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The neeting took place at 9:00 a.m in
Conference Room 020B of the Center for Devices and
Radi ol ogi cal Heal t h, 9200 Cor por at e Boul evard,
Rockville, Maryland, Dr. D ane D. Davey, Acting Panel
Chai r per son, presiding.

Present:

DI ANE D. DAVEY, M D., Acting Chairperson

CGEORCE G BIRDSONG M D., Tenporary Voting Menber
JUAN C. FELI X, MD., Voting Menber

MARY NI ELSEN, M D., Voting Menber

DI ANE H NORBACK, MD., Tenporary Voting Menber

SI MON OGAMBDI, Ph. D., Voting Menber

MARGARET S. PEPE, Ph.D., Tenporary Voting Menber
ANDREW A. RENSHAW M D., Tenporary Voting Menber
ELLEN S. ROSENTHAL, M S., Consuner Representative
ROBERT L. WLLIAVS, JR, MD., Tenporary Voting Menber

Al so Present:

M CHELLE Y. CLARK- STUART, MGA, MI(ASCP), Executive
Secretary
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P-ROGCGEEDI-NGS
(9:06 a.m)

M5. STUART: Good norning, everyone.

M/ nane is Mchelle Stuart and | have a
conflict of interest statenent that has to be read
before we start our henmatol ogy and pathol ogy devices
panel neeting today which is Decenber 15, 1999.

The fol |l owi ng announcenent addr esses
conflict of interest 1issues associated wth this
neeting and is made a part of the record to preclude
even the appearance of an inpropriety. To determ ne
if any conflict existed the Agency reviewed the
submtted agenda and all financial interests reported
by the Conmttee participants.

The conflict of interest statutes prohibit
special governnent enployees from participating in
matters that could affect their own or their
enpl oyer's financial interest. However, the Agency
has determ ned that participation of certain nenbers
and consultants, the need for whom services outweigh
the potential conflict of interest involved is in the

best interest of the governnent.
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VW would like to note for the record that
the Agency took into consideration certain matters
regarding Dr. Diane Davey, Dr. George Birdsong and Dr.
Juan Feli x. Each of these panelists reported past or
current interest in firns at issue on matters not
relating to what is being discussed today. Si nce
these interests are not related to the specific issue
before the panel, the Agency has determ ned that they
may participate fully in today' s discussions.

In the event that the discussions involve
any other products or firnms not already on the agenda
for which an FDA participant has a financial interest,
the participant should excuse him or herself from such
i nvol vement and the exclusion will be noted for the
record.

Wth respect to all other participants, we
ask in the interest of fairness that all persons
making statenents or presentations disclose any
current or previous financial involvement wth any
firmwhose products they may wi sh to comment on

Next | wll read the appointnment to

tenporary voting status. Pursuant to the authority
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granted under the Medical Devices Advisory Conmttee
charter dated Cctober 27, 1990, and as anended, August
18, 1999, | appoint the followng individuals as
voting nmenbers of the Hematol ogy and Pat hol ogy Devices
for this neeting on 15 Decenber 1999: Dr. GCeorge
Birdsong, Dr. D ane Norback, Dr. Mrgaret Pepe, Dr.
Andrew Renshaw, Dr. Robert WIllians, Dr. D ane Davey
and Diane Davey has graciously considered being our
acting chairperson for today. Pursuant to the
authority granted under the Medical Devices Advisory
Commttee Charter, dated OCctober 27, 1990, and as
anended, August 18, 1999, | appoint the follow ng
individuals as voting nenbers of the Hematol ogy and
Pat hol ogy Devices for this neeting on 15 Decenber
1999: Dr. George Birdsong, Dr. Diane Norback, Dr.
Mar gar et Pepe, Dr. Andrew Renshaw, Dr. Rober t
WIIlians, Dr. Diane Davey and Diane Davey has
graciously considered being our acting chairperson for
t oday.

For the record, these individuals are
speci al governnment enployees and consultants to this

panel or other panels under the Medical Devices
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Advi sory Conmmttee. They have undergone the customary
conflict of interest review and have reviewed the
material to be considered at this neeting. Si gned
David Feigal, MD., Drector for the Center of Devices
and Radi ol ogi cal Heal t h.

Now | will introduce Dr. D ane Davey, our
Acting Chairperson for the duration of this neeting
and the rest of the panel nenbers wll please
i ntroduce thensel ves as we go around the table.

Thank you.

CHAI RPERSON DAVEY: Thank you.

"' m Di ane Davey. |"m a cytopathol ogi st
Director of Cytology at the University of Kentucky in
Lexington and |I'd just Iike to ask everybody to
i ntroduce thensel ves and nake sure that you speak into
t he m crophone when you're nmaking any comments for the
recor di ng.

DR N ELSEN: I'm Dr. Mary N elsen, a
cytopathologist in practice in Wchita, Kansas. [''m
in a private practice situation

DR FELI X M/ name is Juan Felix. l["m a

cytopat hol ogi st and gynecol ogi cal pathol ogist at the
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University of Southern California at the Los Angeles
County Hospital.

DR PEPE I"m Margaret, Departnent of
Biostatistics at the Fred Hutchinson Cancer Research
Center in Seattle.

DR GUTMAN: I'm Steve Qutman, |'m the
Director of the Dvision of dinical Laborat ory
Devi ces, FDA.

DR. BIRDSONG |I'm Ceorge Birdsong. 1'ma
cytopat hologist at Enory University, Atlanta and |

work at Grady Hospital in Atlanta.

DR. W LLI AVS: Good norning, |'m Rob
WIlians. I'"'m a practicing OB/ GYN in Atlanta,
Geor gi a. | also am the Chairman of OB/ GYN at
Sout hwest Hospital in Atlanta and | have a teaching

appoi nt rent at ©Mrehouse School of Medicine.

DR NORBACK: I'"'m Diane Norback from the
Uni versity of Wsconsin. |'m a hematopat hol ogi st.

DR RENSHAW |'m Dr. Andrew Renshaw. |'m
from Mam, Florida. | work at the Baptist Hospital
in Mam. |'ma cytopathol ogist there.

M5. ROSENTHAL: I"m Ell en Rosent hal . [''m
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a free-lance witer with a background in engi neering.

DR OGAMBDI: Sinon Qganbdi, Chair, Health
Sciences, Florida Atlantic University, Florida.

CHAI RPERSON DAVEY: Al right, thank you

I guess going to the agenda, | guess we're going to
the open public hearing, |'m not sure. I s sonebody
going to be nmaking a comment for that?

M5. STUART: This is Mchelle Stuart. I's
either M. Kessler or M. Goss here for the
presentati on?

(Pause.)

In view of the fact that they're not here,
we can go on.

CHAl RPERSON DAVEY: Well, then we can make
up a little tine. | wll say | have a plane to catch

at 6 o'clock and I have to absolutely be back. Ckay,

| guess we'll go into the closed deliberations. | f
there's any public observers, | guess they' re supposed
to leave. | don't think there is anybody here though.

(Whereupon, at 9:15 a.m, the open public

heari ng was concl uded.)
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