Revised March 26, 2004

AGENDA

Conference on Fixed-Dose Combination (FDC) Drug Products:

Scientific and Technical Issues related to 

Safety, Quality, and Effectiveness

29–30 March 2004

Gaborone, Botswana

Day One: 29 March 2004, 9h00

I. Welcome/Introduction: Conference Co-Chairs

Dr. Lembit Rago and Ms. Precious Matsoso

II. Overview of Relevant Global Programs and Activities: Southern African Development Community (SADC), World Health Organization (WHO), Joint United Nations Programme on HIV/AIDS (UNAIDS), United States of America (USA) 

SADC: 

Ms. Precious Matsoso

WHO: 

Dr. Lembit Rago

UNAIDS: 
Mr. Julian Fleet

USA:  

Dr. Mark Dybul

Questions and Answers

Coffee Break 11h00

III. Overview of Draft Principles Document: Scientific and Technical Principles for Fixed-Dose Combination Drug Products

Ms. Precious Matsoso

The purpose of this document is to provide principles to be taken into account when developing, evaluating and considering FDCs. These principles focus on aspects of the safety, efficacy, and quality of FDCs.

12h30 – 14h00    Luncheon Break

IV.
Section-by-Section Presentations of Draft Principles Document; Public Comment; Questions/Comments by the Planning Group/Expert Panels

A.
Safety and Efficacy Sections: [Nonclinical Pharmacology and Toxicology; Clinical Safety and Efficacy; Postlicensing (pages 4-8)]

Moderator: Ms. Precious Matsoso

· Presentation: 
Margaretha Bindschedler, M.D.

Swissmedic

Coffee Break 3h30

· Comments from Conference participants

· Questions/Comments by the Planning Group/Expert Panels

17h00     Adjourn for the day

Day Two:  30 March 2004, 8h30

B. Bioequivalence Section (pages 9-11)

The Bioequivalence Section describes the studies performed to show that a multisource drug product is interchangeable with the innovator’s version, and that it can be administered with the expectation that it will be therapeutically equivalent.

Moderator: Dr. Lembit Rago

· Presentation: 
Professor Shabir Banoo
Medicines Control Council  






South Africa

Coffee Break 11h00

· Comments from Conference participants

· Questions/Comments by the Planning Group/Expert Panels

12h30-14h00 Luncheon Break
C. Quality Section (pages 12-13)

The Quality Section describes the quality controls for FDC products that should be considered in conjunction with existing national and international quality and GMP guidelines. 

Moderator: Ms. Precious Matsoso

· Presentation: 
Sultan Ghani, B.Sc., B.Pharm, M.Pharm

Therapeutic Products Directorate

Health Canada

· Comments from Conference participants

· Questions/Comments by the Planning Group/Expert Panels

Coffee Break 3h30

V. General Comments

Moderator: Ms. Precious Matsoso

Comments from participants not relating to specific sections in the Draft Principles document

VI. Conclusion and the Way Forward: Conference Co-Chairs

Dr. Lembit Rago and Ms. Precious Matsoso

· Process for revision of document based on Conference discussion

· Process for commenting on revised document

· Finalization of document

17h00 Adjourn Conference

