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y APPEARANCES 1 THE VIDEOGRAPHER: Good morning. We are|
RAKOCZY MOLINO MAZZOCHI SIWIK LLP 2 going on the record at 9:11 am. on June 1st,
3 BY: JEFFREY A MARX, ESQ "
DEANNE M MAZZOGHI, ESQ - ViaTelephone 3 202?.,.. Please note that the m@rophonm are .
4 6West Hubbard Street 4 sensitive and may pick up whispering and private
Suite 500 . )
5 Chicago, lllinois 60654 5 conversations. Please mute your phones at this
312527 2157 6 time. Audio and video recording will continue to
6 jmarx@rmmslegal com .
dmazzochi@rmmslegal com 7 take place unless all parties agree to go off the
7 ) B 8 record.
g epressing- Pettioner 9 Thisis Media Unit 1 of the
9  ARNOLD & PORTERLLP 10 video-recorded deposition of Dr. Richard Manning,
10 2500 Eﬁg;gi fo SQNE' ER 11 taken by counsel for petitioner in the matter
Five Palo Alto Square 12 of Mylan Pharmaceuticals Inc., et al. versus
11 Suite500 ) I
Pa,';eAho’ California 94306 13 Regeneron Pharmaceuticals Inc., filed in the
12 350_319_4710 y 14 United States Patent and Trademark Office, Case
It
CV cane@eamoldporter com 15 Numbers |PR2022-01225 and | PR2022-01226.
ARNOLD & PORTERLLP 16 The location of this depositionis
14 BY: MATTHEW WILK, ESQ
250 West 55th Street 17 Arnold & Porter, 601 Massachusetts Avenue
15 New York, New York 10019 18  Northwest, Washington, D.C.
212 836 7152 ) )
16 matthew wilk@arnoldporter com 19 My name is Gene Aranov, representing
g Representing - Patent Owner 20  Veritext, and I'm the videographer. The court
19 21 reporter is Ryan Black, from the firm Veritext.
5(1] 22 I'm not authorized to administer an
22 23 oath. I'm not related to any party in this
24 ALSOPRESENT: 24 action, nor am | financialy interested in the
25 Gene Aranov - Legal Videographer 25 outcome.
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Page 6 Pege 8
1 If there are any objectionsto 1 testimony concerning Eylea?
2 proceeding, please state them at the time of your 2 A. I'msorry. Canl go back? And-- |
3 appearance. 3 did fill out an errata sheet for all of our prior
4 Counsel and all present, including 4 depositions so to that -- to that extent, | did
5 remotely, will now state their appearances and 5 -- | have reviewed them. | did not review
6  affiliationsfor the record, beginning with the 6 them again in preparation for today if that's
7 noticing attorney. 7 -- that's how | interpreted your question, so
8 MR. MARX: Jeffrey Marx, on behalf of 8 just to be clear.
9  thepetitioner Mylan, of the Law Firm Rakoczy 9 Q. Okay. With theinclusion of your
10 Molino, Mazzochi, Siwik. And my colleague Deanne | 10 errata sheets correcting any errorsin those
11 Mazzochi may join on the dia-in ling, but has 11 depositions, do you believe your opinionsin
12 not done so. 12 these matters concerning the '681 patent and
13 MR. CAINE: David Caine, with Arnold & 13 '601 patent are consistent with your prior expert
14 Porter, for Regeneron, the patent owner. 14 reports and deposition testimony?
15 MR. WILK: Matt Wilk, from Arnold & 15 A. | do.
16  Porter, also on behalf of the patent owner, 16 Q. Okay. | expect that counsel,
17 Regeneron. 17 Mr. Caine's, aso briefed you on the procedure
18 THE VIDEOGRAPHER: Will the court 18 today. Isthere any reason you cannot provide
19  reporter please swear in the witness, and then 19 honest and complete testimony today?
20 counsel may proceed. 20 A. No.
21 Kook ok 21 Q. Did you meet with anyone to prepare for
22 Whereupon -- 22 today's deposition?
23 RICHARD MANNING, PH.D., 23 A. |did.
24 called to testify, having been first duly sworn 24 Q. Who did you meet with?
25 or affirmed, via remote Zoom video conference, 25 A. Counsel.
Page 7 Pege 9
1 was examined and testified as follows: 1 Q. Mr. Caineand Mr. Wilk?
2 *ookox 2 A. Mr. Caineand Mr. Wilk, yes.
3 EXAMINATION 3 Q. Anyoneelse?
4 BY MR. MARX: 4 A. Ryan Marsh, from my firm, wasin
5 Q. Good morning, Dr. Manning. 5 attendance as well.
6 A. Good morning. 6 Q. AndwhoisMr. Marsh?
7 Q. You've been deposed before, correct? 7 A. Heisavice president -- avice
8 A. | have. 8 president at Intensity, where | work.
9 Q. Infact, thisisyour fourth deposition 9 Q. And what was Mr. Marsh's -- did
10 concerning your opinions that Eyleaisa 10 Mr. Marsh have arole in drafting your
11 commercial success, correct? 11 declarations in this matter?
12 A. Something on that order, yes. 12 A. Waéll, heassisted me. We -- he's
13 Q. Okay. Haveyou reviewed your deposition| 13 assisted --
14 tr -- your prior depo -- deposition transcripts 14 (Whereupon teleconference disconnected.)
15 concerning your opinionsthat Eyleaisa 15 MR. MARX: Well fix that at the break.
16 commercia success? 16 THE WITNESS: He assisted me on -- he
17 A. Not recently. | took aquick look, but 17 has assisted me on al of the Regeneron-related
18 | haven't pored over them in detail. 18 matters, and he assisted me in preparing these
19 Q. Okay. Sitting here today, do you have 19 two declarations as well.
20 any changes to those deposition transcripts? 20 BY MR. MARX:
21 A. Not that I'm aware of, no. 21 Q. But the -- the opinions that you've
22 Q. Okay. And you don't be -- you believe 22 issued respect to the commercia success of Eylea
23 your -- your opinions concerning the commercial | 23 earlier on?
24 success of the '681 patent and the '601 patent 24 A. They are.
25 are consistent with your prior expert reportsand | 25 Q. How long did you meet with Mr. Wilk and
3 (Pages6-9)
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Page 10 Page 12
1 Mr. Caine? 1 | will mark as a Manning Deposition Exhibit with
2 A. Three-- three or four hours that 2 anew exhibit number.
3 morning, most of the morning. 3 Now, Dr. Manning, the document that you
4 Q. And how much time did you spend overal | 4 brought with you, isthat atrue and complete
5 preparing for this deposition today? 5 copy of your expert declaration submitted in the
6 A. Oh, | don't know, another half day, a 6 1225 and 1226 |PRs?
7 day maybe. | don't -- | -- 7 A. | believeitis, yes. Itlooksto be.
8 Q. Okay. 8 Q. Doesitinclude any appendices or
9 A. Something on that order. 9 attachments as well?
10 Q. Didyou review any documents preparing |10 A. Ithasmy CV, whichis Attachment Alin,
11 for your deposition today? 11 | believe, both -- yes, it is Attachment Al in
12 A. Yes. 12 both of the declarations.
13 Q. Werethere any documentsthat youhad |13 Q. And | understand that you have two
14 not seen before? 14 documents before you. Isit correct that you
15 A. Notthat | recal, no. 15 prepared a single expert declaration for both the
16 Q. You understand, Dr. Manning, that 16 '681 and '601 patent |PRs?
17 you're being deposed today, with respect to your | 17 A. Thedeclarations are very -- there are
18 declarations submitted in two pending IPRs, inter | 18 -- there are some minor differences and the names
19 partes reviews, correct? 19 of the petitioners are different, but they are
20 A. Yes 20 essentially the same, yes.
21 Q. Andthosetwo IPRs are -1225 with 21 Q. Canyouidentify the differences that
22 respect to U.S. Patent 10,130,6817? 22 you're referring to?
23 A. That'sthefirst, yes. 23 A. Theonly ones|'m currently thinking
24 Q. Andthen -- are we comfortableif | call 24 about are the fact that the petitioner in the
25 that patent the '681 patent today? 25 -225 IPR includes Celltrion in addition to Mylan,
Page 11 Page 13
1 A. lam. 1 and that in -226 it includes Celltrion and
2 Q. Okay. And the-- the second IPR 2 Samsung Bioepis, if I'm saying that correctly, in
3 is-1226, with respect to U.S. Patent Number 3 the -226 IPR.
4 10,888,601, correct? 4 Q. But otherwise, the two declarations that
5 A. Yes 5 you filed, your Exhibits 2058, are identical with
6 Q. And could we refer to that patent as the 6 the exception of the parties?
7  '601 patent today? 7 A. If I'm-- unless|'m forgetting
8 A. Sure. 8 something, | -- | believe they are, yes.
9 Q. Excellent. | seeyou've brought afew 9 Q. Okay. And for purposes of today's
10  documentswith you today. Which document -- what | 10 deposition, the answers you give will apply to
11 documents do you have in front of you? 11 both pending IPRs for the '601 and '681 patent
12 A. | have clean copies that were provided 12 unlessyou clarify. Isthat okay?
13 by counsel of the declarationsin the two matters 13 A. Tothe extent that the question is
14 that youjust referred to. 14 clear, yes.
15 Q. Okay. And are those two documents you 15 Q. We were discussing some differences
16 havein front of you Exhibit 2058 to the 1225 16 between the -- the two declarations, but there's
17 IPR? 17 no difference in your opinions for the '601 and
18 A. Yes 18 '681 patents in your Exhibit 2058 declaration,
19 Q. And Exhibit 2058 with respect to the 19 correct?
20 12261PR? 20 A. That's correct.
21 A. They are. 21 Q. And the declaration you prepared for
22 Q. Okay. I'mjust going to note for the 22 IPR-1225, for the '681 patent, does that have any
23 record that any documents that were exhibits to 23 analysis for any particular claims of the '681
24 the pending IPRs, welll use the existing exhibit 24 patent?
25  numbers, such as Exhibit 2058. Any new exhibits 25 A. Wall, both of the declarations refer
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Page 14 Page 16
1 back to the analysis that was done for the '338 1 Q. Okay. Did you speak with anyone at
2 patent in that prior IPR. And the anaysisis 2 Regeneron preparing your Exhibit 2058
3 the same -- the analysisthat | rely on to 3 declarations?
4 reach the opinions in both of these mattersis 4 A. | don't believe so, but | could be wrong
5 contained within the -- the declaration that was 5 there. Y ou know, I've spoken with Regeneron
6 done for that IPR. 6 counsel fromtimetotime. | don't believe
7 Q. But your -- your opinionsin your 7 they were involved as we prepared these.
8 Exhibit 2058 declarations don't provide any 8 Q. When you say "Regeneron counsel," are
9 analysis respect to the -- the claim elements 9 you referring to Mr. Caine and Mr. Wilk?
10 that are listed in the '681 and '601 patents? 10 A. No. Internal counsdl.
11 MR. CAINE: Objection; form. 11 Q. Interna in-house counsel for Regeneron?
12 THE WITNESS: Inall of my declarations, | 12 A. Yes
13 my opinion is based on economics rather than 13 Q. Who arethose individuals?
14 legal issues. And those claim-by-claim analysis, | 14 A. Andrew -- I'm sorry. I'm forgetting
15 tome, isalegal issue, and | don't -- | don't 15 hislast name. And another Andy, and I'm not
16 undertake that kind of analysis. 16 remembering hislast name either. I'm sorry.
17 BY MR. MARX: 17 Q. Andwas counsel from Arnold & Porter
18 Q. Soit'scorrect that you did not do a 18 present for those conversations as well?
19 claim-by-claim analysis for the '338 patent, '601 | 19 A. Yes
20 patent or '681 patent? 20 Q. Didyou speak with any litigation
21 A. That's correct. 21 counsel for Regeneron from the pending litigation
22 Q. When did counsel for Regeneron ask you |22 in West Virginiain preparing your Exhibit 2058
23 to prepare these Exhibit 2058 declarations? 23 declarations?
24 A. I'mnot remembering exactly. It was 24 A. No.
25 couple months ago. | don't remember exactly. 25 Q. Did you speak with any experts retained
Page 15 Page 17
1 Q. Okay. And did you draft the 1 by Regeneron in the pending patent litigation in
2 declarations that arein front of you? 2 West Virginia--
3 A. Yes, with the assistance of my support 3 A. Forthese--
4 staff. 4 Q. --inpreparing your Exhibit 2058
5 Q. How long did you spend, approximately, 5 declarations?
6 preparing these declarations? 6 A. No.
7 A. | don't haverecord of that. | don't 7 Q. And you're not relying on any opinions
8 remember. 8 from expertsin the pending West Virginia
9 Q. Do you recall your testimony with 9 litigation with respect to your opinionsin these
10 respect to your '338 patent | PR declaration that | 10 IPRs?
11 you billed Regeneron approximately $500,000? | 11 A. Not explicitly, no. Although, asI'm
12 A. | do. 12 sure you could understand, I've learned alot
13 Q. Soyou spent at least 500 hours, if we 13 about the entire constellation of issues, and
14 use your billing rate, preparing your opinionsin |14 what | know may or may not depend upon things
15 this matter? 15 that I've heard from a variety of people. And |
16 A. No. 16 couldn't segregate themin -- in all cases, |
17 Q. No? 17 suppose. But, you know, thisfact | learned
18 Weéll, you spent -- how much timedid you |18 there; this expert testified to that. It's not
19 spend preparing your opinions for the '338 patent | 19 like | can forget it and say, oh, well, | don't
20 IPR declaration? 20 know that anymore.
21 A. | don't know. 21 So I'm sure that, to some extent, my
22 Q. What'syour billing rate, Mr. -- or 22 view was already shaped by all of the experiences
23 Dr. Manning? 23 I've had in all of these different cases, but
24 A. My present billing rate is $1,050 per 24 I've not explicitly reviewed -- |'ve not
25 hour. 25 explicitly relied upon statements by counsel in
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Page 18 Page 20
1 -- or expertsin those other cases for preparing 1 A. Again, to the extent that it
2 these two declarations. 2 incorporates the declaration in the '338 patent,
3 Q. But the -- your complete opinionsin 3 yes. | -- well, | do not.
4 these pending IPRs are reflected in the text of 4 Q. Okay. If you could turn to Paragraph 7
5 your Exhibit 2058 declarations? 5 of one of those documentsin front of you,
6 A. Wédll, it alsoreferred -- these 6 Exhibit 2058. In Paragraph 7 you state you've
7 declarations also -- also refer to the 7 provided testimony in some different legal
8 declaration in the '338 IPR, as | mentioned 8 forums; is that correct?
9 before. So my opinion reflects those as well 9 A. Yes
10 -- or isreflected in -- in that report -- that 10 Q. Haveyou ever testified at trial ina
11 declaration as well. 11 patent case?
12 Q. Correct. Your Exhibit 2058 declarations |12 A. No.
13 incorporate the -- your ‘338 patent IPR 13 Q. Haveyou ever testifiedinan ITC
14 declaration by referring to it, correct? 14 proceeding?
15 A. Yes. 15 A. ITC meaning?
16 Q. And sitting here today, that -- sitting 16 Q. International Trade Commission.
17 here today, your Exhibit 2058 declarations, as 17 A. |--no. | believel -- just to be
18 well as your '338 patent |PR declaration, isthat | 18 clear, | was making sure you didn't mean the
19 the full extent of your opinionsin these pending | 19 International Chamber of Commerce.
20 IPRs? 20 Q. Okay. And when you say you testified in
21 A. It'smy affirmative opinion, yes. 21 aU.S. District Court proceeding, what are you
22 Q. Weéll, you referred to "you haven't 22 referring to?
23 explicitly relied on any experts from the pending | 23 A. Waéll, there are acouple of different
24 West Virginialitigation." | want -- do these 24 casesthat arelisted on my CV. | testifiedina
25 documentsin front of you reflect your full 25 case in the Western District of Michigan and --
Page 19 Page 21
1 opinionsin these pending IPRs? 1  sorry. Letmegotomy CV to remind myself.
2 A. Totheextent it's also incorporating 2 | may have been thinking of the Chancery
3 that -- the declaration from the '338 patent, 3 Courtin Delaware. So asisreflected onmy CV,
4 yes. 4 | -- | testified in the Chancery Court in
5 Q. And you don't have anything to add to 5  Delaware on Item Number 2; the Western District
6 your Exhibit 2058 declaration sitting heretoday, | 6  of -- of Michigan, Item Number 4. | submitted my
7 do you? 7  declaration, which | -- which | understand is
8 A. | donot. 8 testimony in Item Number 14, the '338 IPR.
9 Q. And you still agree with the opinions 9 And asointhe Western -- in the - in
10 set forth in your Exhibit 2058 declarations? 10  ahearing -- adeposition -- a-- atria-like
11 A. |do. 1 hearing in Item Number 22 in the U.S. Bankruptcy
12 Q. Do you have any corrections to your 12 Court for the District of Delaware.
13 Exhibit 2058 declarations? 13 Q. Werethose patent litigations,
14 A. | donot. 14 Dr. Manning?
15 Q. Andyou don't have any modificationsto | 15 A. No.
16 your declarations? 16 Q. Andwhen you say in Paragraph 7 you
17 A. | donat. 17 provided testimony --
18 Q. Do you have plansto provide any 18 A. Well, other than PT -- other than,
19 written supplementation to your Exhibit 2058 19  sorry, the IPR on '338 was a patent litigation,
20 declarations? 20  yes--well, of sorts.
21 A. Not presently, no. 21 Q. When you say the IPR '338, you're -- you
22 Q. And sitting here today, you don't have 22 provided testimony -- are you referring to the
23 any additional opinions or comments that you 23 declaration you submitted in the '338 patent IPR?
24 intend to provide in these pending | PRs that 24 A. Yes.
25 aren't stated in your declarations, correct? 25 Q. Arethere any other Patent and Trademark
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Page 22 Page 24
1 Patent Trials and Appeals Board declarationsthat| 1 wasthe key economic characteristic that forms my
2 you submitted outside of the ‘338 patent IPR 2 --that forms my opinion -- on -- on which | base
3 declaration? 3 my opinions, recognizing that that link takes
4 A. Not -- no. 4 -- incorporates -- incorporates all of the -- the
5 Q. Doesyour Exhibit 2058 declaration 5 discussion and analysis that was done in the '338
6 include alist of documentsthat you reviewedin | 6 declaration, | relied primarily on those.
7 preparing that declaration? 7 There are -- aswe wrote -- as | wrote
8 A. By referencetothe IPRin patent number | 8  thisdeclaration being a-- asummary, | cited to
9 '338, it doesn't have -- that -- that has a list 9  thosethingsthat seemed relevant and important.
10 of documents considered. Thishasreferencesin |10  Asl doinall of my -- my reports or
11 the footnotes to documents, but it does not 11 declarations, | used my judgment.
12 include a -- you know, alist of documents 12 Q. Does-- did you provide any updated
13 considered beyond that. 13 Regeneron financial information in your Exhibit
14 Q. Okay. But everything you'veconsidered |14 2058 declarations since --
15 iscited in your Exhibit 2058 declarations, 15 A. Updated --
16 correct? 16 Q. --your '338 patent IPR declaration?
17 A. Totheextent that it includes the 17 A. No.
18 materialsin the -- the declaration for the '338 18 Q. Did you request any document -- ayes
19 patent IPR, yes. 19 or no question: Did you request any additional
20 Q. Okay. And the'338 patent IPR 20  documents from Regeneron counsel with respect to
21 declaration is cited in your Exhibit 2058 21 your IPR Exhibit 2038 declarations?
22 declarations, correct? 22 A. Not that | recall, no.
23 A. It'sreferenced, yes. 23 Q. You mentioned Dr. Do, did you speak with
24 Q. Soit'scorrect that everything you've 24 Dr.Do?
25 considered is cited or mentioned in your Exhibit | 25 A. Prior -- in relation to the '338
Page 23 Page 25
1 2058 declarations in these matters? 1 declaration, | did, yes.
2 A. Isthat not the same question you just 2 Q. Didyou speak to Dr. Do with respect to
3 asked? 3 her opinions on the '601 and '681 patents?
4 Q. Wéll, you -- you said, well, the '338 4 A. |didnot.
5 patent, but the '338 patent IPR declaration is 5 Q. Didyou review adraft of her
6 cited there as well, correct? 6 declaration --
7 A. ltis. 7 A. Um--
8 Q. Soit'scorrect that everything you've 8 Q. --inthe'601 and '681 patent |PRs?
9 considered in these pending IPRsiscited inyour | 9 A. | didreview adeclaration. I'm not
10 Exhibit 2058 declarations, correct? 10 remembering at the moment whether it was a draf
11 A. Tothe extent that the '338 declaration 11 or afinal.
12 encompasses the materialsthat | considered for | 12 Q. Haveyou reviewed Dr. Do's fina
13 that declaration. So every document that is 13 declaration submitted in the '601 and '681 patent
14 in that declaration is not cited here, but 14 IPRs?
15 everything -- so citing to that document 15 A. Aslsad, | -- I'vereviewed a
16 incorporates -- my understanding isthat | 16 declaration. | don't recall whether it wasa
17 intended to incorporate all of the documents 17 draft or final or, in fact, whether -- whether |
18 cited there. 18 citetoit here.
19 Q. Okay. How did you determine what 19 | citeto her declaration in IPR-1225
20 documents to review in connection with your 20 -- sorry, Exhibit 2056. So | presumethat isthe
21 Exhibit 2058 declarations? 21 final, April 1st, 2023.
22 A. Knowing that -- well, understanding that | 22 Q. But you can't re -- you can't recall
23 Dr. Do, whose opinion | relied upon for thelink | 23 whether you reviewed Dr. Do's final declaration
24 between the patents and the extended dose -- the | 24 or adraft of her declaration?
25 eight-week dosing feature, recognizing that that | 25 A. Wédll, | may have seen adraft. But |
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Page 26 Page 28
1 cited to her final, so I've seen her final as 1 THE WITNESS: Not that aren't -- not
2wl 2 that aren't reflected in the declaration -- the
3 Q. Okay. Your Exhibit 2058 declarations 3 prior declaration for the '338 patent. 1'd say
4 asocite adeclaration from Jennifer Colyer? 4 that her -- her declarations strengthen my view
5 A. Yes. 5 as expressed there.
6 Q. Did you speak with Ms. Colyer? 6 BY MR MARX:
7 A. Not in preparing this, no. 7 Q. You mentioned that you reviewed Dr. DO's
8 Q. Haveyou ever spoken with Ms. Colyer? 8 declaration, correct?
9 A. | can't becertain. She may have been 9 A. Yes
10 one of the people | spoke to in preparing for the 10 Q. And| believe you said that she opined
11 '338declaration. | did speak to a handful of 11 on alink between the '601 patent, the '681
12 Regeneron business executives. She may havebeen |12 patent and the eight-week dosing regimen. Is
13 oneof them. | don't remember exactly. 13 that an accurate summary of what you relied on
14 Q. Okay. So sitting here today, you can't 14 Dr. Do for?
15 recall if you've spoken to Ms. Colyer before or 15 A. | believeso. | mean, | -- | take her
16 not? 16 asamedical and technical expert to provide a
17 A. Not by -- not -- not with certainty, but 17 link between the patents and its claims and the
18 I did -- 1 did speak with people that would bein 18 eight-week dosing.
19  similarroles, | -- as| understand. 19 Q. You mentioned the eight-week dosing. Is
20 Q. But at least with respect to your 20 there any other link between the '601 patents and
21 Exhibit 2058 declarations, you did not speak with 21 '681 patents and Eyleathat you are providing,
22 Ms. Colyer? 22 other than the eight-week dosing regimen?
23 A. No. 23 A. My understanding is that the eight-week
24 Q. Okay. Did you review adraft of 24 dosing regimen is the issue at -- before the
25  Ms. Colyer'sdeclaration? 25 PTAB, so, no, my -- my opinion is focused on the
Page 27 Page 29
1 A. | believel reviewed the final, but | 1 eight-week dosing interval.
2 may have seen adraft aswell. 2 Q. Andit'snot focused on any other
3 Q. What opinions are you relying on 3 elementsin the '601 patent and '681 patent
4 Ms. Colyer for in this matter? 4 claims; isthat correct?
5 A. Well, | saw her opinion as-- her -- her 5 A. Again, | don't have opinions about
6  declaration, which isfairly short, as something 6 specific claim-by-claim analysis. | take from
7 that provided context to the -- the marketing and 7 Dr. Do theimplication that the patents relate to
8  advertising efforts that Eylea had -- or that 8 the eight-week dosing interval, as |'ve stated in
9  Regeneron had done for Eylea. Sherefersto some 9 my -- in the declaration here.
10 direct-to-consumer -- her television advertising 10 So if there are other things there
11 effortsthat have been done on -- in a couple of 11 that -- | wouldn't have an opinion about them.
12 specific years, and | took note of that. And so 12 Q. We briefly discussed, you're aware of
13 they shaped my general view; didn't change my 13 additional documents as Regeneron's expert in the
14 view, but informed my thinking about marketing 14 pending West Virginialitigation, correct?
15 and advertising. 15 A. Yes
16 Q. What isyour opinion concerning 16 Q. You're aware of additional Regeneron
17 marketing and advertising for Eylea? 17 financial information and additional marketing
18 A. Well,it'scomplicated. | mean, 18 studies that Regeneron's produced in the
19  it's-- that would take me -- do you have amore 19 litigation, correct?
20 specific answer -- or question? 20 A. Asl sit here, | -- I'm not thinking of
21 Q. Well, out -- outside of your citations 21 anything -- I'm not remembering anything that is
22 toMs. Colyer'sdeclaration, do you have any 22 substantial. | know there -- there are some
23 additional opinions concerning marketing and 23 slight differencesin that declaration, as
24 advertising for Eylea? 24 opposed to the 338 deposition -- or sorry, ‘338
25 MR. CAINE: Objection; form. Go ahead. 25 declaration. But additiona studies, | -- if --
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CONFIDENTIAL - UNDER PROTECTIVE ORDER

