Draft Agenda: 3/11/2004

BLOOD PRODUCTS ADvVI SORY COW TTEE
79'" Meeting — March 18-19, 2004
Gai t hersburg Holiday Inn, 2 Montgonery Village Avenue
Gai t her sburg, NMD 20877

Thursday, March 18, 2004

8:00 a. m Wel conme, Statenment of Conflict of Interest,
Announcenent s

8:05 a.m Open Commttee Discussion

I. Clinical Trials for Licensing Hepatitis B
I mmune d obulin Intravenous as Treatnent to
Prevent HBV Liver Disease Follow ng Liver
Transpl antation in HBV+ Recipients (3.5 hrs)
A. I ntroduction and Background - Basil
Gol ding, MD, Director, Division of
Hemat ol ogy, OBRR (15)
B. Presentation — Anna Lok, MD (70")

9:30 a.m OPEN PUBLI C HEARI NG
10: 00 a.m BREAK
10:30 a.m Open Commttee Di scussion

C. FDA Current Thinking and Questions for the
Committee
D. Commttee Di scussi on and Recommendati ons

11:15 a.m Comm ttee Updates

?Current Thinking on Variances to Address the
Specificity Issues of Ortho HBsAg 3.0 Assays -
Gerardo Kaplan, PhD (15")

?Summary of Meeting of PHS Advisory Conmittee on
Bl ood Safety Availability — Jerry Hol nberg, M
(157)

?7?Summary of Meeting of Transm ssible Spongiform
Encephal opat hi es Advisory Commttee Meeting —
David Asher, MD (15')

?Current Thinking on Draft Guidance for Nucleic
Acid Testing (NAT) for HV and HCV: Testi ng,



Product Di sposition, and Donor Deferral and
Re-entry — Paul Med, PhD (15')

??Current Thinking on Final Guidance for Use of
Nucl ei ¢ Acid Testing (NAT) on Pool ed and
I ndi vi dual Sanples from Donors of Whol e Bl ood
and Bl ood Conponents to Adequately and
Appropriately Reduce the Risk of Transm ssion
of HHV-1 and HCV — Indira Hewl ett, PhD (15")

12:30 p. m LUNCH
1:30 p.m Open Committee Di scussion

I1. Supplenmental Testing for Human | mmune
Deficiency Virus (H V) and Hepatitis C Virus
(HCV) (3.5 hrs)
A. Introduction and Background — Robin
Bi swas, MD and Indira Hew ett, PhD,
DETTD, OBRR, FDA
B. Performance of H'V and HCV Suppl enenta
Assays
1. wendi Kuhnert, PhD, CDC - 15’
2. Susan Stranmer, PhD, ARC - 20’
3. M chael Busch, MD, PhD, Blood Centers
of the Pacific

3:30 p.m BREAK
3:45 p.m OPEN PUBLI C HEARI NG
4:15 p. m Open Comm ttee Di scussion

C. Questions for the Commttee
D. Commttee D scussion and Recommendati ons

5:00 p.m RECESS (8:00 a.m Friday, March 19, 2004)

Friday, March 19, 2004

8:00 a.m Open Conmmttee Discussion (3.5 hrs)
I1l1. FDA's Current Thinking on Product Standards,
Qual ity Assurance, and Subm ssion Requirenments for



10: 00 a. m

10: 30 a. m

11: 30 a. m

12:30 p. m

2:15 p. m

3:00 p. m

Pl atel ets, Pheresis

A. Introduction and Background — Al an
E. WIlliams, PhD, Director, Division of
Bl ood Applications, OBRR

B. FDA Current Thinking: Product Standards,
Qual ity Assurance and Subm ssion
Requi rements - Sharyn Orton, PhD

C. Laboratory Eval uation of Platelet
Conponents Submtted to CBER — Bet sy
Poi ndext er

D. Strategies for Quality Assurance
Monitoring — Alan E. Wl lians, PhD

E. Bl ood Center Perspective on
Pl at el et pheresis Quality Control — Gernman
Leparc, MD, Florida Blood Services

OPEN PUBLI C HEARI NG

BREAK

Open Conmmittee Di scussion
F. FDA Current Thinking and Questions for
the Comm ttee
G Committee Discussion and
Recommendat i ons

L UNCH
Open Comm ttee Di scussion

V. Review of Site Visit of the Laboratory
of Hepatitis and Rel ated Energi ng Agents
and the Laboratory of Bacterial, Parasitic,
and Unconventional Agents, Division of
Emer gi ng and Transfusion Transmtted

Di seases, OBRR, CBER

CLOSED SESSI ON

ADJ OQURNMENT



