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tc \l3 "Center for Drug Evaluation and Research
Oncologic Drugs Advisory Committee

66th Meeting

 Holiday Inn

Bethesda, Maryland
Proposed Agenda 


                              
December 13-14, 2000

8:30 
Call to Order and Opening Remarks

Stacy Nerenstone, M.D.






Chair, ODAC


Introduction of Committee 


Conflict of Interest Statement


Karen M. Templeton-Somers, Ph.D.






Executive Secretary, ODAC


Open Public Hearing

NDA 20-726/S-006, Femara®  (letrozole) Tablets, Novartis Pharmaceuticals Corporation

· indicated as first-line therapy in postmenopausal women with advanced breast cancer


8:45
Sponsor Presentation


9:45
Questions from the Committee

10:15
Break





10:30
FDA Presentation



11:15
Questions from the Committee

11:45
Committee Discussion and Vote


12:30 
Lunch
December 13, 2000 – Afternoon Session

1:30              Open Public Hearing 
NDA 21-240, histamine hydrochloride injection (1 mg/ml), Maxim Pharmaceuticals, Inc.

- indicated for adjunctive use with interleukin-2 (aldesleukin) in the treatment of adult patients    with advanced metastatic melanoma that has metastasized to the liver


     


2:00
Sponsor Presentation
 

     
Maxim Pharmaceuticals, Inc.
3:00
Questions from the Committee

3:30
Break

3:45
FDA Presentation


4:15
Questions from the Committee

4:45
Committee Discussion and Vote

5:15
Adjourn

December 14, 2000 

8:00 
Call to Order and Opening Remarks
Stacy Nerenstone, M.D.





Chair, ODAC

Introduction of Committee 


Conflict of Interest Statement

Karen M. Templeton-Somers, Ph.D.





Executive Secretary, ODAC

Open Public Hearing

BLA 99-0786, Campath®, (alemtuzumab), Millenium and ILEX Partners, LP

- indicated for the treatment of patients with chronic lymphocytic leukemia who have been    treated with alkylating agents and who have failed fludarabine therapy
8:30
Sponsor Presentation

Millenium and ILEX Partners, LP
9:30
Questions from the Committee


10:00
Break





10:15
FDA Presentation



11:00
Questions from the Committee

11:30
Committee Discussion and Vote

12:15 
Lunch

December 14, 2000 – Afternoon Session

1:00              Open Public Hearing 

Single Patient Exemptions to the Use of Non-approved Oncology Drugs and Biologics

3:00
Break

3:45
Committee Discussion

5:00              Adjourn

