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BLOOD PRODUCTS ADVI SORY COW TTEE
72nd Meeting — March 14-15, 2001
Gai t hersburg Hol iday Inn
2 Montgonery Village Avenue
Gai t hersburg, MD 20877

Thur sday, March 14, 2002

8:00 a. m Wel cone, Statenent of Conflict of I|Interest,
Announcenent s

8:10 a.m Conmmi ttee Updates
Nucl ei c Acid Testing for Whole Bl ood, Including Standards for
H V-1 and HCV RNA — Indira Hew ett, Ph.D
Nucl ei c Acid Testing for Parvovirus B19 — Mei-ying Yu, Ph.D.
Nucl eic Acid Testing for Hepatitis A Virus — Gerardo Kapl an,
Ph. D
Draft "Guidance for Industry on Precautionary Measures to Reduce
t he Possible Ri sk of Transm ssion of Zoonoses by Bl ood and Bl ood
P roducts from Xenotranspl antati on Product Recipients and
Their Intimte Contacts" - Andrew Dayton, M D.,Ph.D

Announcenent of Pl anned FDA Wor kshops
9:45 a. m BREAK
10:00 a.m Open Comm ttee Di scussion
| . Enmergency Preparedness — Informational Presentation

A. OBRR Strategic Plan — Richard Lewi s, Ph.D.
B. Supply Managenent - AABB Task Force
C. Summary of PHS Advisory Conmttee on Bl ood
Safety and Availability Meeting, January 31-
February 1, 2002 - Stephen Ni ghtingale, MD
D. OBRR Divisional Initiatives
-Di vi sion of Hemat ol ogy — Mark Weinstein, Ph.D.
-Di vi sion of Enmerging and Transfusion
Transm tted Di seases — Hira Nakhasi, Ph.D.

-Di vision of Blood Applications — Al an
WIlianms, Ph.D.

12: 30 p. m OPEN PUBLI C HEARI NG
1: 00 p.m Open Comm ttee Di scussion
E. Commttee Discussion

1: 30 p.m LUNCH



2:30 p.m Open Commttee Discussion

I'l. Discussion on Percutaneous Exposure of Bl ood and
Pl asma Donors: Tattoos and Body Piercing

A.  Introduction and Background - Alan WIIians,
Ph.D., Director, Division of Blood
Appl i cati ons, OBRR, FDA
B. Epidem ol ogi cal Studies Evaluating Ri sk of
Vi ral Hepatitis Infection from Tattoos and Body

Piercing — MriamAlter, Ph.D., Chief,
Epi dem ol ogy Branch, Division of Viral
CDC

Hepatitis,

C. Prevalence and Characterization of Deferrals
for Tatt oo, Accupuncture and Ski n/ Body Piercing
V\ho Fail to Self-Defer — Sharyn Orton, Ph.D.

Regul atory Project Manager, Division of
Bl ood Applications

i) Donor Deferral Estimates
ii) REDS Survey Dat a

3:30 p.m BREAK
3:45 p.m OPEN PUBLI C HEARI NG
4:45 p. m Open Comm ttee Di scussion
D. QJgﬁtBons for the Commttee — Alan WI I i ans,

E. Commi ttee Di scussi on and Reconmmendati ons

5:30 p.m RECESS (until 8:00 a.m, Friday, March 15, 2002)

Friday, March 15, 2002

8:00 a.m Open Committee Di scussion

I1l. Review of Data Supporting Extension of Dating
Peri od for Platelets

A. Introduction and Background -Jaro Vostal, MD.,
Ph.D., Chief, Laboratory O Cellul ar
Hemat ol ogy, Di vi si on of Hemat ol ogy OBRR, CBER
B. Extension of Platelet Storage: Fact or Fantasy
— Sherrill Slichter, MD., Executive Vice
Presi dent of Research, Puget Sound Bl ood
Center, Seattle, WA
C. Safer, Cheaper and Just as Good: Making
Sterile, 7-Day Platelets a Reality - Janes



AuBuchon, M D., Professor and Chair of
Pat hol ogy, Dart nout h-Hitchcoock

Medi cal Center, Lebanon, NH
9:30 a.m OPEN PUBLI C HEARI NG
10: 00 a. m BREAK
10:30 a. m Open Conmi ttee Di scussion

D. Comm ttee Discussion
11: 30 a. m LUNCH
12:30 p. m Open Comm ttee Di scussion

| V. Bacterial and Fungal Contam nation of Human
Ti ssue I nt ended for Transpl antation

A. Introduction and Background - Ruth Sol onon,
M D., Director, Human Ti ssue Staff, OBRR

CBER

B. Mcrobial Contam nation and Cross

Cont am nati on Concerns During Processing of

Ti ssue — Mary Mal ar key, Director, Division
of Case Managenment, OCBQ CBER, FDA

C. Prelimnary Findings Froman |Investigation of
Al | ograft-Associ ated Infections — Marion A
Kai ner, MBBS, MPH, FRACP, Epi dem c
Intelligence Service O ficer, Division of
Heal t hcare Quality Pronmotion, NCI D, CDC
D. Reducing the Ri sk of Tissue Transpl ant -
Transm tted Bacterial and Fungal |nfections:
Ti ssue Banks Perspective — D. Ted Eastlund,
M D., Head, Division of Transfusion
Medi ci ne, Dept. of Lab Medicine, University
of M nnesota Medi cal School

E. Adverse Reactions (Endophthalmtis) After
Corneal Transplantation: Eye Banks

Per spective - Mchael A. Lenp, MD., EBAA
2:30 p.m OPEN PUBLI C HEARI NG
3:00 p.m Open Conm ttee Di scussion

F. Comm ttee Di scussion

4:00 p.m ADJ OQURNMENT



