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NOTE

THIS PACKAGE ONLY CONTAINS THOSE DOCUMENTSTHAT RELATE TO A PRODUCT

REGULATED BY THE CENTER FOR DRUG EVALUATION AND RESEARCH,

REQUESTS FOR INFORMATION ON THE PRODUCT REGULATED BY THE CENTER FOR

BIOLOGICS EVALUATION AND RESEARCH IJILL BE PROVIDED BY THAT CENTER.



Food and Drug Administration
Center for Drug Evaluation and Research

Di\rision of Oncolo~ Drug Products

Onco[ogic Drugs AAU’SO(Y Committee

52n~ Meeting
December 16, 1996

Doub!e Tree Hotel, Rockvi[!e, MD
Plaza Ballroom I & 11

AGENDA

Monday, December 16, 1996 Open Session

8:30 arn- Call to Order and Opening remarks
Janice J. Dutcher, M. D., Chairman

Conflict of Interest Statement
LT Jannette O’NeilI-Gonzalez, M.H. S.,
Health Scientist Administrator / Executive Secretary

8:35 am- Open Public Hearing. Half hour is allocated. The next agenda item will begin
immediately if less than half hour is needed.

9:00 am- Sponsors presentation
NDA # 20-726 FemaraTM Tablets (letrozole, CGS 20267, Ciba-Geigy Corporation),
for the “treatment of advanced breast cancer in women with natural or artificially
induced postmenopausal status, following antiestrogen therapy. ”

Ciba-Geigy Corporation

Overview :

Pharmacodynamics :

Pharmacokinetics:

Clinical Efficacy:
Clinical Safety
Conclusion

Dr. John R. Hanagan

Dr. Ajay Bhatnagar

Dr. Christian Pfister

Dr. Franzanrie Vreeland

10:00 am- BREAK

1

-—



FDA Presentation Dr. (knmie~e Schwhter

ODAC Discussants Dr. Sandra S\win
Dr. Kim Margolin

Committee Discussion

12:00 pm- LUNCH

1:00 pm- Open Public Hearing. Half hour is allocated. The next agenda item \vill begin
immediately if less than half hour is needed.

l:30pm- Sponsors presentaticm
PLA # 92-0306 TICE@ Product Licence Application (PLA) 92-0306 TICE@ (BCG
Vaccine, Organon Teknika Corporation), for “intravesical installation for
prophylaxis against recurrent papillary carcinoma of the urinary bladder. ”

Organon Teknika Corporation

Introduction:

Overview and Presentation of Efficacy Data:

Presentation of Safety Data:
Synopsis of use of product:

Conclusions:

2:30 pm- BREAK

FDA Presentation
Introduction:

ODAC Discussants

Committee Discussion

4:30 pm- Adjourn

Dr. Michael Hanna

Dr. Donald Lamm

Dr. Donald Lamm
Dr. Tom Delvers

Dr. Donald Lamm

.

Dr. Sheldon Morris
Dr. Richard Steffen

Dr. Derek Raghavan
Dr. Craig F. Donatucci

-Consultant



ONCOLOGIC DRUGS ADVISORY COMMITTEE

CHAIRMAN

Dutcher, Janice, M.D.
6/30/99
Professor of Medicine
Montefiore Medical Center
Albert Einstein Cancer Center
111 East 21 Oth Street
Bronx, New York 10467-2490

,

EXECUTIVE SECRETARY

6/30/99 Jannette O’Neill-Gonzalez, M.H.S.
Advisors & Consultants Staff, HFD-21
Food and Drug Administration
5600 Fishers Lane
Rockville, Maryland 20857
(301) 443-5455 FAX (301) 443-0699

Forastiere, Arlene, M.D. 6/30/97
Associate Professor of Oncology
The Johns Hopkins Oncology Center
Department of Medical Oncology
600 North Wolfe Street, Rrn 128
Baltimore, Maryland 21287-8936

Gelber, Richard, Ph.D. 6/30/97
Professor of Pediatrics
Division of Biostatistics
Dana-Farber Cancer Institute
44 Binney Street
Boston, Massachusetts 02115

Swain, SandrZ M.D. 6//30/98

Medical Director
Comprehensive Breast Center

of Greater Washington
5335 Wisconsin Avenue NW
Suite 440, Washington, D.C. 20015-2034

