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1 you -- let me ask you about the final category, because

2 that"s what the last couple of questions relate to.

3 A. Sure.

4 Q- This -- this final category of products that

5 have their applications pending before FDA, are those

6 products allowed to be sold and continue to be sold while

7 their application is pending before FDA?

8 A. Yes. Under both the court order and under FDA"s
9 enforcement discretion policy that has been publicly

10 announced, those products can be marketed for the next year
11 while undergoing FDA review, as long as they submitted an
12 application by that September 9th deadline.

13 Q- Okay. In terms of statements by FDA, in terms
14 of what FDA has said, has FDA ever said that It is going to
15 take enforcement action against any product that had a

16 timely-filed PMTA, even at the expiration of that year?

17 A. FDA has not said that they are going to do that
18 at the end of that year.

19 Q. Okay. And there -- there"s been a suggestion, |
20 think you were -- you were listening to the opening
21 statements yesterday, a suggestion made by Respondents
22 yesterday that products will be removed from the market or
23 may be unavailable after the expiration of this year period
24 1T there 1s no ruling made by FDA.
25 Based on your knowledge of what products are on
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1 the market and when PMTAs were filed, what"s your opinion
2 about that?
3 A. Yeah, so the -- the opening statement yesterday
4 seemed to imply that one year after the application was
5 submitted, 1f FDA hadn®"t approved i1t, the -- the product
6 would have to be taken off the market.
7 I —— I am not aware that that"s FDA"s policy.
8 And, iIn fact, i1f i1t was, we would have heard about a lot of
9 PMTAs being withdrawn because FDA usually takes longer than
10 a year, at least historically, to review a PMTA.
11 And 1°"m not aware of any such statement or -- or
12 policy.
13 Q. Just by way of example, again, for one product,
14 1 think 1t was mentioned -- there was a discussion about a
15 Vuse products that had a PMTA filing in October of 2019.
16 Do you recall that discussion from yesterday?
17 A. Yes, yes.
18 Q- Is that product -- that would have expired in
19 October of last year. Is that product still on the market
20 today?
21 A Yes, It is.
22 Q. Has FDA ever taken enforcement action against
23 that product?
24 A Not at all.
25 Q- Have they indicated any intent to or desire to?
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1 A Not to my knowledge, no.

2 MR. BAYUK: That"s all the questions | have.

3 Thank you, Mr. Clissold.

4 MR. GRANT: Your Honor, perhaps just a half a

5 dozen questions, 1If 1t please the Court, before we end the
6 day?

7 JUDGE CHENEY: What does half a dozen questions
8 mean for time to you?

9 MR. GRANT: Five minutes.

10 JUDGE CHENEY: Okay. Let me ask Mr. Clissold,
11 how do you feel about that?

12 THE WITNESS: Fine.

13 JUDGE CHENEY: Okay. Let me check in with

14 Ms. Sladic. What i1s your cross looking like?

15 MS. SLADIC: Currently, the Staff does not have
16 any questions. We"ll see where Respondents go. And 1

17 might have a few follow-ups, but --

18 JUDGE CHENEY: Okay.

19 MR. GRANT: Your Honor, I want to be clear. My
20 cross-examination is longer than five minutes, but I was
21 asking to begin i1t and do the first five minutes. That"s
22 what 1 was asking.
23 JUDGE CHENEY: Oh, we"re not going to do that.
24 MR. GRANT: Okay.
25 JUDGE CHENEY: Yeah, we are done with our

DOCKET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Nsights

Real-Time Litigation Alerts

g Keep your litigation team up-to-date with real-time
alerts and advanced team management tools built for
the enterprise, all while greatly reducing PACER spend.

Our comprehensive service means we can handle Federal,
State, and Administrative courts across the country.

Advanced Docket Research

With over 230 million records, Docket Alarm’s cloud-native
O docket research platform finds what other services can't.
‘ Coverage includes Federal, State, plus PTAB, TTAB, ITC
and NLRB decisions, all in one place.

Identify arguments that have been successful in the past
with full text, pinpoint searching. Link to case law cited
within any court document via Fastcase.

Analytics At Your Fingertips

° Learn what happened the last time a particular judge,

/ . o
Py ,0‘ opposing counsel or company faced cases similar to yours.

o ®
Advanced out-of-the-box PTAB and TTAB analytics are
always at your fingertips.

-xplore Litigation

Docket Alarm provides insights to develop a more
informed litigation strategy and the peace of mind of

knowing you're on top of things.

API

Docket Alarm offers a powerful API
(application programming inter-
face) to developers that want to
integrate case filings into their apps.

LAW FIRMS

Build custom dashboards for your
attorneys and clients with live data
direct from the court.

Automate many repetitive legal
tasks like conflict checks, document
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks
for companies and debtors.

E-DISCOVERY AND

LEGAL VENDORS

Sync your system to PACER to
automate legal marketing.

WHAT WILL YOU BUILD? @ sales@docketalarm.com 1-866-77-FASTCASE




