DRAFT AGENDA

BLOOD PRODUCTS ADVI SORY COW TTEE
67" Meeting - Septenber 14-15, 2000
Gai thersburg H lton, 620 Perry Parkway
Gai t hersburg, NMD 20877

Thur sday, Septenber 14, 2000

8:00 a.m Statenent of Conflict of Interest
8:05 a.m Wl come and OQpeni ng Remar ks
8:10 a.m Commi tt ee Updat es

e Sunmmary of PHS Advisory Conmittee on Blood Safety and Availability
Meeti ng, August, 24 2000 - Stephen N ghtingale, MD.

e Factor VIII & vW Standards - Andrew Chang, Ph.D./Nancy Kirschbaum
Ph. D.

* Blood Supply Update - Paul McCurdy, MD

9:00 a.m Open Commttee D scussion

. HV p24 Antigen Testing of Plasma for Fractionation
— Potential Criteria for Discontinuation
A.  Introduction and Background - Indira Hew ett,
Ph.D., Chief, Laboratory of Mol ecul ar
Virol ogy, Division of Enmerging and
Transfusion Transnmtted D seases
B. Presentation - Mchael Busch, MD., Ph.D., Bl ood
Centers of the Pacific, Sacranmento, CA

9:30 a.m OPEN PUBLI C HEARI NG

e Presentation - NG@ - Andrew Conrad, Ph.D.

* Presentation - Al pha Therapeutics

e Presentation - Aventis - Charles Watson, Ph.D.

* Presentation - Bayer - Barbara Msecar

e Presentation - Baxter

e Presentation - Anerican Red Cross - Susan Straner, Ph.D

e Presentation - Abbott Laboratories - Gerald Schochet man, Ph.D.
e Presentation - Chiron Corporation - Chyang Fang, Ph.D.

11: 15 a. m BREAK



11:45 a. m Qpen Conmittee Discussion

C. Question(s) for the Commttee - Indira Hew ett,
Ph. D.
D. Commttee Di scussion and Reconmmendati ons

12:45 p. m LUNCH

1:45 p.m Open Committee Discussion

1. Deferral, As Blood or Plasma Donors, of Ml es Wo

Have Had Sex wth Ml es

A. Introduction and Background - Andrew Dayt on,
MD., Ph.D., Medical Oficer, DETTD

B. Epi dem ol ogy Presentation - M chael Busch, MD.,
Ph.D., Blood Centers of the Pacific, CA

C. Ri sk Assessnent Mddel and Proposed Policy -
Andrew Dayton, MD., Ph.D.

3:15 p.m BREAK
3:30 p.m OPEN PUBLI C HEARI NG
4:00 p.m Open Commttee Di scussion
D. Question(s) for the Commttee - Andrew Dayton<
M D., Ph.D.
E. Commttee D scussion and Recommendati ons

5:00 p.m RECESS (until 8:00 a.m, Friday, Septenber 15, 2000)

Fri day, Septenber 15, 2000

8:00 aam Commttee Updates

e Summary of Wdrkshop on Recruiting Bl ood Donors - Successful
Practices, July 6-7, 2000 - G IIliam Conl ey

e Summary of Workshop on Henopoietic Cells From Cord Blood - Ellen
Lazarus, M D.

e Summary of Public Meeting on Regul ation of Bone Products - Ruth
Sol onon, M D.

e Summary of Joint Transm ssi bl e Spongiform Encephal opat hies &
Vacci nes and Rel ated Bi ol ogi cal Products Advisory Commttees
Meeting — David Asher, MD.

e Update on Rapid H V Test Approval Requirenents and Standards -



Ki nber

L. Pof fenberger, Ph.D.

8:40 a.m Open Committee D scussion

10:

11:

11:

12:

45

00

30

30

: 30

145

- 15

. m

. m

. m

BREAK

Current Utility of Screening Bl ood Donors for
Anti bodies to Syphilis

FDA Franmework - Chiang Syin, Ph.D.

Background on Cinical Syphilis - Lauri

Mar kowitz, M D., CDC

Background on Di agnostic Testing for Syphilis -
Roger Y. Dodd, Ph.D., ARC

Syphilis Surveillance and Bl oodborne Transm ssion
- Lauri Markowitz, MD., CDC

American Red Cross NAT Donor Study - Sharyn
Oton, Ph.D., ARC

REDS Study of Syphilis Screening as a Surrogate
Test - Alan WIllianms, Ph.D., ARC

Mari copa County STD Study - Lauri Markow t z,

M D., CDC

CDC Proposed Studies - Drs. Hsi Liu/Stephen
Morse, CDC

OPEN PUBLI C HEARI NG

Qpen Conmittee Discussion

H.
l.
J.

LUNCH

FDA Position - Martin Ruta, J.D., Ph.D.
Question(s) for the Conmttee
Commi ttee Di scussion and Recommendati ons

V. dassification of HLA Devices

A

FDA Presentation of the Issue - Sheryl Kochman,
Chi ef, Devices Review Branch, Division of Blood
Applications

Third Party Review Program - Eric Rechen, CDE,
CDRH

OPEN PUBLI C HEARI NG

| ndustry Presentations

Open Conmittee Discussion



C. OCharge to the Conmttee - Executive Secretary,
BPAC

D. Question(s) for the Commttee - Sheryl Kochman
E. Commttee Di scussion and Reconmendati ons

2:45 p.m Open Conmittee Discussion

V. Report of Intramural Site Visit: Laboratory of
Mol ecul ar Virol ogy, Division of Emerging and
Transfusion Transm tted Di seases

A. Introduction and Overvi ew

1. Neil Goldman, Ph.D., Associate Director for
Research, CBER

2. John Finlayson, Ph.D., Associate Director
for Science, OBRR

3. Hra Nakhasi, Ph.D., Director, Division of
Enmergi ng and Transfusion Transmtted D seases

4. Indira Hewett, Ph.D., Chief, Laboratory of
Mol ecul ar Virol ogy, DETTD

5. Subhash Dhawan, Ph.D., Laboratory of
Mol ecul ar Virol ogy, DETTD

3:30 p.m CLOSED COwM TTEE DI SCUSSI ON
B. Committee Di scussion and Recommendati ons

4:00 p.m ADJ OQURNMVENT
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