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P-ROGEEDI-NGS

(9:04 a. m)
CHAI RVAN  GREENBERG Good  norning
everybody. I'"d like to welconme you to the Novenber

4th-5th open session of the VRBPAC neeting.

i haven't seen ny co-conmttee nmenbers
since the hurricane. | hope all of you got hone
quickly after the last neeting.

I know you all introduced yourselves for
the closed session, but I1'd Iike to redo that for the
open session.

Can we start down here at the right, Bob?

DR DAUM Good norning. |'m Robert Daum
I"'m professor of pediatrics at the University of
Chi cago.

DR. Kl M ['m Kwang Sik Kim from
Children's Hospital in Los Angeles.

DR SN DER D xie Snider, Associate
Director for Science, Centers for Disease Control and
Preventi on.

DR HUANG Alice Huang, Senior Counsel or
for External Relations from Cal. Tech

DR, STEPHENS: David Stephens, Enory
Uni versity School of Medicine, Atlanta.

MS. Fl SHER Bar bara Loe Fi sher, Nati onal

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 2344433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

Vacci ne Information Center.

DR.  ESTES: Mary Estes, Professor of
Mol ecul ar Virology, Baylor College of Medicine.

DR HARTI GAN: Panela Hartigan of the
Department of Veterans' Affajrs Cooperative Studies
Program and Yal e University.

CHAI RVAN - GREENBERG Harry G eenberg,
Stanford University and the Palo Alto VA Hospital.

DR. FERRI ERI : Patricia Ferrieri,
Prof essor of Laboratory Medicine, Pat hol ogy, and
Pediatrics, University of Mnnesota Medical School,
M nneapol i s.

DR PETER Georges Peter, Professor of
Pediatrics, Brown University School of Medicine and
Hasboro Children's Hospital.

DR NELSON: Jay Nelson, Oegon Health
Sci ences University.

DR. RIDDELL: Stan Riddell, Fred
Hut chi nson Cancer Research Center.

DR BRI TT Bill Britt, University of
Al abama, Bi rm ngham

DR MYERS: Martin Myers, National Vaccine
Program O fi ce.

DR GOLDENTHAL:  Karen Gol denthal, FDA.

DR KLEPPINGER  Cynthia Kl eppinger, FDA
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DR VWEIR  Jerry Wir, FDA

DR SHEETS:  Rebecca Sheets, FDA

CHAI RVAN - GREENBERG V% now have sone
interesting admnistrative information to go over.

M5. CHERRY:  Good norning, everyone. |et
nme add ny welconme to Dr. G eenberg's.

I have a couple of very short
announcenent s. First of all, | understand that if
you've parked in the public lot, be very careful about
your neters because the Bethesda police are very
careful about your neters.

Also, to tell everyone in the audience
that tomorrow we expect to have a very short |unch
period, and you nmay want to make plans appropriately
for that.

Now | have this interesting that Harry
promi sed you, which is the reading of the conflict of
interest statenent. It's a two page statenent. So
while | read it, this might be a good tine for you to
put your pagers on silent node or to turn off cell
phones because we ask you not to use cell phones in
t he room

This statenent pertains to the VRBPAC

sessions today, Thursday, Novenber 4th, 1999.

Three of our nenbers, Dr. Ada Adinora, Dr.
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Diane Giffin, and Dr. Steve Kohl were unable to
attend this meeting. Qher nenbers may be arriving
| ater this morning.

We do have sone consul tants who have been
granted privileges as tenporary voting nenbers for
speci fic sessions today.

The Director for the Center of Biologics
Eval uation and Research, CBER, has appointed Drs.
Pamel a Hartigan, Patricia Ferrieri, Jay Nelson,
Georges Peter and Stanley Riddell as tenporary voting
menbers for this discussion on wuse of chineric
cytonegal oviral candidate vaccines in clinical trials.

For this afternoon's discussion on safety
data associated with a fifth successive dose of
Tripedia, the CBER Director has extended tenporary
voting privileges to Drs. Panela Hartigan, Patricia
Ferrieri, John Livengood, and Georges Peter. That's
if there are votes.

To determne if any conflicts of interest
exi sted, the agency reviewed the submtted agenda and
all financial interests reported by the neeting
partici pants.

Regarding this norning's discussion on
CW, Drs. Robert Daum and Jay Nel son have been granted

wai vers in accordance with 18 USC 208. These wai vers
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perm t them to participate in the committee
di scussions and to vote.

Dr. WIlliam Britt has been granted a
limted waiver, which will permt himto participate
in the discussion by sharing his expertise. p pritt
will not be allowed to vote on any issues related to
t he di scussions on CW.

