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BLOOD PRODUCTS ADVI SORY COWM TTEE
75th Meeting — Decenber 12, 2002
Gai t her sburg Holiday Inn
2 Montgonery Vil lage Avenue
Gai t her sburg, NMD 20877

Thur sday, Decenber 12, 2002

8:00 a.m Wel cone, Statenent of Conflict of

| nt erest,
Announcement s

8:10 am Comm ttee Updates

?? Summary of Workshop on West Nile Virus,
— Hira Nakhasi, Ph.D.

?? Medi cal Device User Fees (MDUFMA)
Ph. D.

?? Approval of the OraQuick Rapid H V-1 Anti body Test
Elliot Cowan, Ph.D

Novenber 4-5, 2002

— Mary Elizabeth Jacobs,

9:10 a.m Open Conm ttee Di scussion
|. Bacterial Contan nation
A. Background and I ntroduction — Al an
WIIlians, Ph.D., Director, Division of

Bl ood Appl i cations, OBRR
B. Skin Preparation of Phlebotomy — John Lee,
M D., Chief, Blood and Pl asnma Branch,

DBA, OBRR

C. Update on the Diversion Pouch — Jaro
Vost al M D., Ph.D., Chief, Laboratory of
Cel | ul ar

Hemat ol ogy, DH, OBRR
10: 00 a. m BREAK

10: 15 a.m Open Comm ttee Di scussion

D. Quality Control Approaches for Detection
of Bacteri al Contani nation — Al an
WIIlians, Ph. D.

E. Data Presentati on — Janmes Aubuchon, M D.
F. Data Presentation — Tracey Manl ove, M,
Teruno Cor poration
G Design of Clinical Trials for Clearance of
Devi ces I ntended for Screening of
Products Prior to Transfusion:
St even Wagner, Ph.D.
Hol | and Lab.

Pl at el et
Background -
Ameri can Red Cross,

H. Data Presentation — Janes Aubuchon, M D



| . Proposed Study Design — Jaro Vostal, MD.,

Ph. D.
12: 30 p.m  OPEN PUBLI C HEARI NG
1:00 p.m Open Committee Di scussion

J. Questions for the Commttee
K. Comm ttee Di scussion and Recommendati ons

1:45 p. m LUNCH
2:30 p.m Open Conm ttee Di scussion

1. Human Parvovirus B19 NAT Testing for Whol e Bl ood
and Source Pl asm

A. Introduction and Background — Mei-ying W Yu

Ph.D., Laboratory of Plasma Derivatives,
DH

B. Overview of Parvovirus Bl19 Infection —
Kevin Brown, MD, Hemat ol ogy Branch, NHLBI
C. Industry Data Presentations

?? Anerican Red Cross — Susan Straner,
Ph. D.

?? Nati onal Genetics Institute — Andrew
Conr ad, Ph. D.

?? Fracti onat or s/ PPTA
1. Barbee Whitaker, Ph.D.
2. Steve Petteway, Ph.D.
3. Edward Gonperts, M D.
4:15 p.m BREAK
4:30 p.m OPEN PUBLI C HEARI NG

5:15 p.m Open Committee Di scussion

D. FDA Perspectives and Questions for the
Comm ttee — Mei-ying W Yu, Ph.D.
E. Commttee Di scussion and Recommendati ons

6:30 p. m ADJOURNMENT