Page 30 Page 32
1 I'd need to be -- need to be reminded if there's 1 commercia successes and objective indicia of
2 something significant. 2 nonobviousness. And | take that to mean
3 Q. What "dight differences’ between your 3 evaluating the product, the patented features
4 expert report in the West Virginialitigationand | 4 of the product and itslink or nexus to the
5 your Exhibit 2058 declarations are you referring | 5 commercia success of the product.
6 to? 6 Q. What "patent features' are you referring
7 A. Waéll, in particular, I'm thinking of 7 to?
8 -- so0 the Medicare Part B utilization data, anew | 8 A. Waell, as| describein the report,
9 year had become available of product utilization, | 9 Paragraph 14 recites the abstract of the '681
10 as had another year of Medicare pricing data. 10 patent. The present invention provides methods
11 And so since those were available and they were | 11 for treating angiogenic eye disorders by
12 pri -- pre -- previously lagging the other 12 sequentially administering multiple doses of the
13 analyses by ayear, | did updatein that 13 VEGF antagonist to a patient. The methods of the
14 litigation the -- those two series, but those are 14 present invention include the administration of
15 not Regeneron data. Those were Medicare data. | 15 multiple doses of aVEGF antagonist to a patient
16 Q. Why didn't you refer to that additional 16 at afrequency of once every eight or more weeks.
17 information that was available in your Exhibit 17 The methods of the present invention are useful
18 2058 declarations? 18 for the treatment of angiogenic eye disorders
19 A. It didn't seem necessary. | aready had 19 such as age-related macular degeneration,
20  theinformation sufficient, in my opinion, to 20 diabetic retinopathy, diabetic macular edema,
21 reach my opinion in the '338 declaration, and so |21 central vein -- vein occlusion, branch retinal
22 | stood there. 22 vein occlusion and corneal neovascularization.
23 Q. Andyou'refamiliar withtheterm ATU, |23 | then go on to say that | understand,
24 correct? 24 generally -- in Paragraph 17, "Generally, |
25 A. Yes. 25 understand that the '681 patent describes a
Page 31 Page 33
1 Q. And you're aware that Regeneron provi 1 dosing regimen directed to treat -- treating
2 -- conducts quarterly ATU surveys, correct? 2 angiogenic eye disordersin patients who do not
3 A. Yes 3 have three exclusion criteria And | described
4 Q. Andyou did not discuss ATU surveysin 4 there -- going on, finishing with the statement
5 your Exhibit 2058 declaration except for 2013 and 5 that "The doses are administered at at least
6 one from 2020, correct? 6 eight week -- eight weeks following the preceding
7 A. I'd haveto go back and confirm that, 7 dosein the tertiary dosing phase," or what |
8 but there are, as | recall, severa others that 8 aso have referred to as the "maintenance phase.”
9 arereferred to in the '338 declaration. 9 So the eight-week dosing interval isthe
10 So | -- | would want to go back and look 10 primary feature that | evaluate and that my
11 at the '338 declaration to see exactly how many | 11 opinion concludes has a clear link to the
12 or what I've referred to, but, you know, since 12 commercial success of Eylea.
13 thisrefersto that, | don't think that's 13 Q. Okay. Andjust to clarify, | believe
14 accurate that 1've only referred to those two 14 you said Paragraph 17 but you refer -- you were
15 IPRs -- or, sorry, ATU surveys. I've certainly 15 reading from Paragraph 15, correct?
16 reviewed many more than two. 16 A. If | said 17, | wasincorrect.
17 Q. Dr. Manning, could you turn to 17 Q. Okay. And the -- the patented features
18 Paragraph 9 in your Exhibit 2058 declarations? | 18 for the '681 patent that are relevant to your
19 Isit correct that in these pending 19 commercial success opinionsisthe eight-week
20 IPRs, you're only offering opinions, quote, 20 dosing regimen; is that correct?
21 concerning commercial success as an objective | 21 A. Wéll, | would point out that it does
22 indicia of non-obvious [sic], closed quote; is 22 say -- the abstract reads once every eight weeks
23 that correct? 23 or -- eight or more weeks, but the eight-week
24 A. My opinionis-- well, it saysherel 24 dosing regimen is a-- afundamental feature
25 was asked to evaluate and testify concerning the | 25 about which | am -- that | am analyzingin
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CONFIDENTIAL - UNDER PROTECTIVE ORDER