Dr. Harry Geenberg has recused hinself
from the COW discussions.

For this afternoon's session on Tripedia,
Dr. Edwards has been granted a full waiver under 18
USC 208, which permts her to participate fully and
vote on the conm ttee discussions.

Dr. Margaret Rennels has been granted a
restricted waiver which allows her to nmmke a
presentation and answer questions yegarding her
presentation, but she is precluded from participating
in the commttee deliberations, and she may not vote.

Dr. Daum has recused hinself from the
session on Tri pedi a.

In accordance with the Food and Drug
Admi ni stration Mdernization Act of 1997, Section 505,
Dr. Harry G eenberg has been granted a waiver which
permts him to participate fully in the committee

di scussions on Tripedi a.
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Several participants disclosed potential
conflicts of interest which were deenmed by FDA as not
sufficient to require waivers, but which did suggest
the appearance of conflicts of interest. Witten
appearance determ nations under Section 2635.502 of
the Standards of Ethical Conduct have been granted to
permt Drs. Edwards, Hartigan, Finkelstein, Riddell
and Stephens to participate in the comittee
di scussions on CW, and to permt Drs. Edwards and
Estes to participate in the discussions on Tripedia.

In the event that discussions involve
specific products or pharms. not on the agenda and for
which FDA's participants have a financial interest,
the participants are rem nded of the need to exclude
t hensel ves fromthe sessions. Their recusals will be
noted for the public record.

Wth respect to all ot her neeting
participants, we ask in the interest of fairness that
you state your nanme and affiliation, and address any
current or previous involvenent with any firm whose
products you wi sh to coment on.

Copies of all waivers and appearance
determ nations addressed in this announcenent are
available by witten request under the Freedom of

Informati on Act.
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10
CHAI RVAN GREENBERG Thank you, Nancy.

I'd now like to nove on to a discussion by
Dr. Robert Yetter on the Public Ctizen settlenent.

DR YETTER Good nor ni ng. |'ve been
asked to give you sone general information about a
lawsuit that was filed by --sorry about that -- that
was filed by Public Ctizen against FDA in January of
this year and how the |awsuit has been resol ved.

In one of the issues raised by Public
Gtizen in that suit, they clained that FDA was not
providing redacted copies of advisory comittee
briefing materials to the public before or at advisory
commttee neetings, and that FDA's alleged failure to
do so violates the Federal Advisory Conmttee Act.

Wile the FDA did not adnit to the
allegations in Public Ctizen's conplaint, the agency
decided to enter into two separate agreenents,
settl enent agreenents in July and Septenber of this
year.

The Septenber agreenent pertains to open
advisory commttee neetings that are convened by the
Center for Drugs, and so |'mnot going to go into that
particul ar agreenent any further at this tine.

The July agreenent, however, applies to

open, nonapproval issue oriented advisory conmttee
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neetings convened by any center and, therefore, does
apply to open, nonapproval issue oriented neetings of
this conmttee.

First I think I ought to explain what a
nonapproval issue oriented neeting is and then we'll
go to what the agreement actually says.

Nonapproval issue oriented neetings are
convened to discuss topics as you mght expect other
than approval or testing of products. They incl ude
nmeetings that are convened to discuss topics |ike
gui dance docunents, post approval issues associated
with approved products, such as adverse events,
w t hdrawal of products, or post approval nonitoring
progr ans.

Advi sory commttee neetings that are
convened to discuss a biologic for which a biologics
license application is pending, approval of a
bi ol ogi cs license application for a new suppl ement, or
a product for which an investigational new drug
application has been submtted, but for which an
application to market the product has not yet been
submtted are not nonapproval issue oriented neetings.
They are not covered by this agreenent.

So what does the agreenent actually state?

What it neans is that for the nmeetings to which it
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applies, FDA has agreed, whenever practicable and
subject to any applicable exenptions of the Freedom of
Information Act, we will make available before or at
the tine of the open advisory conmttee neeting
convened under the Federal Advisory Committee Act
materials provided to the nenbers of the advisory
commttee for public inspection and copying in advance
of the neeting.

I need to enphasize that the FDA is not
going to be releasing trade secret or confidential
commercial information submtted by the sponsors.
This agreenent only requires the agency to nake
publicly available information that is not exenpt from
rel ease under the Freedom of I|nformation Act.

Are there any questions?

(No response.)

CHAI RVAN  GREENBERG If there are no
questions, thank you, Dr. Yetter, and we will now nove
on to the session on CW.

Bob.

(Whereupon, at 9:10 a.m, the Open
Session 2 was concluded, and the comm ttee reconvened

i medi ately in Qpen Session 3.)
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