June 13, 2000
DRAFT AGENDA
BLOOD PRODUCTS ADVI SORY COWM TTEE
66t h Meeting — June 15-16, 2000
Hol i day I nn, Silver Spring
8777 Ceorgia Avenue, Silver Spring, M

Thur sday, June 15, 2000

8:00 a. m Statement of Conflict of |nterest
8:05 a.m Wel come and Openi ng Remar ks

8:10 a.m Comm tt ee Updates

Sunmary of PHS Advisory Committee on Blood Safety and
Avai l ability Meeting, April 25-26, 2000, Stephen Nightingal e,

M D.

Summary of Workshop on Pl asticizers: Scientific Issues in Blood
Col | ection, Storage, and Transfusion, October 18, 1999 -
Jaroslav Vostal, MD., Ph.D.

Report on Bl ood Supply Monitoring — Paul MCurdy, M D

Summary of Transm ssi bl e Spongi f orm Encephal opat hi es Advi sory
Commttee Meeting, June 1-2, 2000 — David Asher, M D.

9:30 a.m Open Conm ttee Discussion

I. Plasma Pool Screening by Nucleic Acid Tests for
Hepatitis A Virus

A. Introduction and Background - Robi n Bi swas,
M D., Chief, Hepatitis Branch, Di visi on of
Enmer gi ng Transfusion Transm tted Di seases
B. Regulatory Options for HAV NAT — Sheryl
Kochman, Chief, Devices Branch, DBA
C. Review of History of Hepatitis A Transm tted
by Transfusi on, Mahnood Farshi d, Ph.D.
Regul at ory Sci entist, Division of Hematol ogy
D. Hepatitis A Virus: Epidem ol ogy/Clinical
| mpl i cations/ Prophylaxis — Stephen
Fei nst one, M D., Chief, Laboratory of
Hepatitis Viruses, Di vi si on of Viral
Products, OVRR
E. HAV Transm ssion by Factor VIII Concentrates
- Dr. M chael Chudy, Paul Erhlich Institute

10:30 a. m BREAK



11: 00 a. m OPEN PUBLI C HEARI NG
11:30 a. m Open Comm ttee Di scussion

F. FDA Perspective and Questions - Robin Biswas,
MD., Medical Oficer, DETTD
G Committee Di scussi on and Recommendati ons

12:30 p. m LUNCH
1:30 p. m Open Conm ttee Di scussion

1. Devel opnent of Rapid HV tests
A. Background and Introduction — Kinber Lee
Pof f enberger, Ph.D., Regulatory Scientist,
DETTD
B. Presentation — 1LT Hassan S. Zahwa, M S.
Depart nent of Defense
C. Presentati on — Nancy A. Wade, M D.,MP. H
NYS Department of Health
D. Presentation — Robert S. Janssen, MD.,
Director, Division of HIV/ Al DS
Prevention, Centers for Disease Contro
E. Presentation — Bernard M Branson, MD.,
Centers for Disease Control and Prevention

2:30 p.m OPEN PUBLI C HEARI NG
3:30 p.m BREAK
4:00 p.m Open Conmttee Di scussion
F. Questions for the Commttee — Kinber
Pof f enberger, Ph.D

G Committee Di scussi on and Recommendati ons

5:00 p.m Recess (until 9:00 a.m Friday, June 16, 2000)

Friday, June 16, 2000

9:00 a.m Conmttee Updates

Update on Requirenent for Syphilis Testing — Martin Ruta, Ph.D.
J.D.

Regul ation of H'V Drug Resistance Tests — Martin Ruta, Ph.D.

J. D.



Ri sk of HCV to Sexual Partners - Robin Biswas, M D
Rel ative Sensitivity of HBsAg and HBV NAT Tests — Robi n Bi swas,

M D.

9:30 aam Open Commttee Di scussion

I11. Proposed FDA CGui dance on Universal Leukoreduction:
Current Thinking

A. Introduction and Background — Jong- Hoon Lee,
M D., Chief, Blood and Plasma Branch, DBA
10: 30 a.m  OPEN PUBLI C HEARI NG
11:30 a.m Open Conmi ttee Di scussion
B. Commttee Discussion and Recomnmendati ons

12:30 p. m ADJ OQURNMENT