Page 34 Page 36
1 reaching my opinions. 1 the product that extended beyond el ght-week
2 Q. What other patented features, with 2 dosing -- dosing. And since | had expressed that
3 respect to the '681 patent, are relevant to your 3 in the prior '338 patent IPR, | wanted to make
4 commercia success opinionsin thispending IPR? 4 sure that you didn't misunderstand.
5 A. IntheseIPRs, the eight-week dosing 5 Q. Sure. And sojustto clarify, with
6 feature is -- the eight-week dosing isthe 6 respect to your opinions for the '601 patent and
7 feature that is at issue. 7 '681 patents, efficacy is not one of the features
8 Q. Okay. Haveyou offered any opinionson | 8 that you evaluated, correct?
9 other patented features outside the eight-week 9 A. That's correct.
10 dosing regimen? 10 Q. And when you say "Eylea has superior
11 A. Inthis matter? 11 efficacy to Lucentis," are you referring to
12 Q. Yesh. Inthese pending IPRs? 12 Dr. Do's opinions?
13 A. No. Well, not that | recall, but these 13 A. No. I'mreferring back to the -- my
14 -- that -- that isthe -- that is the feature 14 declaration in the '338 patent -- '338 IPR. |
15 that is at issue here. There's probably some 15 believe Dr. Brown citesto that. But I've also
16 reference -- well, there is some referencein 16 looked at the study in its published form, and so
17 the '338 declaration about Eylea being more 17 my recollection is based on reading -- looking at
18 efficacious in some settings and that might have | 18 that. Andtothe--1'm--and| know that |
19 an impact on some of the datathat | see, more 19 citeto that or | discussthat in -- inthe-- in
20 efficacious than the alternative products in some | 20 the declaration for the '338 patent.
21 settings. And so thereisa-- to the extent 21 Q. Why, inyour opinion, does Eylea have
22 that | talk about efficacy or the efficacy of the 22 superior efficacy to Lucentis?
23 product in those settings, those are not one of 23 A. I'mnot atechnical expert. | can't
24 the patented features covered by these two 24 tell you the chemical or medical reasons -- or
25 patents, but it is a feature of the product that 25 biolog -- biochemical, | should say.
Page 35 Page 37
1 | do mention in th -- in that report or that 1 Q. Sowhat isthe basisfor your opinions
2 declaration. 2 that Eylea has superior efficacy to Lucentis?
3 Q. What do you mean when you say 3 A. Wedll, aswetaked, | donot -- I'm
4 "efficacy"? 4 not expressing an opinion that there's a genera
5 A. | mean effectiveness at treating an -- 5 -- within the context of these IPRs and the prior
6 certain angiogenic eye disorders. 6 -- the '338 patent PR, that's not a part of
7 Q. Okay. And that efficacy is-- isthat a 7 my analysis, with -- with the exception of
8 feature of the '681 patent? 8 discussing how that affects data that might show
9 A. Asl have said, the features of '681 and 9 utilization of -- of Eylea, as opposed to
10 the '601 patent that I'm concerned with hereis 10 Lucentis or Avastin.
11 the eight-week dosing. But as| interpreted your |11 So | guess| don't really understand the
12 question to ask me whether | had any opinions | 12 question in the sense that "why do | think it is
13 about anything outside of those, | said that the | 13 more efficacious'? Well, thereis evidenceto
14 -- s0, for example, the protocol T study, which | | 14 suggest that, at least in some circumstances, it
15 do refer to in the '338 patent declaration, shows | 15 is. So | would just go back to the discussion |
16 that Eylea has superior efficacy to Avastin 16 already went through on the protocol T study.
17 -- or, sorry, to Lucentisin diabetic macular 17 Q. Sotheprotocol T study isthe basis for
18 edemafor patients with worse initial visual 18 your opinion that Eyleais more efficacious than
19 acuity. That was something that | talked about | 19 Lucentis; isthat correct?
20 in that -- in that declaration. 20 MR. CAINE: Objection; form.
21 Again, it is not one of the covered 21 THE WITNESS: So whether -- | think |'ve
22 features that | evaluate for these | PRs, but 22 answered the question in terms of whether there's
23 since you asked me whether | had an opinion 23 something outside of -- whether I'm expressing in
24 -- | interpreted your question, anyway, asasking | 24 this proceeding an opinion about efficacy, and
25 whether | had any views that -- on features of 25 I'm not. | simply said that there is evidence
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CONFIDENTIAL - UNDER PROTECTIVE ORDER

