BLOOD PRODUCTS ADVI SORY COWM TTEE
69th Meeting - June 14-15, 2001
Gai thersburg Hilton, 620 Perry Par kway
Gai t hersburg, NMD 20877

Thur sday, June 14, 2001

8:

8:

10:

10:

11:

12:

30 a.m Statenment of Conflict of |nterest

35 a.m Vel conme and Openi ng Remar ks

40 a.m Comm ttee Updat es

Meeting Summary on Bl ood Safety and Availability PHS Advi sory
Committee, April 19-20, 2001 - Stephen Ni ghtingale, MD.

Current Thinking: dinical Trial Design and Performance Standards
for Approval of Rapid H'V Tests - Elliot Cowan, Ph.D.

Proposed FDA Scientific Wrkshops - Linda A Smallwood, Ph.D.

00 a.m Open Conmittee Di scussion

|. Re-entry for Donors Deferred Because of H 'V or HCV

NAT or Serol ogical Test Results

A.  Introduction and Background - Paul A Med, Ph.D.
Deputy Director, Division of Emerging and
Transfusion Transmtted D seases, OBRR

B. Presentation - Mchael Busch, MD., Ph.D., Bl ood
Centers of the Pacific, CA

C. Presentation - Susan Straner, Ph.D., Anerican Red
Cr oss

D. Presentation - Susan Galel, MD., Stanford
Uni versity

15 a.m OPEN PUBLI C HEARI NG
45 a. m BREAK
00 a.m Open Commttee Discussion

E. Questions for the Commttee
F. Committee Di scussion and Recommendati ons

30 NOON LUNCH

:30 p.m Open Committee Di scussion



2:30 p.m

3:00 p.m

4:00 p. m

4:15 p. m

4:45 p. m

1. CLIA Criteria for In Vitro D agnostic Tests:
Applicability of Waivers to H'V Rapid Tests

A

B.

I ntroduction and Background - Elliot Cowan, Ph.D.
DETTD, OBRR, CBER

Hi storical Overview of CLIA Wiivers - Thomas
Hearn, Ph.D., CDC

Overvi ew of FDA Draft Guidance for CLIA Criteria
for Waiver - Joseph Hackett,Ph.D., DCLD, ODE, CDRH
Public Health Strategic Goals for HV Testing -

| da Onorato, M D., CDC

Requi renents for Moderate Conplexity Tests and
HCFA Experience with CLI A Waived Tests in the
Laboratory - Judith Yost, HCFA

FDA Perspectives on CLI A Waiver of Rapid HV Tests
and Questions for the Committee - Elliot Cowan,
Ph.D., DETTD, OBRR, CBER

OPEN PUBLI C HEARI NG

Open Conmittee Discussion

G Comm ttee Discussion and Recommendati ons

BREAK

Open Conmittee Discussion

I11. Revision of the Uniform Donor Hi story Questionnaire

A

B.

C.

| nformati onal Presentation

Overview and Introduction - Alan WIlianms, Ph.D.
Director, Division of Blood Applications

Updat e on AABB Task Force Progranms - Joy Fridey,
M D. , AABB

Presentati on of Proposed Mdifications to Uniform
Donor History Questionnaire - Susan Oton, MD.
ARC

OPEN PUBLI C HEARI NG

5:00 P.M Open Comm ttee Di scussion

5:30 p.m

D.

Commi ttee Di scussi on and Recommendati ons

RECESS (until 8:30 a.m, Friday, June 15, 2001)



Fri day, June 15, 2001

8:30 a.m Conmittee Updates

e DHHS TSE/BSE Action Plan - Steven N ghtingale, MD.

* OBRR TSE/BSE Action Plan - Mary Elizabeth Jacobs, Ph.D.

* Update on Transm ssi bl e Spongi f or m Encephal opat hi es Advi sory
Committee Meeting to be held on June 28-29,2001 - TBD

9:00 a.m Open Commttee D scussion

I V. Transfusion-Rel ated Acute Lung Injury -

| nf ormati onal Presentation

A. Introduction and Background - Leslie Hol ness,
M D., Medical Oficer, Division of Bl ood
Appl i cations

B. Presentation - Mark Popovsky, M D., Haenonetics
Cor p.

C. Presentation - Patricia Kopko, MD., Sacranento
Bl ood Center

D. Presentation - Lynn K. Boshkov, MD., Oegon
Heal t h Sci ences University

E. Presentation - John Finlayson, Ph.D., Associate
Director for Science, OBRR

10: 15 a. m OPEN PUBLI C HEARI NG
10: 45 a. m BREAK
11: 00 a.m Open Conmm ttee D scussion

F. Committee Di scussion and Reconmendati ons

11: 45 a.m LUNCH
12:45 p.m Open Committee D scussion

V. St udi es on Leukoreduction Filtration Failures
A. Introduction and Background - Betsy Poi ndexter,
Bi ol ogi st, Lab. of Cellul ar Hematol ogy, DH
B. Presentation - Constance Noguchi,Ph.D., NH
C. Presentaton - Thomas Wal ker, M D., Canadi an
Bl ood Servi ces



D. Presentation - Rebecca Haley, MD., Anerican Red
Cross

E. Presentation - Cheri Jennings, @ulf Coast Bl ood
Cent er
F. Presentation - denda Ford, Cklahoma Bl ood
Institute
1:45 p.m OPEN PUBLI C HEARI NG
2:15 p.m Qpen Conmittee Discussion

G Committee Discussion and Recommendati ons

2:45 p.m VI. Report of the Intramural Site Visit of the Laboratory
of Plasma Derivatives, Division of Hematol ogy, OBRR

A. | nt roducti on and Overvi ew
- Neil Goldman, Ph.D., Associate Director for
Research, CBER

- John Finlayson, Ph.D., Associate Director for
Sci ence, OBRR

- Basil Golding, MD., Chief, Lab. of Plasma
Derivatives, DH

3:15 p.m Cl osed Comnm ttee Deliberations
B. Committee Discussion and Recommendati ons

3:45 p.m Adj our nnment
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