BLOOD PRODUCTS ADVI SORY COWM TTEE
76th Meeting — March 13-14, 2003
Hilton Gaithersburg, 620 Perry Parkway
Gai t hersburg, NMD 20877

Thursday, March 13, 2003

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

8:10 a.m Comm ttee Updates

?? CBER Update — Mark El engold, Deputy Director for Operations,
Center for Biologics Evaluation and Research, FDA - 15'

?? Medi cal Device User Fee and Modderni zati on Act (MDUFMA) — Mary
El i zabet h Jacobs, PhD - 10

?? CLI A Wai ver for the OraQui ck® Rapid H V-1 Antibody Test -
Elliot Cowan, PhD - 10

?? Trans Net Pilot Program - Alan WIlians, PhD - 15
9:15 a.m OPEN PUBLI C HEARI NG

9:45 a.m Open Conmttee Di scussion
. West Nile Virus (VWNV) Donor Testing
A. Introduction and Update of Previous Activities
— Hira Nakhasi, PhD, Director, Division
of Emer gi ng and Transfusion Transmtted
Di seases, OBRR - 15'
B. Industry Presentations
Updat e on NAT Testi ng:
1. Jim Gallarda, PhD, Roche (Whole Blood) -

10

2. Cristina G achetti, PhD, Gen-Probe (Wole
Bl ood) - 10°

3. Bruce Phel ps, PhD, Chiron (suppl emental
test) — 10

10: 30 a. m Break

11: 00 a.m Open Comm ttee Di scussion
4. Andrew Conrad, PhD, National Genetics
Institute (NG) (Source Plasm) - 10
5. Chip Stevens, MS, Sanochem a - 10
6. John Call aghan, MsS, Tetracore — 10

Ser ol ogi cal Tests:
1. George Dawson, PhD, Abbott Laboratories —
10



2. Steven Al exander, PhD, Ortho Di agnostics
- 10
C. CDC Update on Investigations of West Nile

Vi rus Transfusion Transmtted Cases — Lyle
Pet er sen, MD, CDC - 20
D. Donor Serologic Studies of WNV 2002 Qut br eak
— Susan Straner, PhD, ARC - 20
12:40 p. m Open Conmi ttee Di scussion
E. Regulatory Pathway for WNV Testing (FDA
Updat e) 1. Guidance for Industry — Martin
Ruta, JD, PhD — 10'
2. Approval Criteria — Robin Biswas, M -
10
3. Clinical Study Design, Unit and Donor
Managenent — Indira Hew ett, PhD —
20'
4. Panel Devel opment and I n-house Testing —
Maria Rios, PhD - 10
1:30 p. m LUNCH
2:30 p.m Open Comm ttee Di scussion
F. Blood Supply Managenent and Triggers for West
Nile Virus Testing — Alan WIllians, PhD -
20'
G. Testing Source Plasma Donations and Cl earance
of West Nile Virus in Plasma Derived Products
— Mahmood Farshid, PhD - 15
- Chris Healy, PPTA Presentation — 20'
3:30 p.m OPEN PUBLI C HEARI NG
4:30 p. m BREAK
4:45 p. m Open Committee Di scussion
H.  Questions for the Commttee
. Commttee Discussion and Recomrendati ons
6:00 p.m RECESS (until 8:30 a.m Friday, March 14, 2003)

Friday, March 14, 2003

8:30 a.m

Comm ttee Update



?? Anti coagul ants, Irradiation and Freezing of Blood Conponents -
Judy Ciaraldi, MT., (ASCP), Blood and Plasma Branch, DBA,
OBRR
?? Bar Code Label Requirenment For Human Drug Products and Bl ood —
Ri chard Lewi s, PhD

9: 00 a.m OPEN PUBLI C HEARI NG
9:30 a.m Open Comm ttee Discussion

I'l. Discussion on Extension of the Storage Period for
Pool ed Pl atelets

A. Introduction and Background — Jaro Vostal, MD,
PhD, Chi ef, Laboratory of Cellul ar Hemat ol ogy,
DH, OBRR

B. Clinical Performance of Pre-storage Pool ed
Pl at el et Products — Edward Snyder, MD, Yal e
Uni versity

10: 15 a. m BREAK

10:45 a.m Open Comm ttee Di scussion
C. European Experience with Extended Storage of
Pl atel et Pools — Ruby Pietersz, MD, PhD

D. Bacterial Detection in Platel et Products — Mark
Brecher, MD, University of North Carolina

11:30 a. m OPEN PUBLI C HEARI NC
12: 00 Noon LUNCH
1:00 p.m Open Comm ttee Discussion

E. Questions for the Commttee
F. Comm ttee Di scussion and Recomendati ons

2:00 p.m Update on Particulates in Bl ood Bags — | nfornmational
A. Introduction — Richard Lews, PhD, Deputy
Di rector, O fice of Blood Research and Review —
10

B. Discovery, ADR |Investigation, Conditions of
Col | ections Investigation — Peter Page, M -
American Red Cross - 15
C. Chronology and Field Overview — Jerone Davi s,
O fice of Conpliance, CBER - 10°
D. Testing
- FDA Findings - Division of Hematol ogy, OBRR —
10
— I ndustry Investigations — Steve Bi ni on, Baxter



Labs. - 10
E. Foll ow-up ADR Monitoring
- Clinical Studies — Sharyn Orton, PhD, DBA,
OBRR - 10
- Centers for Disease Control (CDC) and
Georgia State Division of Public Health —
Mat t hew Kuehnert, MD, CDC - 10°

4:00 p. m ADJOURNVENT



