DRAFT AGENDA 2/ 23/ 2005

BLOOD PRCDUCTS ADVI SORY COW TTEE
82nd Meeting — March 17-18, 2005
Gai t hersburg Holiday Inn, 2 Montgonery Vill age Avenue
Gai t hersburg, NMD 20877

Thur sday, March 17, 2005

8.00 a.m Welconme, Statenent of Conflict of Interest, Acknow edgenent of
New Menbers, Announcenents

8:30 a.m Committee Updates

- Meeting Summary of DHHS Advi sory Conmittee on Bl ood Safety and
Avai l ability — Jerry Hol nberg, PhD, Executive Secretary,
Advi sory Committee on Blood Safety and Availability (15)

- Summary of TSEAC Meeting — David Asher, MD, OBRR, FDA (15)

- Update on West Nile Virus Guidance — Alan Wl lians, PhD CBRR

FDA (10)

- Critical Path Initiative Wirkshop Summary
A. CBER Overview - Kathryn Carbone, MD, OD, CBER, FDA (10’)
B. OBRR Summary - Paul M ed, PhD, OBRR, FDA (10")
C. Clinical Trial Design — Mary Foul kes, PhD., OBE, FDA

(10")

9:40 a.m Open Comm ttee Discussion

|I. Safety of Album n Revisited

A. Introduction and Background — Laurence Landow, ND,
OBRR, FDA (5')

B. Review of the Cochrane Report — Paul Hebert, MD, Vice
Chair of Research, Otawa Health Research Institute
Ontari o, Canada (20')

C. Review of the SAFE Study - Sinon Finfer, MD, Senior
Staff Specialist in Intensive Care, University of
Sydney, Australia (35)

10: 40 a. m BREAK
11: 00 a. m OPEN PUBLI C HEARI NG
12: 00 p.m Open Committee Di scussion

D. FDA Perspective and Questions for the Commttee
E. Committee Di scussi on and Recomrmendati ons

1: 00 p.m LUNCH
BLOOD PRCDUCTS ADVI SORY COMM TTEE



Thursday, March 17, 2005 (page 2)

2:00 ppm Commttee Updates
- Update on International Agreements — Mark Wi nstein, PhD,
OBRR, FDA (15")
- Sharing Information with the Public — Kathleen Swi sher, RN JD,
OD, FDA (15")

2:30 p.m Open Committee Di scussion

1. Review of Standards for Plasma Products for Transfusion
A. I ntroduction and Review of the Literature - Mark
Wei nstein, PhD (40")
B. Presentation (clinical use of plasma) — Irma O
Szymanski, MD. Professor Enerita of Pathol ogy,
Uni versity of Massachusetts (20’)
3:30 p.m BREAK

3:50 p.m OPEN PUBLI C HEARI NG
4:45 p.m Open Comm ttee Di scussion

C. FDA Perspective and Questions for the Committee
D. Commttee Di scussi on and Reconmendati ons

5:30 p.m RECESS (until 8:30 a.m Friday, March 18, 2005)

DAY TWD
BLOOD PRCDUCTS ADVI SORY COWM TTEE

Friday, March 18, 2005
8:30 a.m Open Conm ttee Di scussion

I11. Study Design for Abbreviated Uniform Donor History

Questionnaire

A. Background and Introduction - Sharyn Oton, PhD, OBRR
FDA (5")

B. Study Design - Debra Kessler, RN, MS, Donor History
Task Force & Director Regional Services, New York Bl ood
Center (40)

C. Experience with an Abbrevi ated Donor History
Questionnaire - Mary Beth Bassett, BS Medical Technol ogy
(ASCP) and M crobiol ogy, Vice President of Quality
Assurance & Regul atory Affairs, Blood Systens Inc.(15)
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Friday, March 18, 2005 (page 3)




9:30 a. m
10: 00 a. m
11: 00 a. m
11: 30 a. m

V.
12: 30 a. m
1:30 p.m

2:30 p.m

OPEN PUBLI C HEARI NG

Open Comm ttee Di scussion
D. FDA Perspective and Questions for the Commttee
E. Commttee Di scussion and Recommendati ons

BREAK

Open Commi ttee Di scussion

Review of Site Visit Report for the Laboratory of WMl ecul ar

Virol ogy, DETTD

A. I ntroduction and Background — Hira Nakhasi, PhD

Director, Division of Emerging and Transfusion
Transm tted Di seases, OBRR (5’)

. Overview of Laboratory and Di agnosis and Pat hogenesi s of

HI V variant: a progress report — Indira Hew ett Chief,
Laboratory of Mol ecular Virology OBRR, FDA PhD (15")

. The Mol ecul ar Biology of H V Infection of Primary Human

Macr ophages - Andrew Dayton, MD, PhD, Section Head, LMW
OBRR, FDA (10’)

. Viral and Host Factors in the Pathogenesis of H V-1

| nfecti on: an overvi ew — Subhash Dhawan, PhD, Secti on
Head, LMV, OBRR, FDA (10’)

. West Nile Virus: pathogenesis and di agnostic tools —

Maria R os, Ph.D., Senior Staff Fellow LMW, OBRR, FDA
PhD (10")

LUNCH

Cl osed Committee Di scussi on
Comm ttee Di scussi on and Recomrmendati ons

ADJ OURNMENT



