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P-R-O-C-E-E-D-I-N-G-S
8:01 a.m.

Welcome and Introductory Remarks

DR. RAPPLEY: Well, welcome to
everyone once again. We are convening the
Pediatric Advisory Committee and I'm Marsha
Rappley, and I'm chair of the committee, and this
is Dr. Carlos Pena, who's Executive Secretary at
the Office of Science and Health Coordination,
FDA.

We usually start by going around and
introducing ourselves and saying who we are and
where we are from and the discipline that we
represent.

I also want to note for members of
the committee who we've worked together for quite
some time that actually five people will be
rotating off after this meeting today. So, let's
have a nice lunch and enjoy each other while we're
together.

Okay. Dr. Bier, you want to start?

DR. BIER: Yes, I'm Dennis Bier. I'm
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general pediatrician and epidemiologist at UCSF.

MS. VINING: Good morning. I'm
Elaine Vining. I'm the consumer representative
for the committee.

DR. RAPPLEY: Marsha Rappley from
Michigan State University, Developmental and
Behavioral Pediatrics.

DR. PENA: Carlos Pena, Executive
Secretary to the Pediatric Advisory Committee.

DR. WARD: I'm Bob Ward, a
neonatologist and clinical pharmacologist from the
University of Utah.

DR. D'ANGIO: Carl D'Angio. I'm from
the University of Rochester, and I'm a
neonatologist.

DR. FARRAR: Hank Farrar. I'm from
the University of Arkansas in Clinical
Pharmacologist, and I am the representative from
the AAP and non-voting member of the committee.

DR. NOTTERMAN: I'm Don Notterman.
I'm from Princeton University. I'm a molecular

biologist and pediatric critical care.
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DR. SABLE: I'm Craig Sable. I'm a
pediatric cardiologist from Children's National
Medical Center in Washington.

DR. SANDBORG: I'm Christy Sandborg.

I'm a pediatric rheumatologist from Stanford
University.

DR. MURPHY: Dianne Murphy. I'm the
Office Director of the O0Office of Pediatric
Therapeutics at the FDA.

DR. MATHIS: I'm Lisa Mathis. I'm
Associate Director in the Office of New Drugs for
Pediatric and Maternal Health.

DR. RAPPLEY: Well, welcome to
everyone again.

Dianne, do you want to give us the --
oh, you have announcements? Yes, okay.

DR. PENA: Thank you, and good
morning. The following announcement addresses the
issue of conflict of interest with regards to
today's discussion report by the agency on
Adverse Event Reporting as mandated by Section 17

of the Best Pharmaceuticals for Children Act.
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The Pediatric Advisory Committee will
hear and discuss reports by the agency as mandated
in Section 17 of the Best Pharmaceuticals for
Children Act on Adverse Event Reports for Toprol,
Brevibloc, Lotensin, Coreg, Colazal, Eloxatin,
Celebrex, and Suprane.

The Pediatric Advisory Committee will
also hear about an update on trileptal and the
Food and Drug Administration Amendments Act of
2007.

This statement is made part of the
record to preclude even the appearance of such at
this meeting. Based on the submitted agenda for
the meeting and all financial interests reported
by the committee participants, it has been
determined that all interested firms regulated by
the Food and Drug Administration present no
potential for an appearance of a conflict of
interest at this meeting.

In the event that discussions involve
any other products or firms not already on the

agenda, for which an FDA participant has a
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financial interest, their participants are aware
of the need to exclude themselves from such
involvement and their exclusion will be noted for
the record.

We note that Ms. Amy Celento's
participating as the Pediatric Health Care
Representative, Ms. Elaine Vining is participating
as the Consumer Representative, and Drs. Carl
D'Angio, Dan Notterman, Craig Sable and Christy
Sandborg are participating as temporary voting
members.

We'd also 1like to note that Dr.
Elizabeth Garofalo is participating as the non-
voting Industry Representative, acting on behalf
of regulated industry.

Dr. Henry Farrar is participating as
a temporary non-voting Pediatric Health
Organization Representative, acting on behalf of
the American Academy of Pediatrics.

With respect to all of the
participants, we ask that in the interest of

fairness, that they address any current or
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previous financial involvement with any firm whose
product they may wish to comment upon.

We have an open public comment
scheduled for 1 p.m. and I would just remind
everyone to turn on your microphones when you
speak so that the transcriber can pick everything
up and turn them off when you're not speaking.

I'd also just ask to make sure that
all cell phones are turned to silent mode.

Thank you.

Agenda Overview

DR. MURPHY: I'm not sure why this
spoon is here but we'll just assume that it's not
symbolic for anything, and I wanted to also
welcome everybody.

I also want to take a few moments
this morning because we are in a transition phase.

As you saw on the agenda, this afternoon we're
going to be providing you an update on what we
affectionately call FDAAA, the Food and Drug
Administration Amendments Act, which does have

great relevance to this committee because you're
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one of the very few committees that's actually
named in law and legislation advisory committees
of the FDA and you have been assigned by Congress
a number of additional responsibilities and we're
going to go over that this afternoon.

But I wanted to take a moment because
we are losing almost that whole side over there,
it looks like, of the committee, five members of
the committee, and we will be going into this new
phase and today, we hope you will recognize that
we have a fairly non-controversial day planned for
you.

I thought I'd take a moment and go
through the process that we have at FDA so that
you will know that even though today we don't
anticipate any great controversies, that there's
been a tremendous amount of effort that has gone
into this and we know there's a tremendous amount
of effort on your part to loock at all this
information and to determine whether you agree or
disagree with us because that is the reason you

are here.
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Congress has said, you know, when it
comes to safety for pediatric therapies, we want
an external group of people who are expert in
their field to come in and, if you will, provide
us your input as to whether you think we have the
right assessment or not.

At other times, we are asking you
questions where we're saying we're not really sure
and we really want you to help us work our way
through what would be the best thing to do.

What I'm telling you today 1is we
don't have a whole lot of that today, but again
the point of your being here is to provide us
input, if you think that there is something else
that we should be doing.

We have a process which, when a
product in the past we've granted exclusivity,
then there must be a year that goes by where
adverse events are collected. At that point in
the process, we put together a team and the team
involves somebody from the Technical Division who

usually sits right there at this meeting who may
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wanted to make sure that everybody understood that
that's really the new product that vyou'll be
looking at for each meeting which is the review of
the adverse events that the Office of Surveillance
and Epidemiology has put together and the use
review, how much of the product is being used.

We then have a meeting after they've
done that to see if there's something that emerged
from that review and sometimes we have, as today,
we have a couple of things that have come up
during the review and they are things that you
could -- as you know, you don't have to have
causality to put some information in the labeling,
and they are adverse events that we think should
go in but we would like to hear what you think
about it because it's your background and
perspective that we're seeking in this
information.

Other times, we will have either
already involved an epidemioclogist or it will
become apparent that we need to involve somebody

from the Epidemiology staff in the Office of
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