Page 38 Page 40
1 that bearsto some of the utilization data that 1 use the declarations of Exhibit 2058 and the '338
2 | reviewed for the '338 proceeding that 2 patent as the entirety of my -- sorry, the '338
3 demonstratesalevel of ec -- efficacy ina 3 declaration as the entirety of my opinion. But |
4 setting that might have a bearing on what data 4 do believe that the analysis and -- and opinions
5  show. 5 expressed, asit -- asit says in Paragraph 22,
6  BY MR.MARX: 6 expressed in that prior declaration, do capture
7 Q. Allright. But you testified you're not 7 my opinion about the issue at hand.
8 aclinician, correct, Dr. Manning? 8 Q. Dr. Manning, what additional opinions
9 A. I'mnot. 9 concerning commercial success of Eyleawith
10 Q. You'renot amedical doctor? 10 respect to the '601 patent do you have that are
11 A. I'mnot. 11 not included in your '338 patent IPR declaration?
12 Q. You'renot achemist? 12 A. Asl sithere | -- | can't think of
13 A. I'mnot. 13 any.
14 Q. And you're not adrug formulator, 14 Q. And would the same be true for the '681
15 correct? 15 patent, your opinions concerning the commercial
16 A. I'mnot. 16 success of Eylea are with respect to your '338
17 Q. And with respect to your Exhibit 2058 17 patent IPR declaration?
18  declarations, isit correct that your opinions 18 A. Yes. Asl sit here, as Paragraph 22
19  con -- concerning commercial success of Eyleaare 19 says, my opinions regarding the link between
20  Paragraphs 20 through 22 of that dec -- those 20 commercia success and the dosing interval, the
21 declarations? 21 eight-week dosing interval, are
22 A. Well, Paragraphs 20 through 22 do 22 reflected/captured in my declaration for the '338
23 summarize my views about commercial success, ref 23 patent.
24 -- referring to and incorporating the declaration 24 Q. And your Exhibit 2058 declarations
25  that | submitted as part of the 2021 '881 PTAB 25 provide no additional opinions with respect to
Page 39 Page 41
1 hearing -- PTAB proceeding, which isthe -- 1 commercia success for the'601 and '681 patents,
2 regards the '338 patent. 2 correct?
3 So | wouldn't say that those three 3 A. | wouldn't say that. | would -- | would
4 paragraphs capture my entire -- the entirety of 4 refer to Paragraph 20 in saying that | maintain
5 my opinion, but they summarizeit and reflect and| 5 my opinions that Eylea has been commercially
6 refer to the prior declaration where my opinion 6  successful -- acommercialy successful biologic
7 is expressed in greater -- to a greater extent -- 7  therapy for angio -- angiogenic eye disorders;
8 in greater detail. 8  that the 8-week dosing interva in the
9 Q. Okay. Yeah. And, correct, in 9  maintenance phase has been an important driver of
10 Paragraph 22, it cites to your prior ‘338 patent 10  demand; and that potential ex -- explanations are
11 IPR declaration as to why, in your opinion, 11 not sufficient to explain Eylea's commercial
12 Eylea'sacommercia success for the '681 and 12 successto the exclusion of the 8-week
13 '601 patents, correct? 13 maintenance dosing interval.
14 A. 22 says, "Inlight of this 14 Those are my opinions, incorporating the
15 understanding, the opinions and analyses 15 anaysisand opinions of the '338 declaration.
16 presented in my prior declaration for 16 Q. Right. And those opinions are based on
17 IPR2021-00881 also apply to theclaimsof the | 17 what's set forth in your '338 patent IPR
18 '681 patent and the '601 patent." 18  declaration, correct?
19 Q. And sitting here today, that's a correct 19 A Yes
20 statement? 20 Q. Do you have any additional opinions
21 A. Yes 21 concerning Eylea's commercial success with
22 Q. Do you have any additional opinionswith | 22 respect to the '601 patent and '681 patents that
23 respect to the '601 and '681 patents beyond 23 isnot set forth in your '338 patent IPR
24 what'sinyour '338 patent IPR declaration? 24 declaration?
25 A. Totheextent -- well, | would want to 25 A. Thereisno new analysisin these
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Page 42 Page 44
1 declarations. Thereisreference to the 1 in color in my original declaration, they seem to
2 framework to what patents are, to my 2 be-- or it -- sorry, it -- it appears to be the
3 understanding of how the dosing reflects -- is 3 same document for each of the two proceedings.
4 reflected in those. And then | reference back to 4 And with the exception of the color -- absence of
5 the'338. 5 color, it does seem to be the same.
6 So the thing | want to be careful about 6 Q. Allright. Anddidyou re--didyou
7 isjust to say that | don't -- | don't want it to 7 review this document in preparing for today's
8 be understood that | don't have an opinion about | 8 deposition?
9 the '601 and the '681 patents. My understanding, | 9 A. ldid.
10 from an economic perspective, is that the 10 Q. And Exhibit 2059, the pending IPRs,
11 -- these patents embody an economic 11 that's what you rely on with respect to your
12 characteristic of the product that is also 12 commercial success opinions for the '601 patent
13 embodied in the '338 patent. And so to the 13 and '681 patent, correct?
14 extent that these declarations tie that opinion 14 A. Yes.
15 to these patents, that's what | want to be 15 Q. And except for the cover page on these
16 careful not to say that | don't have an opinion 16 documents, Exhibit 2059 isidentica in both
17 about. 17 pending |PRs?
18 Q. Waéll, that -- the characteristic you're 18 A. Unless|'m missing something, the cover
19 referring to is the dosing regimen for Eylea, 19 pages are identical in these two -- on these two
20 correct? 20 documents.
21 A. The eight-week dosing interval, yes. 21 Q. | believe one -- they have different
22 Q. Isthere any other characteristic that 22 -- they refer to different IPRs -- that's the
23 you're referring to as the basis for your 23 only difference, correct -- on the bottom
24 commercial success opinionsin these |PRs? 24 right-hand corner.
25 A. No. 25 A. Inthe exhibit rectangle, yes.
Page 43 Page 45
1 Q. And you don't have any analysis of 1 Q. But otherwise, Exhibit 2059 isthe same
2 additiona claim elementsin the '601 patent and 2 between both pending |PRs?
3 '681 patent claims beyond the dosing regimen, 3 A. They appear to be. | would haveto do a
4 correct? 4 more careful review to make sure there's no
5 A. That's correct. 5 difference but, yes.
6 Q. I'mgoing to have the court reporter 6 Q. Okay. And sitting here today, do you
7 hand you two documents. 7 have any corrections to Exhibit 2059, your ‘338
8 MR. MARX: No exhibit number. Sorry. 8 patent IPR declaration?
9 Thisis-- the first document is Exhibit 9 A. No. Not -- not that | currently havein
10 2059 to IPR 2022-1225 for the '681 patent. 10 mind, no.
11 The second document is Exhibit 2059 to 11 Q. And sitting here today, do you have any
12 IPR 2022-1226. That's for the '601 patent. 12 modifications to Exhibit 20597
13 (Previously marked Exhibit No. 2059 to 13 A. No.
14 IPR2022-1225 for the '681 patent was introduced.) 14 Q. I'mgoing to have the court reporter
15 (Previously marked Exhibit No. 2059 to 15 mark as Manning Exhibit 101 -- thisis a copy of
16 IPR2022-1226 for the '601 patent was introduced.) 16 your ‘338 patent I PR deposition transcript with
17 BY MR.MARX: 17 the errata appended to the end of it.
18 Q. And, Dr. Manning, we've been talking 18 (Manning Exhibit No. 101, a copy of Dr.
19  about your '338 patent IPR declaration. Is 19 Manning's '338 patent | PR deposition transcript,
20  Exhibit 2059 from both the pending IPRs in this 20 with errata attached, was introduced.)
21 matter a copy of your ‘338 patent declaration 21 BY MR. MARX:
22 that we've been discussing? 22 Q. Dr. Manning, do you have Exhibit 101 in
23 A. Let melook at them for amoment. 23 front of you?
24 Well, with the exception of the fact 24 A. |do.
25  that thefiguresare not in color and they were 25 Q. And have you seen this document before?
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Page 46 Page 48
1 A. Yes. 1 bounds of what were my opinions at the time.
2 Q. Canyou confirm that thisis a copy of 2 And so | guess I'd just want to be careful not to
3 your deposition transcript from IPR 2021-881 and 3 make -- be careful to make sure that things that
4 aso includes your errata sheet to that 4 might have seemed outside -- or seemed to me to
5 deposition? 5 be outside the bounds of that proceeding would
6 A. Itlooksto be. 6 also seem to me to be outside the bounds of this
7 Q. Didyou review your -- your deposition 7 proceeding.
8 transcript from the '881 patent proceeding -- or 8 Q. Okay. But you don't have any
9 '881 IPR proceeding to prepare for today's 9 corrections or changes to that testimony in your
10 deposition? 10 Manning Exhibit 101, correct?
11 A. No, not specifically. 11 A. Notasl sit here, no.
12 Q. When'sthelast time you reviewed your 12 I'm sorry. | just noticed that | had
13 deposition transcript from the '881 IPR 13 said that May 4th wasthe last time | reviewed
14 proceeding? 14 this, and | -- | was looking at the date of the
15 A. Probably when | submitted the errataon | 15 deposition. And my -- the signature dateis
16 May 4th of 2022. 16 actually May 24th, so that would be the last
17 | may have looked at it again since 17 time. Just to be correct, that would be the last
18 then, but | don't have a clear memory of doing 18 time| had a clear memory of reviewing this
19 so. 19 transcript.
20 Q. Wall, does your testimony in Manning 20 Q. And any changes or corrections or errors
21 Exhibit 101 accurately reflect your opinions 21 in the deposition transcript would be noted in
22 today? 22 your errata sheet from May 24th, correct?
23 A. Asfarasl recal, yes. 23 A. Yes
24 Q. And do you still agree with your 24 MR. MARX: WEe've been going about an
25 testimony you provided in Manning Exhibit 101?| 25 hour, David.
Page 47 Page 49
1 A. | don't have any specific recollection 1 MR. CAINE: Yep.
2 of thingsthat | missed -- said by mistake or 2 MR. MARX: Well take abreak, and I'll
3 something, but -- or other -- otherwise would 3 open up the phone line again.
4 want to restate. But, you know, pending that, 4 MR. CAINE: Soundsgood. Thank you.
5 yeah, | would stand by it. 5 THE VIDEOGRAPHER: Did you want to go
6 Q. Right. Sositting hereright at this 6 off the record?
7 moment, you don't have any corrections to the 7 MR. MARX: Yeah. Off therecord,
8 testimony you provided in Manning Exhibit 101, 8 please.
9 correct? 9 THE VIDEOGRAPHER: We're going off the
10 A. 1donot. Not beyond the errata. 10 record. Thisisthe end of MediaUnit 1. The
11 Q. And you don't have any modifications to 11 timeis10:14 am.
12 the testimony you provided in Manning Exhibit 101 12 (Recess taken.)
13 outside of the errata that's included, correct? 13 THE VIDEOGRAPHER: We're back on the
14 A. No. 14 record. Thisisthe beginning of Media Unit 2.
15 Q. And do you agree that since your 15 Thetimeis10:27 am.
16 opinions on the commercia success for the '601 16 BY MR. MARX:
17 and '681 patent are based on your analysis for 17 Q. Dr. Manning, now that you have your '338
18 the '338 patent, that your testimony in Manning 18 patent IPR declaration, Exhibit 2059, in front of
19 Exhibit 101 applies, likewise, to these pending 19 you, since you issued that declaration you
20 IPR proceedings? 20 haven't cited in your Exhibit 2058 declarations
21 A. Tothe-- to the extent that it stays 21 any updated Regeneron information, correct?
22 within the bounds of these proceedings, yes. | 22 A. No. My understanding -- well, no,
23 mean, | -- | don't have a clear memory, but | can 23 | don't -- not to my current recollection and
24 -- | -- I know there were a couple of questions 24 understanding, unless| -- | -- you know, | think
25 that, as | recall, seemed to go outside the 25 I looked through it once before and didn't see
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Page 50 Page 52
1 anything. But if -- | mean, it wouldn't be 1 Q. And you didn't provide any discussion of
2 impossible that someone would say, well, 100k, 2 copay programs of Eyleain your Exhibit 2058
3 this declar -- this exhibit is different from 3 declarations, correct?
4 that exhibit and | would have to say, oh, yes, 4 A. 1donot.
5 but my understanding is that not. 5 Q. Butyou're aware that copay programs
6 Q. Okay. And, for example, in Exhibit 6 exist for Eylea?
7 2059, if you could turn to Page 157, thisis the 7 A. lam.
8 end of your attachment B1. 8 Q. Areyou aware of the EYLEA4U copay
9 A. I'msorry. Pagewhat? 9 program that Regeneron provides?
10 Q. 157 of 289. 10 A. Let mego back and maybe amend my
11 A. Okay. 11 pre -- prior answer, because | -- EYLEA4U is
12 Q. Andin Exhibit 2059, you discuss, quote, | 12 something that | have been aware of. | don't
13 most recent |abel, closed quote, and for Eylea 13 -- as| sit here, | don't remember exactly
14 that was March 2021, correct? 14 whether or not it was discussed in -- I'd have to
15 A. That iswhat it says on the page. 15 go back and review '338 again to make sure I'm
16 Q. Youdon't provide any analysisin your 16 speaking correctly. But | wouldn't say | was
17 Exhibit 2058 or 2059 of Eylea's current label, 17 unaware of it, but it was not amgjor discussion
18 correct? 18 point in the '338 declaration.
19 A. Inthis matter -- just to make sure | 19 Q. Sowhen you issued your Exhibit 2059
20 didn't include any updated label information-- 1 | 20 declaration for the '338 patent, were you aware
21 do know there's been be an update to the label 21 that copay programs were available for Eylea?
22 since then. 22 A. Well, to the extent that -- well, what
23 So | believe my only reference to the 23 kind of co- -- what do you mean, specifically?
24 label isto that same March of ‘21 label. Let me | 24 Q. Widll, you're -- you're aware that
25 make -- 25 Regeneron offers a program called EY LEA4U
Page 51 Page 53
1 Q. Youdon't cite or discuss the current 1 E-Y-L-E-A the number 4 and the letter U, correct?
2 label for Eylea, correct? 2 A. Yes.
3 A. Tothe extent that it has been modified 3 Q. And that's acopay program, correct?
4 since then, | do not. 4 A. | believeit encompasses other thingsin
5 Q. Why didn't you provide any opinions 5  addition to copay assistance, but | -- I'm aware
6 concerning the current Eylea label with respect 6  ofit
7 to your Exhibit 2058 and 2059 declarations? 7 Q. Andinyour ex -- your Exhibit 2059
8 A. My understanding isthat the only 8  declarations, aswell asyour Exhibit 2058
9 modification to the label since then isrelevant 9  declarations, you don't discuss any copay
10 to asmall -- arelatively small modification to 10  support available for Eylea, do you?
11 another indication for a pediatric indication, 11 A. Let mego back to the '338 declaration
12 retinopathy prematurity, or I'm not sure I'm 12 for amoment.
13 saying that correctly or remembering exactly, but | 13 Well, in Section 10 | do discuss various
14 my recollection is that that was the change to 14 issuesthat | explain cannot be -- that Eylea's
15 the label, isthe added -- the addition of one 15 commercial success cannot be explained by factors
16 new indication that wasn't relevant to my opinion| 16 not related to the claimed methods of treatment.
17 in these matters. 17 Andso | discuss sampling and discounting and
18 Q. Sothe-- the current label from August 18  rebate programs and marketing effortsin that
19 of 2022 for Eyleadoes not changethe opinions |19  section, al of which | conclude are not -- do
20 that you've expressed in Exhibit 2058 and 2059? | 20 not explain Eylea's commercial success to the
21 A. Not to my understanding, no. 21 exclusion of the patented features at issue here.
22 Q. Okay. Andinyour Exhibit 2059 22 I'd have to go back and look at those
23 declaration, you don't discuss any copay programs 23 pages again to see what exactly | said and
24 available for Eylea, correct? 24 whether | referenced EYLEA4U or not, but those
25 A. | donat. 25  arethekinds of issuesthat | would have been
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Page 54 Page 56
1 thinking about. So -- 1 Q. Haveyou ever heard of the term "field
2 Q. Well, I -- I've looked through your 2 support team"?
3 declaration and | don't see EYLEA4U or copays | 3 A. I'veheard of similar terms. It could
4 discussed anywhere, so | -- I'm -- 4 mean different things. So I'd like to know what
5 A. Yeah. | -- 1 don't dispute that. 5  youmean by it.
6 | -- I would want to look at it again to make 6 Q. What's your understanding of a-- a
7 sure. But they are -- it is of the sort of thing 7  field support team?
8 that | considered and concluded that it was not. 8 A. It could be any number of things: Sales
9 Q. Waell, if you considered it, why isit 9  representatives. It could be physicians who
10 not discussed in your -- your declarationsin 10 speak with other physicians about issues that
11 these matters? 1 arise. It could be, you know, people who help
12 A. Waell, it isdiscussed in the sense that 12 patientswith questions they have. | would want
13 Section 10 discussesissues such asdiscountsand | 13 to know spe -- it could mean a number of
14 rebate programs such as sampling, other waysthat 14 different things.
15 might be thought of that someone might think of | 15 Q. Areyou aware that Regeneron has sales
16 as assisting patientsin asimilar way -- in the 16 representatives for Eylea?
17 same way that a copay assistance program might. | 17 A. Yes.
18 But | -- sorry. Just amoment. 18 Q. And do you discuss Regeneron sales
19 So in Attachment D1, Page 171 of 289, 19  representativesat al in your declarations?
20 thereisaline for Eylea copay assistance. 20 A. Tothe extent that they are part of the
21 So they are considered. | did not discuss them 21 "people expenses," they would have been included
22 specificaly, but they are -- | -- | was aware of 22 in--inthat part of the marketing effort. |
23 them and they arein the report. But | do not 23 don't know that | specifically identify sales
24 believe -- did not believe and do not believe 24 repsinthereport. | -- 1'd haveto go back and
25 that they, to the exclusion of the patented 25  look.
Page 55 Page 57
1 features, are the source of Eylea's commercial 1 Q. Do you know how much Regeneron spends on
2 SUCCESS. 2 salesreps for Eylea?
3 Q. Okay. Andjust soI'm clear, Exhibit 3 A. Not specificaly, no. | know they're
4 -- Page 171 of Exhibit 2059, rebates are a 4 --1 know thetotal reported people expenditures
5 separate line item from copays, correct? 5  for--inthe Eylea P&L that was produced.
6 A. Yes 6 Q. Do you know if that lineitem
7 Q. And chargebacks are a separate line item 7 incorporate -- includes sales representatives?
8 from copays? 8 A. My understanding isthat it does.
9 A. Yes. 9 Q. Inyour Exhibit 2058 and 2059
10 Q. And discounts are a separate line item 10 declaration, you don't discuss the pending
11 from copays? 11 litigation between the United States and
12 A. Yes. 12 Regeneron concerning the Chronic Disease Fund,
13 Q. Butinthe-- thetext of your reports 13 doyou?
14 or your declarations in these matters, you 14 A. |donot.
15 haven't discussed copay assistance availablefor | 15 Q. But when you prepared your Exhibit 2059
16 Eylea, have you? 16  declaration -- or 2058 declarationsin these
17 A. | would accept your representation with 17  matters, you're aware -- you were aware of the
18 the proviso that I'd want to go back and verify 18  --thelitigation concerning the CDF between U.S.
19 it. 19 and Regeneron, correct?
20 Q. Areyou-- 20 A Yes
21 A. Becauseit was not important -- it was 21 Q. And your declarations do not address any
22 not important enough to address specifically. 22 of that information for the CDF litigations,
23 Q. Areyou aware Regeneron has afield 23 correct?
24 support team for Eylea? 24 A. They do not.
25 A. What do you mean by field support team? | 25 Q. Why didn't you think it was important to
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Page 58 Page 60
1  addressthe -- the pending litigation between the 1 declaration, your -- your '338 patent |IPR
2 U.S and Regeneron? 2 declaration. Inthat declaration, you assigned
3 A. Well, | did testify about -- | did 3 Eylea's commercial successto the '338 patent and
4 intheDigtrict Court litigation, | provided a 4 patent claims, correct?
5 supplemental report and a supplemental deposition 5 A. | assigned it to the eight-week dosing
6 on -- about documents that were produced in that 6 interval that | understood was reflective of the
7 litigation as aresult of that -- of that -- just 7 ‘338 patent.
8  of the-- the CDF litigation -- the CDF case. 8 Q. Soyou -- you identified the '338 patent
9 It didn't -- it was not -- | was not at 9 as having commercial success, correct?
10  issuehere. | -- | understood it was part of a 10 A. | identified Eyleaas having commercial
11 different proceeding. 11 success, and | identified a nexus between the
12 Q. Well, youre aware that in the '338 12 patented features of '338 -- the patented
13 patent -- '338 patent IPR proceeding, Mylan's 13 features of the product as reflected in patent
14 commercial success expert, Mr. Hoffman, offered 14 '338 and the product.
15 opinions concerning the CDF litigation, correct? 15 Q. What are those patented features you're
16 A. Hedid mention them. Hedidn't provide 16 referring to?
17  detailed andysis. 17 A. Theeight-week dosing interval.
18 Q. And when you prepared your Exhibit 2058 18 Q. Soyouidentified the 3 -- the
19  declarationsin these IPRs for the '601 and '681 19 eight-week dosing patent interval as the patented
20  patents, you were aware of the CDF litigation, 20 feature for the '338 patent, correct?
21 correct? 21 A. Sothat soundslike you're asking a
22 A. | was. 22 legal question. | did not reach alega
23 Q. But you have not addressed it in your 23 conclusion. | relied upon the technical expert
24 declarations, correct? 24 to providethat. The-- what | didis|
25 A. | havenot. 25 evaluated the product, from an economic
Page 59 Page 61
1 Q. Do you think it's not important for the 1 perspective, on the drivers of success and took
2 PTAB to have that information? 2 the-- thetechnical expert's opinion about the
3 MR. CAINE: Objection; form. 3 patented feature of being related to the
4 THE WITNESS: To -- to have what 4 eight-week dosing being related to the '338
5 information? | don't -- what do you mean? 5  patent.
6 BY MR. MARX: 6 Q. Sodo you agree that for purposes of
7 Q. Well, you haven't mentioned at al in 7 your Exhibit 2058 declarations for the '601
8 your declarations that Regeneron isinvolved in 8  patent and '681 patent, the -- your opinions for
9 litigation concerning copay support with the 9  the'338 patent, they relate to the same fixed
10 United States, correct? 10 eight-week dosing schedule?
11 A. That's correct. 11 MR. CAINE: Objection; form.
12 Q. And do you think that information isn't 12 THE WITNESS: The same eight-week dosing
13 relevant to your opinions in this matter? 13 schedule, yes.
14 A. Asl said, | testified to that point in 14  BY MR.MARX:
15 adifferent matter, and my testimony therewas | 15 Q. And it'syour opinion that the primary
16 that it did not -- it did not change my opinion. 16  driver for Eyleasalesthat you're focusing on
17 Q. Butyou haven't provided any testimony | 17 for the '601 and '681 patents is the fixed
18 in your Exhibit 2059 declarations about the CDF | 18 eight-week dosing interval?
19 litigation, correct? 19 MR. CAINE: Objection; form.
20 A. That'scorrect. | did not know about 20 THEWITNESS: Asl'vesadin--in
21 the CDF litigation when | prepared Exhibit 2059. | 21 the declarations, the -- my opinion isthat the
22 Q. But you did know about it for your 2058 |22  eight-week dosing schedule has a nexus between
23 declaration and didn't discuss it, correct? 23 the product's commercial success -- or thereisa
24 A. That's correct. 24 nexus between the product's commercial success
25 Q. If we could focus on your Exhibit 2059 25  anditseight-week dosing schedule, which is
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Page 62 Page 64

