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BLOOD PRODUCTS ADVISORY COMMITTEE

73rd Meeting – June 13-14, 2002

Gaithersburg Holiday Inn

2 Montgomery Village Avenue

Gaithersburg, MD 20877 

Thursday, June 13, 2002

 8:00 a.m.
Welcome, Statement of Conflict of Interest, Announcements

 8:10 a.m.
Committee Updates 

· End User Notification of Plasma Derivative Recalls and Withdrawals 

· Current IGIV Supply 

 8:45 a.m.  Open Committee Discussion

· Western Blot Shortage (Informational) 

· Electronic Submission of Applications (Informational

10:30 a.m.   BREAK

11:00 a.m.  Open Committee Discussion

             I. Standards for Recovered Plasma             

12:30 p.m.    OPEN PUBLIC HEARING

 1:00 p.m.    Open Committee Discussion  

 1:30 p.m. LUNCH

 2:30 p.m. 
Open Committee Discussion


II. Uniform Donor History Questionnaire (UDHQ)

4:00 p.m.   OPEN PUBLIC HEARING

4:30 p.m.   BREAK

4:45 p.m.   Open Committee Discussion

5:30 p.m.   RECESS (until 8:00 a.m., Friday, June 14, 2002)  

Friday, June 14, 2002

 8:00 a.m.   Committee Updates

· Summary of FDA/PPTA Workshop on Comparability of Plasma Derivatives 

· Summary on AABB Conference on Oxygen Therapeutics 

 8:30 a.m.   Open Committee Discussion

· Requirements for Premarket Submissions: In-vitro Diagnostic Software and Instruments (Informational) 

10:00 a.m.  BREAK

10:30 a.m.  Open Committee Discussion

            III. Reported Association of 6% Hetastarch with Excess                    Bleeding in Open Heart Surgery

12 NOON    OPEN PUBLIC HEARING

12:30 p.m. Open Committee Discussion

 1:30  p.m. ADJOURNMENT