Krook, James, M.D. 6/30/99
Medical Oncologist
The Duluth Clinic Limited
Internal Medicine Department
400 East Third Street
DuIuth, Minnesota 55805

MEMBERS

Ozols, Robert, M.D., Ph.D. 6/30/59
Senior Vice President, Med Science
Fox Chase Cancer Center
7701 Burholme Avenue
Philadelphia, Pennsylvania 19111

Johnson, David H., M.D. 6/30/99
Director, Division of Medical Oncology
Department of Medicine
Vanderbilt University Medical School
1956 The Vanderbilt Clinic
Nashdle, Tennessee 37232

Margolin, Kim A., M.D. 6/30/99
Staff Physician
Department of Medical Oncology

and Therapeutics Research
City of Hope National Medical Center
1500 East Duarte Road
Duarte, California 91010

Raghavan, Derek, M.D., Ph.D. 6/30/99
Chief, Departments of Solid Turnor Oncology

and Investigational Therapeutics
Roswell Park Cancer Institute
Elm and Carlton Streets
Buffalo, New York 14263

August 23, 1996



Schdsky, Richard L., M.D. 6/30/99
Director, University of Chicago
Cancer Research Center
The University of Chicago Medical Center
5841 South Maryland Avenue, MC 1140
Chicago, Illinois 60637

consumer Retxesentative
E. Carolyn Bearnan, M.H.S. 6/30/99
President, Sisters Breast Cancer Network
123 Poinciana Street
Lake Jackson, Texas 77566

August 23, 1996



ONCOLOGY DRUGS ADVISORY COMMITTEE
December 16, 1996

Note: Please be advised you should not contact these people before the meeting, since, their
participation in the meeting maybe jeopardized.

GUESTS

Dr. Michael Cynamon (Speaker)
~,TAMedical Center
Syracuse, New York 13210

Dr. Craig F. Donatucci (Consultant)
Duke University Medical Center
Division of Urologic Surgery
Durham, NC 27710

Dr. Larry Schlesinger (Speaker)
The University of Iowa
Department of Internal Medicine
Division of Infectious Diseases
Iowa City, IA 52242

Dr. Steven M. Holland (Speaker)
Laboratory of Host Defenses
National Institute of Allergy and Infectious Diseases
National Institute of Health

Bethesda, MD 20892-1886

Dr. Robert R. DiLoreto (Consultant)
Regal Court Professional Building
Warren, MI 48093

PATIENT REPRESENTATIVES

Colonel James Schultz (Retired)
Bladder Cancer Advocate
Organization: Walter Reed Medical Center
Moravia, MD

Ms. Sandra Zook-Fischler
Breast Cancer Advocate
Organization: SHARE Self-Help for women with breast cancer
New York, NY



CONSUMER REPRESENTATIVE

E. Carolyn Beaman, M.H.S.
President, Sisters Breast Cancer Network
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OZols

Fischler

Krmok
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“lWayashi
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~gofi

GeIber

Bwmall

JohHson

%eLap

‘Temple

‘=FDA stadY

Femara tablets

ONCOLOGICDRUGS ADVISORY C’0~ MEETING
December 16, 1996

l)oubb Tree Hotel, Rockville, MD
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Oncologic Drugs Advisory Committee
DRAFT Questions
FemaraT~Tablets

December 16, 1996

1. In the clinical trials patients were allowed to start treatment the day

following antiestrogen discontinuation.

a. What rate of tamoxifen withdrawal tumor responses might be expected?

b. What impact should this have on our evaluation of the study results?

c. ln fiture studies of second line hormonal therapy of advanced breast

cancer should protocols require an interval of at least 1 month between

the last dose of the prior hormonal treatment and the baseline evaluation

for the study?

2. Is Femara approvable for the treatment of advanced breast cancer after

antiestrogen therapy in women with natural or artificially induced

postmenopausal status who are hormone receptor status positive or

unknown?

3. If so, what dose(s) of Femara should be approved?

a. Femara PK data?
b. Estradiol and Estrone blood levels?
c. Results of clinical trials, i.e. response rate and duration, TTF, TTP and

survival?



FemaraTM Tablets
December 16, 1996

ODAC

Qla Qlb Qlc Q2 Q3a Q3b Q3c

Names Yes No Yes No Yes No yes No Yes No Yes No Yes No

Krook

Fischler

Ozols

Forastiere

Raghavan

Dutcher

Swain

Margolin

Gelber

Bearnan

Johnson

Total
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