1 reflected in the patents at issue. 1 A. That isnot one of the patented features

2 BY MR. MARX: 2 at -- before the PTAB in this-- in this

3 Q. Arethereany other factors driving 3 matter, --

4 sales of Eylea? 4 Q. Correct.

5 A. Theremay be. | -- I've evaluated -- my 5 A. --sol didnot.

6 opinion isfocused here on identifying a nexus 6 Q. Youdidn't think it was important to

7 between the eight-week dosing schedule and the | 7 -- to tell the PTAB that you've attributed some

8 product's commercial success. 8 of Eylea'scommercial success to safety and

9 Q. Waell, you'veidentified safety and 9 efficacy?
10 efficacy asfactors driving Eylea's sales, 10 MR. CAINE: Objection; form.
11 correct? 11 THE WITNESS: Wéll, I'm hanging up on
12 A. IntheWest Virginialit -- litigation 12 your saying "some of." | mean, that implies some
13 where there is aformulation patent that | took 13 apportionment or some or allocation of successto
14 to reflect safety and efficacy, | did have an 14 different elements, and that's not at issuein a
15 opinion about it in that matter. But | 15 commercial success analysis. That might be at
16 understand that question is not at issue here. 16 issue for other kinds of analyses, but it is not
17 Q. Wéll, you haven't -- well, do you 17 at issue for commercial success.
18 believe that safety and efficacy isdriving sales | 18 So that's not the question they are
19 of Eylea? 19 deciding, and it is not relevant to this matter,
20 A. Weéll, recognizing that that's not the 20 asfar as| understand.
21 question for this matter, | do believe that 21 BY MR. MARX:
22 safety and efficacy matter, yes. 22 Q. Waéll, why isn't it important -- well,
23 Q. And do you believe that the formulation | 23 why isn't it important that you've opined Eyleds
24 for Eyleadrives sales of Eylea? 24 sales are due to safety and efficacy in these
25 A. | would refer you to that litigation 25 matters?

Page 63 Page 65

1 for that. | mean, what -- what you mean by do | 1 MR. CAINE: Objection; form.

2 believe formulation matters, | would go backto | 2 THE WITNESS: I'm sorry. Ask again,

3 the expertsin that case who draw the link, 3 please.

4 Dr. Psaki [phonetic], | believe hisnameis said, 4 BY MR. MARX:

5 but | could be saying that incorrectly -- no, I'm 5 Q. Sure. Inthese pending IPRsfor the

6 sorry, Dr. Trout -- Dr. Trout draws that link in 6 '601 and '681 patent, why isn't it important that

7 that matter. And relying on Dr. Trout'sopinion, | 7 you've opined that safety and efficacy is

8 that'swhere | got alink between the patents at 8 responsible for Eylea sales?

9 issue there -- patent at issue there and the 9 A. Wael, | haven't opined that it is
10 commercial success of the product. 10 entirely responsible for Eyleasaes. | have
11 Q. Correct. SointheWest Virginia 11 opined that safety and efficacy also contribute,
12 litigation, you've attributed some of Eylea's 12 so does the eight-week dosing interval. And this
13 commercia success to the formulation, correct? | 13 matter concerns the eight-week dosing interval.
14 A. Asl have said, in interpreting 14 And that is the question before the panel, and
15 Dr. Trout's equation of the formulation to the 15 that isthe question that | addressed. | did not
16 safety and efficacy of the product, yes. 16 address questions that were not before the panel.
17 Q. Andyou haven't told the PTAB herewith |17 Q. Right. Soyou don't -- you don't think
18 respect to the '601 and '681 patents that you've | 18 it'simportant for the PTAB to know that some of
19 assigned value to Eylea's safety and efficacy, 19 Eyleas sales, in your opinion, are related to
20 have you? 20 safety and efficacy?
21 A. lI'venot assigned value. I've not 21 MR. CAINE: Objection; form.
22 determined values of any feature. 22 THE WITNESS: That'salegal issue.
23 Q. Weéll, you didn't inform the PTAB that -- |23 | -- 1 -- 1 don't have an opinion about what is
24 that you've opined that safety and el -- efficacy | 24 or isn't important for them to know as they
25 drive Eylea sales, have -- did you? 25 evaluatethecase. | -- | havea-- my
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CONFIDENTIAL - UNDER PROTECTIVE ORDER

Page 66 Page 68
1 assignment is to evaluate whether or not the 1 the '338 declaration, and | simply wanted to be
2 patented feature here, the eight-week dosing 2 completein my answer. And so | told you that |
3 interval, has a nexus to the commercial success 3 had discussed in the ‘338 declaration that there
4 of the product. 4 was some evidence of -- in some settings, of
5 BY MR. MARX: 5 superior patient outcomes for patients using
6 Q. But you admit that in the patent 6 Eylea as opposed to Avastin -- or, sorry,

7 litigation, you've opined that Eylea's commercia | 7 Lucentis. And so to be complete in my answer, |
8 success may be due to safety and efficacy, 8 didn't want to omit the fact that there was that
9 correct? 9 discussion of an efficacy-related factor to the

10 A. Inpart, but not to the exclusion of the 10 datathat were not analyzed in that -- in that

11 dosing frequency or the dosing interval. 11 report -- in that declaration.

12 Q. Soisit your opinion the dosing 12 BY MR. MARX:

13 interval isthe primary driver of Eylea sales? 13 Q. Soif I understand correctly, the

14 A. Sothat suggests that |I've done some 14 safety and efficacy that you offered opinions on

15 kind of ranking, and | have not. So| don't 15 in the West Virginialitigation as relevant to

16 have aranking of what is more important or less | 16 commercial success, in your opinion, aren't

17 important. | have an opinion that thereisa 17 relevant to the '601 and '681 patents?

18 nexus between the eight-week dosing interval and| 18 A. Again, | -- | don't have an opinion

19 the product's commercial success. 19 about the legal relevance of variousissues.

20 Q. Waell, isthedosing interval in the top 20 I'll leave that to the lawyers to discuss and the

21 five driversfor Eylea sales? 21 PTAB members to determine.

22 A. Again, that assumes or -- or suggests 22 My opinionisrelated in this matter to

23 that I've done some kind of ranking, and | have |23 the link between the eight-week dosing interval

24 not done that, so | can't tell you. 24 and the product's commercial success.

25 Q. Okay. Soisit your opinions that 25 Q. Okay. Andinthe West Virginia

Page 67 Page 69
1 Eylea's commercial successis due to safety and 1 litigation, you've drawn alink between safety
2 efficacy and dosing and various other factorsas | 2 and efficacy and eylea's commercial success,
3 well? 3 correct?
4 A. For this matter, my concern is whether 4 A. I'vedrawn alink between the patent
5 the eight-week dosing featureis adriver of 5 that isidentified by Dr. Trout asrelated to
6 commercial success, and | believeit is. 6 safety and efficacy and the product's commercial
7 Q. AndintheWest Virginialitigation, 7 success.
8 you've opined that safety and efficacy isa 8 Q. And that patent, is that the '865
9 feature -- oh, safety and efficacy isadriver 9 patent, if you recall?

10 of commercial success, correct? 10 A. That soundsright, but to tell you the

11 A. Becausethereisapatent at issuein 11 truth I'd want to go make sure.

12 that matter where -- that | understand to be 12 Q. SointheWest Virginialitigation,

13 related to safety and efficacy, and | do believe 13 you've attributed some of Eylea's commercial

14 safety and efficacy do contribute, though not at | 14 success to the '865 patent, correct?

15 issue in this matter. 15 A. | testified in that case that there was

16 Q. Wall, you mentioned efficacy earlier 16 anexus between the features of that patent and

17 today, didn't you? 17 its commercial success.

18 A. | did. 18 Q. Do you have any opinion whether the

19 Q. Soisityour opinion efficacy isapart 19 aspects of the aflibercept molecule are driving

20 of the '601 and '681 patents? 20 sales of Eylea?

21 MR. CAINE: Objection; form. 21 A. WEéll, beyond the fact that aflibercept

22 THE WITNESS: | -- | discussed efficacy | 22 isthe active ingredient of Eylea, no.

23 in terms of what the -- you had asked me whether | 23 Q. Do you have any opinion whether a

24 or not | had expressed any opinions outsidethe | 24 indication is on-label or off-label isdriving

