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earlier today.

Dr. Tracy?

DR. TRACY: No.

(Laughter.)

UNIDENTIFIED SPEAKER: Do you have
another quarter?

DR. YANCY: 1 have two quarters.

DR. PAGE: No.

DR. YANCY: |IT there®s not a
contrarian opinion, Dr. Zuckerman, have we
discharged all the questions to your
satisftaction?

(Laughter.)

DR. ZUCKERMAN: Well, that is a
contrarian opinion, no and why no.

DR. TRACY: No, and because the
methods for looking at atrial transport are
imperfect and would be burdensome to both the
sponsor and to the sites and have limited
information as to the clinical relevance of a
definition of atrial transport.

DR. YANCY: And, Dr. Somberg?
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DR. SOMBERG: To take a contrarian
point of view, | must say | was going to say
maybe, so you can®"t give me a quarter, but,
you know, 1f a sponsor has a device and they
think they can preserve or reestablish atrial
transport, and they can demonstrate i1t, and
they may even compare it to another device
that can®"t do that, 1 think that"s fine to add
Iinto a study.

But 1 think everyone is saying
that this is certainly not something that
should be or has to be In a study, but to say
absolutely no 1s to say we can®"t do research
in that area.

DR. ZUCKERMAN: Okay. It"s not a
critical end point for a study.

DR. YANCY: Dr. Morrison?

DR. MORRISON: 1°d say absolutely
no, because the last thing you want to do iIn
a trial i1s collect more data that you have no
1dea what you®"re going to do with.

(Laughter.)
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DR. MORRISON: 1It"s not only
burdensome and expensive, i1t distracts your
attention from getting the real data that you
need. Nobody knows what to do with atrial --

DR. YANCY: No, and in all candor,
removing any triviality here, there are some
very iImportant unresolved issues about the
best way to measure it and, even more so,
about the clinical relevance of the issue as
well.

And so 1 think we would have to
step into that direction very carefully.

DR. ZUCKERMAN: Okay. Thank you.

DR. YANCY: 1°d like to thank the
sponsors. You all have been very appropriate
and you®ve provided us important information.

1"d like to thank the FDA for your
work. You©"ve really helped us.

And 1°d especially like to thank
the panel members. This was an arduous task
today. You©"ve discharged it, and 1 am happy

to be with you.
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Everybody, we"re adjourned.
(Whereupon, the meeting was

adjourned at 5:11 p.m.)
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