6/ 17/ 2003

Thur sday,

BLOOD PRODUCTS ADVI SORY COWM TTEE

76'" Meeting — June 19-20, 2003

Hilton Gaithersburg, 620 Perry Parkway

June 19,

Gai t her sburg, MD 20877

2003

8:00 a. m

8:05 a. m

?? Medi cal

Wel cone, Statenent of Conflict of Interest,
Announcement s

Comm ttee Updates

El i zabet h Jacobs, PhD - 5
?? White Particulate Matter in Blood Bags — Sharyn Orton, PhD-

15'

?? Saf ety Reporting Requirenments for

Products — Richard Lewis, PhD 5'

?? Bovi ne Spongi form Encephal opat hy ( BSE)
Pi ccardo,

9: 05 a.

m

WIIlians,
Applications,

Deni son,

10: 15 a.
10: 45 a.
20’

11: 05 a.

11: 45 a.

12: 30 p.

m

m

MD -10'
- Baxter

Labs. Presentation -15'

Open Committee Di scussion

BREAK

C. SARS:

Severe Acute Respiratory Syndrome (SARS)

I nf or mat i onal

A. Introduction and Background — Al an

i n Canada — Pedro

Devi ce User Fee and Moderni zation Act (NMDUFMA) — Mary

Human Drug and Bi ol ogi cal

PhD, Director, Division of Blood

OBRR -15'

B. Epi dem ol ogy and Pat hogenesis — Mark

MD, Vanderbilt University -15

Canadi an studi es (epiden ol ogy and

virology) — Anton Andonov, MD, Canadi an
Sci ence Center for Human and Ani mal

M crobi ol ogy, Health Canada -

D. FDA Current Thinking — Alan WI I i ans,

OPEN PUBLI C HEARI NG

Open Conmi ttee Di scussion

LUNCH

E. Commttee Di scussi on

15'

PhD —



1:30 p. m Open Committee Discussion

1. West Nile Virus (WNV) - Informtional
A. Introduction — Hira Nakhasi, PhD,
Di rector, Di vi si on of Emergi ng and
Transf usi on Transm tted Di seases —
5
B. Epidem ol ogy and Surveill ance Update -
Ant hony Marfin, MD, Centers for
Di sease Control and Prevention — 15
C. Status of WAV test, Lot rel ease and
val i dati on panel devel opment — Indira
Hewl ett, PhD, Chief, Laboratory of
Mol ecul ar Virol ogy, DETTD, OBRR
- 15
D. Revised WNV Gui dance — Sharyn Orton, PhD
Consuner Safety O ficer, Division of
Bl ood Applications — 15

2:30 p.m OPEN PUBLI C HEARI NG
Presentati ons from nmanuf acturers —6' each

3:30 p.m Open Committee Di scussion
E. Commttee Di scussion

4:30 p.m RECESS (until 8:30 a.m Friday, June 20, 2003)

Friday, June 20, 2003

8:30 a.m Open Conm ttee Di scussion
1. Di scussi on on Recovered Pl asm
A. Introduction and Background — Elizabeth
Cal | aghan, Ms, SBB (ASCP), Deputy
Di rector, Di vi si on of Bl ood

Applications, OBRR - 10’

B. Presentation — Robert Lunsford, Plasma
Resour ce Director, ZLB (PPTA) — 25

C. Presentation — Kay Gregory, AABB - 25

9:30 a.m OPEN PUBLI C HEARI NG
10: 30 a.m BREAK
11: 00 a. m Open Conmi ttee Di scussion
D. FDA Current Thinking and Questions for the
Committee — Elizabeth Callaghan — 10
E. Commttee Discussion and Reconmendati ons

12: 00 NOON LUNCH

1: 00 p. m Open Conm ttee Di scussion



2:00 p.m

2:30 p.m

3:00 p.m

| V. Vaccinia |Imune d obulin Intravenous (VIGYV):
Current Thinking and Indications for Use
I nf ormati onal - 30°
A. Presentation — Dorothy Scott, M

OPEN PUBLI C HEARI NC

Open Commi ttee Di scussion
B. Commttee Di scussion

ADJ OQURNMENT