25 question of the eight-week dosing interval in 25 sales of Eylea?
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Page 70 Page 72
1 A. Waéll, | guess, you know, I'm -- on-label 1 A. Well, prior artisalegal concept.
2 and off-label utilization is a-- a complicated 2 | don't really know what you mean there.
3 subject. | do know something about it basedon | 3 Q. Isitfair to say that in offering your
4 my experience, other than I'm not a regulatory 4 opinionsin your '601 and '681 declarationsin
5 expert and so -- not that | don't know anything 5 this matter regarding Eylea's commercial success,
6 about the regulatory process, but | do think it 6 you didn't differentiate -- or you didn't exclude
7 matters that a-- that a-- a product is approved 7 factors that were already known in the prior art,
8 by the FDA for specific usesor not. But | guess | 8 did you?
9 | would want to know much more specificaly 9 A. Again, you're asking about prior art
10 about, you know, what the question is before | 10 as though it were an economic concept, and it is
11 said whether -- how it might relate to Eylea. 11 not. It'salegal concept. And -- and you're
12 Q. Sure, well, you're familiar with 12 asking about excluding factors which sounds like
13 insurance coverage, correct? 13 an apportionment issue to me, not part of the
14 A. Sure. 14 analysisthat | did.
15 Q. Sure. 15 Q. If we could go to your Exhibit 2058
16 And insurance companies can't force 16 declaration. If you could go to Paragraph 12.
17 doctors to use a product that's off label, 17 Let me know when you're there.
18 correct? 18 A. Yes
19 A. | don't think insurance companies can 19 Q. You used theterm "novel" in that
20 force doctors to do anything. 20 paragraph, correct?
21 Q. Waéll, insurance companiescan't -- cant |21 A. "Substitution towards the novel product
22 provide guidance to doctors to use a product that | 22 or method away from alternative products or
23 is off label, correct? 23 methods," yes.
24 A. | don't agree with that. 24 Q. Andthen again at the end of the
25 Q. Why don't you agree? 25 sentence you used the term "novel product"?
Page 71 Page 73
1 A. Because|I'm aware of casesin which 1 A. And other economic indicators as
2 insurance companies place off-label indication 2 evidence of commercial success of anovel
3 -- or products with off-label indicationson more | 3 product, yes.
4 favorable -- in more favorable coverage status 4 Q. What does the term "novel" mean in that
5 than products that are indicated for a specific 5 paragraph? What are you referring to?
6 use. 6 A. Something that | guess another way to
7 Q. Dr. Manning, we've been discussing the 7 say it isnew -- new product.
8 eight-week dosing interval asadriver of Eylea 8 Q. Waéll, with -- if something isknownin
9 sales. That's your opinion in this matter, 9 the prior art, isit new?
10 correct? 10 A. That'salegal question.
11 A. What'smy opinion? | don't -- | didn't 11 Q. You don't have any opinion whether
12 hear a question. 12 something that is known in the prior art isn't
13 Q. That the eight-week dosing interval 13 new?
14 drives Eylea sales. 14 A. Not asamatter of legality. I'mnot a
15 A. My opinion isthat the eight-week dosing | 15 patent lawyer.
16 interval is acontributor to Eylea's commercia 16 Q. Soinyour offering your commercial
17 SuCCESS. 17 success opinionsin these pending | PRs, you
18 Q. But do you have any opinions whether 18 didn't exclude any things that were not new, did
19 it'sthe primary contributor to Eylea's success? 19 you?
20 A. Asl said acoupletimes aready, the 20 MR. CAINE: Objection; form.
21 -- that suggests a ranking of various factors 21 THE WITNESS: | don't understand the
22 that | did not do. 22 question. I'msorry. | didn't exclude anything
23 Q. Haveyou investigated at al whether the | 23 that was not new. That's pretty broad. Can you
24 eight-week dosing interval was known in the prion 24 be more specific?
25 art? 25 BY MR. MARX:
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Page 74 Page 76
1 Q. DidyoutaktoDr. Do at al whether 1 BY MR. MARX:
2 the eight-week dosing interval for Eyleawas 2 Q. Well, let's go to Paragraph 13 of your
3 something already known by clinicians? 3 Exhibit 2058 declarations.
4 MR. CAINE: Objection; form. 4 A. Okay.
5 THE WITNESS: For this matter or for the 5 Q. Anddo you seein the last sentence
6 ‘3387 6 of that paragraph you state, in part, the '681
7 BY MR. MARX: 7 patent claims a priority date of January 13th,
8 Q. For both. 8 2011. Do you seethat?
9 A. | did not speak to Dr. Do in preparing 9 A. |do.
10 the most recent report or declarations. | did 10 Q. Soyou didn't exclude anything that may
11 have a conversation with her some time ago now in 11 have been known prior to January 13th, 2011, from
12 preparing the '338 declaration. My recollection 12 your commercial success opinionsin these pending
13 isthat she talked about the eight-week dosing 13 IPRs, did you?
14 interval being something new, something 14 MR. CAINE: Objection; form.
15 contributing -- something important in the 15 THE WITNESS: Again, | -- those -- |
16 treatment of these angiogenic eye disorders. My 16 mean, things that might have been known aren't
17 recollection is aso that Dr. Brown talks at some 17 economic things that are selled -- sold in the
18 extent about the eight-week dosing -- dosing 18 marketplace. So they were not something that |
19 interval being something that -- that made an 19 could analyze. They were -- those are legal
20 important contribution to the treatment of these 20 guestions. They're not economic questions.
21 disorders. 21 BY MR. MARX:
22 So | did talk to and read about those 22 Q. WEéll, how can a patented feature drive
23 experts opinions that the eight-week dosing 23 salesif it was already known?
24 interval was -- that was available with Eyleawas 24 A. That's-- whether it's patentable or
25 important and new. 25 not isalegal question, and that's not my
Page 75 Page 77
1 Q. And the fact that the eight-week dosing 1 assignment.
2 interval for Eyleawasimportant and new, is that 2 MR. MARX: I'm going to have the court
3 relevantinyour commercia success opinions 3 reporter mark as Manning Exhibit 102 -- it'sa
4 here? 4 copy of the Patent Trial and Appeal Board's final
5 A. To the extent that it -- it provides a 5 written decision in IPR 2021-881 for the '338
6 differentiating factor for Eylea, yes. 6 patent.
7 Q. Would it change your opinionsif Eylea 7 (Manning Exhibit No. 102, a copy of the
8  --theeight-week dosing schedule for Eyleais 8 Patent Trial and Appeal Board's final written
9  notnew? 9 decision in IPR 2021-881 for the '338 patent, was
10 A. | don't understand the question. 10 introduced.)
11 Q. Sure. Wdll, in your commercial success 11 BY MR. MARX:
12 opinionsfor the'601 and '681 patents here, you 12 Q. Dr. Manning, have you seen this document
13 haven't excluded anything that was known prior to 13 before?
14 thepriority date for the '601 and '681 patents, 14 A. | don't believel have.
15  haveyou? 15 Q. Areyou aware that in Manning Exhibit
16 MR. CAINE: Objection; form. 16 102 the Patent Trial and Appeal Board determined
17 THE WITNESS: Again, those are legal 17 that the claims for the '338 patent were
18 questions about what priority dates were and when 18 unpatentable?
19  what things were known or not known. What | 19 A. | have heard that the -- that that was
20  observed isthat there was a product that was 20 -- I've heard something associated with the
21 new. And that product, as| take from the 21 -- with that fact or that outcome. But | also
22 medical expertsand technical experts, presents 22 understood that it was subject to appeal and on
23 anovel feature compared to the other products 23 appeal.
24 that were available at the time; and that that 24 Q. Soisthe PTAB'sfindings that the '338
25  product exhibits substantial commercial success. 25 patent claims were unpatentable relevant to your
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Page 78 Page 80
1 commercia success opinions? 1 with the exception of the exclusion criteria
2 A. Again, that'salega question. | don't 2 limitation, which petitioner has credibly
3 know whether, you know, the finality -- | don't 3 demonstrated is likely to be nonlimiting upon
4 know the finality of thisfinding. | don't know 4 the claims under the Printed Matter Doctrine."
5 the status of the appeal. | don't know the 5 Do you see that?
6 technical legal implications of the outcomein 6 A. |do.
7 that matter and how it relates to the outcomesin | 7 Q. And so herethe PTAB is saying that the
8 this matter. 8 '681 patent challenge claims are substantially
9 Q. Waéll, here we're back before the Patent 9 similar to the '338 patent claims, correct?
10 Tria and Appeal Board, correct? 10 A. | don't know what they mean by that.
11 A. Weare. 11 I'm not an attorney.
12 Q. And Manning Exhibit 102 is the same 12 Q. But you reviewed this document when you
13 Patent Trial and Appeal Board's decision that the | 13 prepared your Exhibit 2058 declaration, correct?
14 '338 patent claims were unpatentable, correct? 14 A. Aslsad, | -- I'm not an attorney.
15 A. ['ll take your representation of that. 15 Thisisalegal document. And I didn't -- don't
16 Q. And you didn't find the Manning Exhibit | 16 form an opinion based on -- | don't form an
17 102 relevant to your commercial success opinions 17 opinion about what that means.
18 for the '601 and '681 patents? 18 Q. But this document, Paper 21, iscited in
19 A. No. 19 your Exhibit 2058 declarations, correct?
20 Q. I'mgoing to hand you what is Paper 21 20 A. Yesitis.
21 in the 1225 patent IPR. It'sthe Patent Trial 21 Q. And so you would have reviewed this then
22 and Appeal Board's decision granting institution | 22 in preparing your Exhibit 2058 declarations?
23 of inter partes review. 23 A. But | wouldn't have formed an opinion
24 And, Dr. Manning, you reviewed this 24 about it.
25 document when you prepared your Exhibit 2058 | 25 Q. But you would have been aware that the
Page 79 Page 81
1 declaration, correct? That's cited in Footnote 1 PTAB has said that the '681 patent claims are,
2 13. 2 quote, substantially similar, unquote, to the
3 A. Yes. ltiscitedinto--in--in 3 '681 patent claims, correct, or that the '68
4 Footnote 13. 4 -- let me rephrase that. 1I'm sorry.
5 Q. Soyou reviewed this preparing your 5 Y ou would have been aware that the
6 Exhibit 2058 declarations, correct? 6 PTAB said that the '681 patent claims are, quote,
7 A. Sol would havelooked at it. Itisa 7 substantially similar, closed quote, to the '338
8 legal issue and not part of my economic analysis, | 8 patent claims, correct?
9 but | recognize that it has relevance for 9 A. No.
10 compl eteness. 10 Q. Why not?
11 Q. Soit'snot part of your economic 11 A. Becausethose are lega conceptsthat |
12 analysis -- what do you mean by it'snot part of | 12 am not expert in and not qualified to opine
13 your economic analysis? 13 about.
14 A. | mean thelega conclusions are lega 14 Q. So you wouldn't have read this portion
15 issues. | don't see anything here that says that 15 of the PTAB'sinstitution decision?
16 my analysisis unsound or not correct. 16 A. Whether | did or not, | don't have a
17 Q. If you could go to Page 27 in Paper 21, 17 clear memory, but | would have thought of this as
18 the PTAB's institution decision? 18 not directly relevant to my analysis.
19 A. Mm-hmm. 19 Q. Why isthisnot relevant to your
20 Q. Andthefirst full paragraph there, 20 analysis?
21 the introductory sentence, in part, reads, In 21 A. Becauseit'salegal document.
22 short, we concluded in the '881 decision that al | 22 Q. But you're offering opinions with
23 limitations of the claim as substantially smilar | 23 respect to the '601 and '681 patents that Eylea
24 to the present challenged Claim 1" -- referring 24 sales are due to an eight-week dosing schedule,
25 to the '681 patent Claim 1 -- "are unpatentable, | 25 correct?
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Page 82 Page 84
1 A. lam. 1 in that matter. That wasthefirst | had heard
2 Q. And it does-- doesn't change your 2 of them.
3 opinions that the PTAB found the eight-week 3 Q. And do you see the -- the second bullet
4 dosing schedule was known in the prior art, does | 4 on this page states "Regeneron accepts summary
5 it? 5 judgment of invalidity of Claims 5 through 6 and
6 MR. CAINE: Objection; form. 6 9 of U.S. Patent Number 10,888,601"?
7 THE WITNESS: | don't know that this 7 A. |do.
8 saysthat. 8 Q. And areyou aware that the '601 patent
9 BY MR. MARX: 9 Claims5, 3, 6 and 9 are part of the challenge
10 Q. Waéll, welooked at the final written 10 claimsin your Exhibit 2058 declaration?
11 decision for the '338 patent that was Exhibit 11 A. | understand that that -- that -- |
12 102, correct? 12 guessif you want to go back and review and make
13 A. Wedidlook at it. 13 sure that they are, but | -- | accept that asa
14 Q. Andthe PTAB there said the '338 patent | 14 -- as arepresentation.
15 claims are unpatentable, correct? 15 Q. Waéll, sure. Go to Paragraph 18 of
16 A. Again, you're talking about legal 16 Exhibit 2058.
17 issues that are not my area of expertise or 17 A. Yes.
18 qualification. 18 Q. And hereyou state the claims of the
19 Q. Soisit correct, then, you haven't 19 '601 patent that are at issue, and those include
20 considered whether claim limitationsareinthe |20 Claims 5 through 6 and 9, correct?
21 prior art in issuing your commercial success 21 A. Itdoesinclude Claims 5 through 9 which
22 opinions for the '601 and '681 patents? 22 would encompass 5 through 6 and 9, yes.
23 A. ltistruethat | have not considered 23 Q. Andin Manning Exhibit 103, Regeneron
24 legal issuesin doing my evauation. 24 stipulated that Claims 5 through 6 and 9 are
25 Q. And one of those legal issuesiswhether |25 invalid, correct?
Page 83 Page 85
1 something'sin the prior art, correct? 1 A. | asonotethat it says"Subject to all
2 A. 1 think I've said that a couple of 2 appellate rightsincluding but not limited to
3 times, but, yes, alegal determination is beyond 3 rights of appeal concerning claim construction."
4 my analysis. 4 So al of this seemsto meto belegal
5 Q. I'mgoing to have the court reporter 5 proceedings that are apart from my economic
6 mark as Manning Exhibit 103 a copy of Regeneron's 6 analysis.
7 April 26th stipulation filed in the pending West 7 Q. So Regeneron's stipulation in Manning
8  Virginialitigation. 8 Exhibit 103 doesn't change your opinionsin these
9 (Manning Exhibit No. 103, a copy of 9 pending IPRs?
10 Regeneron's April 26th stipulation filed in the 10 A. It doesnot.
11 pending West Virginialitigation, was 11 Q. That Regeneron stipulated that the
12 introduced.) 12 eight-week dosing schedule was aready known by
13 BY MR.MARX: 13 clinicians before the '601 and '681 patents
14 Q. Do you have acopy of that in front of 14 doesn't change your opinionsin these IPRs, does
15 you, Dr. Manning? 15 it?
16 A. |do. 16 A. Again, I'm not sure that that is the
17 Q. Have you seen this document before? 17 proper reading. Again, I'm not alawyer.
18 A. | --I'maware of the stipulations. 18 Q. Sitting here today, in the '601 and '681
19 I -- I'm not certain I've seen this -- this 19 patents, can you pinpoint any claim element that
20 document per se, but I'm aware that there were 20 drives sales of Eyleathat's different from the
21 dtipulationsin that case. | don't remember 21 dosing schedule in the '338 patent?
22 seeing this specific document as| sit here. 22 A. Asl'vesad, | donotdoa
23 Q. How did you become aware of the 23 claim-by-claim analysis. That is something for
24 dtipulationsin the case? 24 someone elseto do. Andso | -- | don't point to
25 A. Mr. Hoffman mentioned them in his report 25 any specific claim elementsin my analysis.
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Page 86 Page 88
1 Q. And your analysisthat you're referring 1 determinant of use.
2 to is based on your opinions that the '338 patent | 2 Q. You say "most common." You don't
3 -- well, let me rephrase that. Your analysis 3 disagree that the eight-week dosing schedule is
4 that you're referring to is based on your 4 not the magjority of dosing that clinicians use,
5 opinions that the dosing schedulein the 5 correct?
6 '338 patent drove sales of Eylea, correct? 6 MR. CAINE: Objection; form.
7 A. My opinion isthat the dosing schedule, 7 THE WITNESS: If you add up al of the
8 and | rely upon the medica expertsto tell me 8 other -- | mean, it -- it isthe plurality. It
9  that dosing scheduleistied to the claims of the 9 is not the majority, based on my recollection of
10 '338 patent, drives success of the product. 10 the datathat | reviewed. But it isclearly the
11 Q. And those same opinionsthat thedosing |11 most common of the various dosing schedules or
12 scheduleistied to the claims of the '338 patent | 12 dosing periods.
13 and drives salesis the same opinion you're 13 BY MR. MARX:
14 offering for the '601 and '681 patents, correct? 14 Q. But you don't have any data confirming
15 A. Yes. 15 that Eylea sales were used according to the
16 Q. If we could go to Paragraph 15 of your 16 specific dosing regimen that'sin the claims,
17 Exhibit 2058 declaration. Andin Paragraph 15 |17 correct?
18 you recite the 22 claims of the '608 -- '681 18 MR. CAINE: Objection; form.
19 patent are under review in the 22 -- -1225 IPR 19 THE WITNESS: Again, | do not -- my -- |
20 proceeding. Do you see that? 20 do not do aclaim-by-claim analysis. My analysis|
21 A. |do. 21 isreliant upon Dr. Do's drawing the link between
