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discretion for up to one year pending FDA review,

unless there is a negative action by FDA on such

application."

          Can you just --

     A    Yeah, that's correct.

     Q    And -- and what do you mean by that?

     A    So if a PMTA was submitted by the

deadline, FDA would allow that product to remain

on the market for as long -- for up to a year

while FDA reviewed the PMTA.

     Q    Okay.  And are you offering any opinion

as to what FDA will do after that one year has

expired?

     A    Wow.  I think that's a -- a lot of

speculation by everybody.  I'm not sure anybody

knows.  I'm not sure FDA knows.

     Q    Right.  And you don't know.  Right?

     A    Correct.

     Q    Okay.  I want to ask you about, I'm

looking at Paragraph 30 of your report, the last

sentence.

     A    Yeah.
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CERTIFICATE OF SHORTHAND REPORTER - NOTARY PUBLIC

 I, Debra A. Whitehead, the officer before whom the

foregoing proceedings were taken, do hereby certify

that the foregoing transcript is a true and correct

record of the proceedings; that said proceedings

were taken by me stenographically and thereafter

reduced to typewriting under my supervision; that

reading and signing was not requested; and that I am

neither counsel for, related to, nor employed by any

of the parties to this case and have no interest,

financial or otherwise, in its outcome.

 IN WITNESS WHEREOF, I have hereunto set my hand and

affixed my notarial seal this 5th day of November,

2020.

My commission expires:

October 31, 2023

________________________________

E-NOTARY PUBLIC IN AND FOR THE

COMMONWEALTH OF VIRGINIA
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