and benefits of these agents alone or in combination with

biologic therapy.. .« oot e 5432 1N/A

EFFECTIVENESS OF THE INDIVIDUAL FACULTY MEMBERS

Faculty Knowledge of subject matter = Effectiveness as an educator

Melody A Cobleigh, MD 5 4 3 2 1 5 4 3 2 1

Frankie A Holmes, MD 5 4 3 2 1 5 4 3 2 1

Lee S Schwartzberg, MD 5 4 3 2 1 5 4 3 2 1

Andrew D Seidman, 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. 4 3 21
Related to my practice NEEAS.......uueeeeeerreeeeereeieiiieiiirrreee e e e e e e eeeeeeeeereaanes 4 3 21
Will influence how I PractiCe .....eeeeeeeeeeeeiiiieieiiiiiiiieeeeee e eeeeeeeees 5 4 3 21
Will help me improve patient care .. .5 4 3 21
Stimulated my intellectual cUrioSTty «eeeeeerieeeeeiiiiieee e 5 4 3 21
Overall quality of Material......ceeeeereeeieeiiieiiiiireee s 5 4 3 21
Overall, the activity met my expectationsS........ccceeeeieeiiiiiiiiiiiiieeeeeeeeeeeeee 5 4 3 21
Avoided commercial bias or influence .....oooeeeeiiiiiiiiiiiiiiiiiieeeee 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 Breast Cancer, Issue 3, 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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Copyright © 2007 Research To

The compact discs, Internet content and accompanying
printed material are protected by copyright. No part of this
program may be reproduced or transmitted in any form or by
any means, electronic or mechanical, including photocopying,
recording or utilizing any information storage and retrieval
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Practice. All rights reserved.

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
or treatment discussed or suggested in this activity should
not be used by clinicians without evaluation of their patients’
conditions and possible contraindications or dangers in use,
review of any applicable manufacturer’s product information
and comparison with recommendations of other authorities.