22 Q. Didyou do anything to confirm that each | 22 the claims and the eight-week dosing interval, so
23 sale of Eyleathat you're relying on actually 23 | do not do aclaim-by-claim analysis.
24 falls within the scope of the '681 patent claims? | 24 BY MR. MARX:
25 A. |didnot. 25 Q. Okay. I'm going to hand you what's
Page 87 Page 89
1 Q. Haveyou seen any analysis from 1 Exhibit 1001 in the 1225 IPR.
2 Regeneron's technical experts confirming that the| 2 (Previously marked Exhibit No. 1001 to
3 sales of Eyleathat you're relying on actually 3 the '681 Patent to the 1225 IPR was introduced.)
4 fall within the scope of the claims? 4 MR. MARX: Thisisacopy of the '681
5 A. Somy reliance on Dr. Do'slinking the 5 patent.
6 claims of the patent -- so | rely on Dr. Do's 6 BY MR. MARX:
7 analysis of the claims linking those claims to 7 Q. And, Dr. Manning, if you could go to
8 the eight-week dosing interval of the product. 8 Claim 7 in the '681 patent. Let me know when
9 Q. But Dr. Do hasn't offered any opinions 9 you'rethere. It'son Page 14.
10 confirming that Eylea sales actualy fall within | 10 A. Uh-huh. I'm there.
11 the scope of the claims, correct? 11 Q. Anddo you seethat Claim 7 limits the
12 A. | don't know the extent of the total 12 angiogenic eye disorder to age-related macular
13 -- total -- totality of what Dr. Do might have 13 degeneration?
14 said. | don't have any recollection of seeing 14 A. | seethat it says, "Method of Claim 6
15 her say that. 15 wherein the angiogenic eye disorder is
16 Q. Haveyou seen any surveysor other data | 16 age-related macular degeneration.”
17 confirming that Eylea sales were actually used 17 Q. Isitokay if | abbreviate age-related
18 according to the dosing regimensin the'601 and | 18 macular degeneration to AMD?
19 '681 patent claims? 19 A. Sure.
20 A. Thereisquiteabit of evidence, as 20 Q. Didyou do any analysisto determine
21 discussed in the '338 declaration, that the 21 how many Eylea sales are attributable to the
22 eight-week dosing interval isimportant to 22 treatment of AMD?
23 physiciansin choosing Eylea as a product; that | 23 A. Thereare, withinthe ATU surveys and
24 it is the most common of the dosing intervalsfor |24 the Vestrum datathat | used for the '338 report
25 Eylea, and there -- that it's an important 25 -- declaration breakdowns of product utilization
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Page 90 Page 92
1 by therapeutic area. And | havein my report 1 don't understand the question. What -- what do
2 --sorry, inmy declaration, atable that shows a 2 you mean? | mean, beyond what I've just shown
3 sampleof how the utilization of the products 3 you, what -- what do you mean?
4 break down acrossindications. AMD is one of 4 Q. Waéll, you haven't done any calculations
5  thoseindications, and so there are -- those data 5 saying that a certain percentage of Eylea sales
6 arereflected in my analysis. 6 arerelated to the treatment of AMD, have you?
7 Q. What table are you referring toin, | 7 A. Wadll, those -- that -- X1 shows you the
8  assume, your Exhibit 2059, the '338 patent IPR 8 sales share in the Vestrum data of each product
9  declaration? 9 by utilization. So wet AMD and the charts that
10 A. Yes. Table 1 on Page 20 shows for 10 are accompanying show the sales share of Eylea
11 2021 thetota injections by four -- for four 11 for the various indications.
12 different indications or diseases; wet AMD being 12 Q. But you haven't done any calculations
13 themost common; DME being about ] percent; 13 for the number of Eylea salesthat are related to
14 DR, diabetic retinopathy, being about 14 the treatment of AMD, have you?
15 I o< cent; and retinal vein 15 MR. CAINE: Objection; form.
16 occlusion being about ] percent. 16 THE WITNESS: | guess| -- | still
17 There are also in the pending -- in the 17 don't -- | mean, the -- | have -- what -- | till
18  attachments measures of utilization by similar 18 don't understand this -- the question, | guess.
19  -- by those sameindications. 19 Have | not shown in, for example, the
20 Q. Andso Table 1 here -- it's Page 26 of 20 chartsthat are in Attachments C8, C9, C10, C7?
21 Exhibit 2059, Page Number 20 of your declaration 21 | guess| -- | think | have. | guessI'm not
22 --that Table 1, that's with respect to Anti-VEGF 22 understanding the question.
23 injections generally, not specific to Eylea, 23 BY MR. MARX:
24 correct? 24 Q. And you haven't done any analysis that
25 A. Yes, that's-- that's correct. But 25 these sales of Eyleawere for the treatment of
Page 91 Page 93
1 there are product-specific -- let me make sure | 1 AMD and were used according to the dosing regimen
2 find them so | don't misspeak. 2 that'srecited in these claims, have you?
3 So Attachment X1, for example, showsby | 3 A. Well, again, | have not done any
4 quarter Vestrum sales data shares by indication 4 claim-specific analysis of anything. That'sa
5 for Avastin, Lucentisand Eyleaand BEOVU for | 5  legal exercisethat | don't do.
6 limited data. 6 Q. And you don't know if doctors, in fact,
7 Q. Haveyou done that calculation in your 7  followed the claimed eight-week dosing schedule,
8 declarations in this matter on the number of 8  doyou, for each of those Eylea sales?
9 sales of Eyleathat are related to the treatment 9 A. | doknow that Dr. Do opined that she
10 of AMD? 10 herself and other physicians do follow that
11 A. I'msorry. What -- can you be more 11 dosing schedule.
12 specific? What -- what's the question again? 12 Q. But you -- you stated earlier that
13 Q. Sure. Well, you were referring to 13 eight-week dosing, in your opinion, isa
14 Table 1, -- 14 plurality but not the magjority, correct?
15 A. Mm-hmm. 15 A. Fromthedatathat arein -- are
16 Q. --whichisfor Anti-VEGF treatments 16 referenced in my '338 report or declaration,
17 generaly, correct? 17  they are not the majority, but they arein the
18 A. Yes, right. 18  neighborhood of ] percent of, if I'm remembering
19 Q. And your Attachment X1 providessome |19  correctly, of Eyleadosing.
20 additional data, correct? 20 Q. And you haven't, in your declarations,
21 A. Yes 21 even offered the opinions that, at ] percent of
22 Q. And have you done any calculation 22  Eyleasales, Eyleastill acommercial success?
23 attributing sales of Eyleato the treatment of 23 You haven' offered that opinion, have you?
24 wet AM -- or of AMD? 24 A. That, again, getsto a question of
25 A. | --1guess| don't under -- | till 25  apportionment that is not part of acommercial
24 (Pages 90 - 93)
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Page 94 Page 96
1 success analysis. 1 Q. Well, looking here at your Table 2 that
2 Q. Soyou've done no apportionment with 2 youveidentified, Eyleawas approved for the
3 respect to the '338 patent, '601 patent or '681 3 treatment of RVO in September 2012, correct?
4 patent, correct? 4 A. Yes.
5 A. That's correct. 5 Q. Andthelabel for Eyleaprovidesa
6 Q. And if we could stay on Table 20 that 6  treatment interval of four weeks for RVO,
7 you identified -- or Table 1 that you identified 7  correct?
8 on Exhibit 2059 at Page 26, -- 8 A. That'smy understanding, yes. But as|
9 A. Mm-hmm. 9 said, Dr. Do and other data suggests that it is
10 Q. --youincluded there a, approximately, 10 used on an eight-week interval.
11 | total injectionsfor RVO, correct? 1 MR. CAINE: | think we've been going
12 A. Yes 12 more than an hour. Could we get to a point
13 Q. Areyou aware that the dosing schedule 13 shortly and take a break?
14 or the treatment interval for RVO isevery four | 14 MR. MARX: Sure. Let mejust finish up
15 weeks for -- on Eyleas |label? 15  onequestion.
16 A. | amaware of that. 16 MR. CAINE: Yep.
17 Q. Andyou'veincluded thosesalesinyour |17 MR. MARX: We can go ahead and take a
18 commercia success opinions even though the 18 break now.
19 claims are limited to an eight-week dosing 19 THE VIDEOGRAPHER: Were going off the
20 schedule, correct? 20 record. Thisistheend of MediaUnit 2. The
21 A. Thatiscorrect, but it's also the case 21 timeis11:39am.
22 that Dr. Do and other data suggests that the 22 (Recess taken.)
23 eight-week dosing interval is used for RvO 23 THE VIDEOGRAPHER: We're back on the
24 frequently. 24 record. Thisisthe beginning of Media Unit 3.
25 Q. But that would be an off-label use, 25  Thetimeis1l:50am.
Page 95 Page 97
1 correct? 1 BY MR. MARX:
2 A. ltwould be. 2 Q. Dr. Manning, before the break, do you
3 Q. And have you considered any off-label 3 recall we were -- we briefly discussed RVO?
4 use for the trestment of AMD, DME or DR without 4 A. Mm-hmm.
5 DME? 5 Q. Do you agreethat RVO -- on-label
6 A. WEell, the Table 2 in my report show 6 treatment for the treatment of RVO with Eyleais
7 -- sorry, in my declaration for the '338 patent 7 every four-week dosing?
8  showsthe dates on which various products were 8 A. Let mego to thelabel just to make
9  approved for various indications, | believe. I'm 9 sure. | believe that's correct, but -- yeah.
10 tryingtofind that. 10 That'swhat | have in Exhibit 2059, Page 152 of
11 Q. | think it's on Page 44 of Exhibit 2059. 11 289, the recommended dose for Eyleais two
12 A. No. 41--nope. Sorry. 38. 12 milligrams administered by intravitreal injection
13 Q. Oh,right. | apologize. I'm referring 13 once every four weeks; approximately 25 days
14 totheexhibit number in the bottom left-hand 14 monthly.
15 corner -- 15 Q. Okay. And any treatment that is not
16 A. Okay. You'reright. 16 four weeks would be an off-label use of Eyleafor
17 Q. -- whichisthe exhibit that went with 17 the treatment of RVO?
18  it? 18 A. According to my understanding of the
19 A. Okay. You're correct. 19 |label and what it means to be off-label, |
20 And so, for example -- let me go to it 20 wouldn't disagree with that.
21 again-- so diabetic retinopathy, or DR, Eylea 21 Q. Andif you could turn to -- make sure |
22 didn't get approval until May of 2019, but we do 22 get the right page number -- Page 76 of 289 in
23 show utilization of DR -- of Eyleafor DR in 23 Exhibit 2059.
24 vyearsprior tothat. So that would apparently be 24 A. Okay.
25  another off-label utilization. So -- 25 Q. | apologize. If you could turn to
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Page 98 Page 100
1 Paragraph 69, which is on Page 84 of 289. 1 declaration, which is your '601 and '681 patent
2 A. Okay. 2 declaration, and you could turn to Paragraph 18
3 Q. Andit begins, "As shown in Chart 6, for 3 where you recite the challenge claims for the
4 RVO." Do you seethat? 4 '601 patent.
5 A. Mm-hmm. | do. 5 And you haven't done anything in your
6 Q. And on Page 85 you recite in part, 6 analysis to confirm that each sale of Eyleathat
7 "Eylea's sdle shares by the end of '21 -- 2021 7 you're relying on falls within the scope of the
8 were somewhere between 46 percent and [JJij 8 '601 patent claims herein Paragraph 18, have
9 percent." Do you see that? 9 you?
10 A. |do. 10 A. | donot do any analysis of
11 Q. And that wasfor RvO? 11 claim-by-claim utilization or analysis.
12 A. Just making surethat -- yes. 12 Q. I'mgoing to hand you what is Exhibit
13 Q. So at monthly dosing for treatment 13 1001 in the 1226 IPR proceeding. It's the '601
14 of RVO, Eylea's obtained, according to your 14 patent.
15 calculations, at least 46 percent of the share of 15 (Previously marked Exhibit No. 1001 to
16 sales? 16 the '601 patent 1226 |PR was introduced.)
17 A. In2021? 17 BY MR. MARX:
18 Q. Wasthat -- | apologize. Wasthat a 18 Q. If you could turn to Page 20 of Exhibit
19 question or a response? 19 1001 from the 1226, the section --
20 A. | wasjust looking at the data again to 20 A. Okay.
21 make sure | -- Chart 6 putsit -- 2021 between 46 |21 Q. --that'sgot the claims for the '601
22 and i percent, which is what those numbers are 22 patent.
23 on that paragraph. 23 A. Mm-hmm.
24 Q. And so do you agree that with respectto | 24 Q. If wecouldlook at Claims 5 and 6 which
25 the treatment of RVO, Eylea has a significant 25 are challenge claims for the '601 patent in the
Page 99 Page 101
1 share of sales? 1 IPR proceeding. Let me know when you've
2 A. | prefer -- although | know | used 2 -- you're there?
3 the word "significant," | prefer the word 3 A. I'mthere.
4 "substantial ." 4 Q. Didyou do anything to ensure that
5 Q. Soyou would agree, then, that RvO 5 the Eylea sales that you relied on in your
6 -- Eylea has substantial sales -- share -- let me 6 declarations involve patients meeting the
7 rephrase that question using your term. 7 criteriafor achieving again in visua acuity
8 So you would agree that, for the 8 asrecited in Claims 5 and 6?
9 treatment of RVO, Eylea has a substantial share | 9 A. 1didnot.
10 of sales? 10 Q. And, again, you didn't do any
11 A. Yes. 11 claim-by-claim analysis for the '601 and '681
12 Q. And you haven't done any apportionment | 12 patents, correct?
13 to determine what share of those sales for the 13 A. |didnot.
14 treatment of RVO would -- let merephrasethe | 14 Q. And, likewise, for your '338 patent
15 question again. 15 declaration, Exhibit 2059, you didn't do a
16 Y ou haven't done any apportionment to 16 claim-by-claim analysis, did you?
17 determine what share of Eyleasales may befor |17 A. |didnot.
18 the treatment of RVO and may be off 1abel, as 18 Q. Andyou haven't cited to any analysis
19 Dr. Do opined, have you? 19 from Regeneron's experts confirming that sales of
20 A. | have not done apportionment in my 20 Eylea actually fall within the scope of the
21 analysis. 21 claims, have -- do you?
22 Q. You haven't done any apportionment in 22 A. | rely upon and refer to Dr. Do, who did
23 your analysis, correct? 23 the claim-by-claim analysis and concludes that
24 A. That's correct. 24 the eight-week dosing interval is covered by the
25 Q. If we could go back to your Exhibit 2058 |25 claims.
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Page 102 Page 104
1 Q. But Dr. Do didn't confirm that Eylea 1 Q. Didyou do any anaysis of any
2 sales practiced the eight-week dosing -- the 2 differences between the challenge claims for the
3 claimed eight-week dosing regimen, did she? 3 '338, '601 and '681 patents?
4 A. To my knowledge, no. 4 A. Asl'vesad, | didn't do any
5 Well, she said that it is common 5 claim-by-claim analysis. | relied upon the
6 practicein her practice to practice the 6 medical expert, Dr. Do, to form the link between
7 eight-week dosing schedule, and there's plenty of | 7 the patented claims and the eight-week dosing
8 other evidence to indicate that the eight-week 8 interval.
9 dosing scheduleis practiced -- is used. 9 Q. If you could keep that '601 patent
10 Q. But you don't have anything that -- any 10 handy. If you could go to Paragraph 19 in your
11 information or data that confirms that Eylea 11 2059 declaration, your '881 patent declaration?
12 sales practiced the eight-week dosing schedule, | 12 A. I'msorry. What page?
13 do you? 13 Q. Paragraph 19.
14 A. Yes, | do. 14 A. Mm-hmm.
15 Q. What isthat data? 15 Q. Let meknow when you're at Paragraph 19.
16 A. Well, there are lots of datathat are 16 A. I'mthere.
17 referred to in the '338 declaration that show 17 Q. And there you recite the claims of the
18 that the eight-week dosing scheduleis, aswe've |18 '338 patent and, in part, the last part of this
19 spoken earlier, the most common of thedosing | 19 paragraph 19 you recite, "one or more tertiary
20  frequencies; that it isadriver of physician 20 doses administered at |east eight weeks after the
21 choice. Itisa--it'sadriver of the product 21 preceding dose." Do you see that?
22 sales. 22 A. ldo.
23 Q. Whenyou say "it'sadriver of physician |23 Q. And with respect to the '601 patent that
24 choice and adriver of product sales," you don't |24 you have, Exhibit 1001 from the 1226 patent --
25 -- you said you didn't do aranking, correct? 25 A. I'msorry?
Page 103 Page 105
1 A. That's-- | didn't do an apportionment, 1 Q. The'601 patent.
2 yes. 2 A. Mm-hmm.
3 Q. Soyou don't have an opinion whether the | 3 Q. If you could turn to Page 20 there, it's
4 dosing frequency is atop five/top ten driver of 4 Claim 1.
5 product sales, do you? 5 A. Yes
6 A. Asl--1--1did not do aranking, | 6 Q. Doyou agreethat it recites that the --
7 didn't apportion them, so | wouldn't have a 7 asyou call them, the maintenance doses or the
8 ranking. 8 tertiary doses are administered once every eight
9 Q. Andyou didn't attempt to understandthe | 9 weeks?
10 novelty of any of the challenged '601 and '681 10 A. I'msorry. Which claim?
11 patent claims, did you? 11 Q. Clam 1. Onceevery eight weeks or once
12 MR. CAINE: Objection; form. 12 every two months.
13 THEWITNESS: | -- novelty isa-- asa 13 A. Itsaysat least eight weeks after the
14 legal concept is not part of my charge. 14 immediately preceding dose.
15 BY MR. MARX: 15 Q. | apologize. What patent number are you
16 Q. Correct. Soyou didn't do any analysis 16 looking at?
17 to understand the novelty of any of the'601and | 17 A. '601-- oh, I'm sorry, '681. Isthat
18 '681 patent claims, correct? 18 not the one you were referring to?
19 MR. CAINE: Objection; form. 19 Q. No. The'601 patent, please.
20 THEWITNESS: Asl'vesaid, | didntdo |20 A. Oh. I'msorry.
21 any claim-by-claim analysis. 21 Claim 1 ends with, "Followed by two
22 BY MR. MARX: 22 milligrams approximately every -- once every
23 Q. And that would include determining what | 23 eight weeks or once every two months."
24 may be novel in those patent claims, correct? 24 Q. Do you have any opinions whether once
25 A. Itwould. 25 every eight weeksis different from once every
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Page 106 Page 108

