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BLOOD PRODUCTS ADVI SORY COWM TTEE
78" Meeting — Decenmber 11-12, 2003
Hilton Gaithersburg, 620 Perry Parkway
Gai t hersburg, NMD 20877

Thur sday, Decenber 11, 2003

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

8:05 a.m Open Comm ttee Di scussion

l. Ameri can Associ ation for Bl ood Banks ( AABB)
Abbrevi ated Questionnaire
A.  Introduction and Background — Judy Ci aral di,
MI' (ASCP) SBB, Consuner Safety Officer, OBRR
(15")
B. AABB UDHQ Task Force Perspective on
Abbrevi ated Questi onnaires — Mary Townsend,
MD, Chair, UDHQ Task Force (15’)
C. FDA Regul atory and Revi ew | ssues
-Judy Ciaraldi, MI (ASCP) SBB, Consuner
Safety Oficer, OBRR (15")
- Sharon O Cal | aghan, MI (ASCP), Consuner
Safety Oficer, OCBQ (15")
D. Experiences Using Abbreviated Questionnaires
-Mary Beth Bassett, MS, MI(ASCP) SBB, Bl ood
Systens, Inc.(15")
-Stacy Sinme, M5, MI (ASCP) SBB, The Bl ood
Center of lowa (15")
E. Can Abbrevi ated Questionnaires Be
St udi ed/ Test ed? — Paul Beatty, PhD
NCHS, CDC (15")
F. What Are the Behavioral |ssues of a
Questionnaire — Alan WIIlians, PhD,

Di rector, Di vi si on of Bl ood Applications,
OBRR (10")
10: 05 a. m BREAK
10:30 a. m OPEN PUBLI C HEARI NG
11: 00 a. m Open Conmmittee Di scussion
G FDA Current Thinking and Questions for the
Comm ttee

H. Committee Di scussi on and Reconmendati ons



11:30 a.m 1l. Potential Recommendati ons on Bl ood Donor Deferra
for Leishmaniasis and Its Exposure
A. Introduction and Background — Robert Duncan,
PhD, DETTD, OBRR (20')

B. Lei shmani a Pat hogenesi s and Epi dem ol ogy —
Bar bara Herwal dt, MD CDC (25)

C. Department of Defense Lei shmani asis Donor
Deferral Policy - Ruth Sylvester, DoD (25)

D. Inpact of Leishmani asis Donor Deferral Policy

on t he Bl ood Supply — Sharyn Orton, PhD, DBA,
OBRR (20")

1: 00 p. m L UNCH
2:00 p.m OPEN PUBLI C HEARI NG
2:30 p.m Open Conmi ttee Di scussion

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

3:00 ppm 11l. Update on West Nile Virus Epidem c and Donor
Testing in 2003
A. Introduction and Background — Hira Nakhasi,
PhD (20)
B. Update on Epidem ol ogy I ncluding Reports of
Transfusion-Transm tted Cases — Ant hony
Marfin, MD, CDC (20")

3:35 p.m BREAK
3:50 p.m Open Committee Di scussion

C. Updates on WNV Testing Under |IND and Pl ans for
2004
D. Status Reports
1. Prospective and Retrospective Testing
Usi ng | D- NAT and Update on Rel ative
Sensitivity Study for WNV NAT Testi ng
— M chael Busch, MD, PhD (25)
2. Prospective and Retrospective Testing
Usi ng | D- NAT —Susan Stranmer, PhD (15)
3. Update on Infectivity Study — Indira
Hewl ett, PhD (10")

5:30 p.m OPEN PUBLI C HEARI NG

Ameri can Associ ation of Bl ood Banks — TBA (5)
Anmerica’s Blood Centers — TBA (5')



5:45 p. m Open Conmi ttee Di scussion
E. Commttee Discussion

6:30 p.m RECESS(8: 00 a. m Friday, Decenber 12, 2003)

Fri day, Decenber 12, 2003

8:00 aam Commttee Updates
?? Medi cal Device User Fee Act Update — Mary E. Jacobs, PhD

(10")
?? Use of Secure E-Mail - M chael Fauntleroy (10')
?? Summary of Factor VIII Inhibitor Workshop —Jay Lozier (15’)
?? Platel et Testing and Eval uati on Gui dance — Jaro Vostal, MD,
PhD (15")

?? Freezing and Storage Tenperatures for Source Plasma and
Fresh Frozen Plasma — Elizabeth Callaghan (20)

9:30 a.m OPEN PUBLI C HEARI NG
10: 15 a. m BREAK

10:45 a.m |V. Review of Plasma Coll ection Nonograns
A. Introduction and Background — Les Hol ness,

VD, Medi cal Officer, Division of Blood
Appl i cations

B. Revi ew of Nonobgram Vol unes — Larry Landow, MD,

Medi cal OfFficer, Division of Hematol ogy

C. Review of Statistical Data — Tinothy Cote, ND,
OBE D. Experience in Other Countries — thd

E. Safety of High Volune Collections - PPTA

12 Noon OPEN PUBLI C HEARI NG
12: 30 p.m  LUNCH
1:30 p.m Open Conmm ttee Discussion
F. FDA Current Thinking and Questions for the
Committee

G. Comm ttee Di scussion

3:00 p.m ADJ OQURNMENT