1 two months? 1 A. I'msorry. At lesast every how many?

2 A. | don't have alega opinion about the 2 Q. Atleast every eight weeks would include

3 definition of those terms. Commonly, | -- | 3 nine weeks, correct?

4 mean, | understand that two monthsis adifferent | 4 A. Yes

5 time interval than eight weeks, but | don't know | 5 Q. And 10, 11, 12 or more weeks are

6 whether the legal or medical interpretation of 6 included in the claim term "at least every eight

7 that is significant. 7 weeks," correct?

8 Q. Allright. Andyou haven't drawn any 8 A. | --again, I'd be careful about

9 distinction for that between -- in your analysis, 9 asserting that | know the legal interpretation of
10 have you? 10 the claims as a matter of common logic.

11 A. No. 11 Something that is at least some number includes
12 Q. Okay. Sodo you agree that, as we saw 12 every number bigger than that. But | don't know
13 in your Exhibit 2059 declaration, the '338 patent | 13 whether, legally, that would be a-- areasonable
14 tertiary doses or maintenance doses are once 14 interpretation or not.
15 every eight weeks or more, correct? 15 Q. So do you have any opinions that the
16 A. It saystertiary doses administered at 16 '601 patent claims have a more restrictive dosing
17 least eight weeks after the preceding dose, yes. |17 schedule than the '338 patent claims?
18 Q. Atleast eight weeks, correct? 18 A. Agan, my -- | donot do a
19 A. Yes. 19 clam-by-claim analysis. | rely upon Dr. Do to
20 Q. Andin the'601 patent claims that we 20 tie the claims of the patents to the eight-week
21 just looked at, Claim 1, recites tertiary doses 21 dosing interval that Eylea has available, and
22 once every eight weeks, correct? 22 that'swhere | do my analysisin economics.
23 A. Approximately once every eight weeksor |23 Q. Right. But you haven't done any
24 every two months. 24 anaysisthat the sales of Eyleathat you're
25 Q. Sothe'601 patent doesn't include the 25 relying on fall within the -- the eight-week

Page 107 Page 109

1  --thebroader, "at least once every eight weeks" 1 dosing -- the fixed eight-week dosing schedulein

2 from the'338 patent, does it? 2 the '601 patent versus the broader at least every

3 A. | don't draw adistinction between 3 eight weeks dosing schedule from the ‘338 patent,

4 those terms. | mean, from the data that I've 4 have you?

5 seen and the number of days different that might 5 A. | have done analysis of the utilization

6 be between approximately every eight weeks or 6 of the eight-week dosing schedule and of the role

7 approximately every two months, those seem to be 7 that that playsin physicians choosing it. That

8  functionaly equivalent from an economic 8 isclearly in the '338 declaration.

9  perspective. 9 Q. But the '601 patent declaration includes
10 MR. MARX: Can| gojust off the record 10 amore limited dosing regimen. Do you agree?
11 forasec? 11 A. Asalega matter, | -- | don't agree.

12 Can you help me with my Live Note. 12 | don't have an opinion about what the legal

13 We can stay on the video. I'm fine. 13 distinctionsare. | -- asl've said, | rely on

14 THE REPORTER: We should probably go 14 Dr. Do to draw the link between the eight-week
15 off. 15 dosing interval and the patented claims.

16 MR. MARX: Oh, go off the record. Sure. 16 Q. Inyour opinionsthat Eyleaisa

17 THE VIDEOGRAPHER: We're going off the 17 commercial success with the '601 -- with respect
18  record. Thetimeis12:05p m. 18 to the '601 patent, you haven't excluded dosing
19 (Recess taken.) 19 schedules that include dosing more than every
20 THE VIDEOGRAPHER: We're back on the 20 eight weeks. Have you excluded those?

21 record. Thetimeis12:09 pm. 21 A. | have observed that the dosing schedule
22  BY MR.MARKX: 22 -- the eight-week dosing schedule is the most
23 Q. Dr. Manning, you don't dispute that at 23 common of the various -- or the eight-week

24 least every weeks [sic] would include nine weeks, 24 dosing utilization is the most common dosing
25  correct? 25 utilization, and that isthelink that | take
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Page 110 Page 112
1 from Dr. Do, so that iswhere my analysisrested. | 1 perspective, that eight-week dosing interval
2 Q. Sofor the salesfiguresthat you relied 2 provides a benefit that is not available with the
3 on, did you apportion them so that you wereonly | 3 aternative therapies.
4 relying on sales limited to uses by a physician 4 Q. Soit'syour opinion that just because
5 that were hitting the eight-week dosing schedule | 5 an eight-week dosing schedule may be possible,
6 as recited by the '601 patent? 6 that you do not need to confirm that sales of
7 A. Asl'vesaid, | did not do any 7 Eylea actually practiced that dosing schedule?
8 apportionment. 8 A. Asl sad, itisthe casethat the
9 Q. Andyou didn't remove any salesof Eylea | 9 eight-week dosing scheduleisused, and it is
10 for doses that were given at something other than | 10 used more commonly than any other dosing
11 an eight-week dosing schedule from your 11 schedule.
12 commercia success analysis, did you? 12 What | said was that there are reasons,
13 A. 1didnot. 13 sound economic reasons why an opportunity to
14 Q. Didyou do anything to exclude Eylea 14 -- or an option to dose on eight weeks would be
15 seams that may have occurred for dosing every | 15 valuable to doctors and patients, even if the
16 four/five/six weeks? 16 patient's medical condition were such that it
17 A. Asl'vesad, | did not do an 17 could not -- would not allow an eight-week
18 apportionment. | believe the eight-week dosing | 18 -- reaching all the way to an eight-week dosing
19 scheduleis adriver of success. 19 interval.
20 Q. Soyou think it's okay to include sales 20 Q. Gotit. Soyour commercial success
21 for Eyleain your commercial successillness-- |21 opinionsin this -- in these pending IPRs include
22 analysisthat don't practice the claimed dosing 22 Eylea sales that don't practice the claimed
23 regimen? 23 dosing regimen, correct?
24 A. Again, practicing the claimed dosing 24 A. Again, practicing the claimed dosing
25 regimen isalegal construct. | focuson 25 regimen isalegal construct. And asl've said,
Page 111 Page 113
1 economics. | observed that Eyleais dosed on a 1 therearegood economic reasons why a dosing that
2 range of intervals. There are lots of reasons 2 doesn't reach eight weeks is made available by
3 for that, I'm sure. The most important finding 3 theeight-week dosing interval and that that
4 in my anaysisisthat the most common dosageis| 4  contributesto success and that that's a
5 eight weeks -- the most common dosing interval is 5 perfectly legitimate benefit of having an
6 eight weeks. 6 eight-week dosing schedule.
7 Q. But you didn't exclude from your 7 Q. Right. Soyou'veincluded dosing that
8 commercial success analysisthe Eyleadosesthat | 8  doesn't reach eight weeksin your commercial
9 were not at the claimed interval, did you? 9  successanalysis, correct?
10 A. | did not, because that wouldn't be 10 A. Inmy analysis, | observed that eight
11 appropriate. 11 weeksisthe most common dosing interval. | also
12 Q. Why isn't that appropriate? 12 observe that there are good reasons why a patient
13 A. Weéll, there are avariety of reasons 13 might not be able to get to eight weeks. That
14 why patients might not be able to reach the 14 doesnot mean that the eight-week dosing interval
15 eight-week dosing interval. Individuasare 15 didn't allow that to happen.
16 individuals, and not everybody responds to 16 Q. So, again, you're including those Eylea
17 therapy in the exactly the same way. 17  salesfor patients who don't reach eight weeksin
18 So if apatient on Lucentis could -- 18  your commercia success analysis, correct?
19 had to be dosed every four weeks but -- just 19 A. Again, | have not done an apportionment
20 hypothetically -- but on Eyleacould getto seven |20  so| do not know why a patient does or doesn't
21 weeks but not eight, it is the ability to extend 21 makeit to eight weeks. What I've said is that
22 dosing, in general, to eight weeks, that offers 22 there are good economic reasons why that option
23 that opportunity; that optionality. That'sa 23 would be valuable and that that is relevant
24 valuable option. 24 to-- to evaluating commercia success of the
25 And so in that sense from an economic 25  product.
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Page 114 Page 116
1 Q. Areyou familiar with treat-and-extend 1 dosing?
2 dosing regimens? 2 A. No.
3 A. I'veheard of it, yes. 3 Q. And did you exclude from your commercia
4 Q. Arethey -- are treat-and-extend dosing 4 success analysis Eylea salesrelated to
5 regimens part of your commercial success 5 treat-and-extend dosing?
6 analysis? 6 A. No.
7 A. What do you mean, part of it? 7 MR. MARX: I'm going to have the court
8 Q. Waéll, what's your understanding of 8 reporter mark as Manning Exhibit 104, a 2019
9 treat-and-extend dosing regimens? 9 article. First named author is O-H-J,
10 A. That -- I'm not sure | understand 10 Ohji. --
11 exactly the technical definition, but, generally, |11 (Manning Exhibit No. 104, a 2019 article
12 that a patient is treated and then triesto 12 with first-named author Ohji, was introduced.)
13 extend treatment into a-- over alonger period 13 BY MR. MARX:
14 of time to reduce the dosing interval over 14 Q. Dr. Manning, have you ever seen this
15 -- over time. 15 article before?
16 Q. Istreat-and-extend synonymous with a 16 A. I'd haveto go back and look at my
17 fixed eight-week dosing schedule? 17 materials considered. There are alot of them
18 MR. CAINE: Objection; form. 18 there. | don't -- as| sit here -- well, wait a
19 THE WITNESS: I'm not familiar with 19 minute. Asl sit here, | don't havea
20 -- with the medical definition well enough to 20 recollection of having read it, but that doesn't
21 -- to say one way or the other. 21 mean | didn't seeit.
22 BY MR. MARX: 22 Q. Allright. If you could gotothe-- |
23 Q. Soyou have no opinion whether 23 apologize, | don't have page numbers here, but if
24 treat-and-extend is the same as a fixed 24 you go to the page immediately before the
25 eight-week dosing schedule? 25 conclusion.
Page 115 Page 117
1 A. Wédll, again, it'samedical issue that 1 A. Okay.
2 -- I'm not amedical doctor, but | can imagine a 2 Q. Onthefirst full paragraph on this
3 treat-and-extend approach getting you to eight 3 page, the second -- the second sentence there, it
4 weeks. Soif that, either legally or medicaly, 4 recites, "In clinical practice, fixed dosing is
5 satisfies what you mean by an eight-week dosing | 5 associated with burdens for both the patient and
6 interval, | can see how they can be the same or 6 theclinic. Therefore, inreal world practice,
7 reach the same outcome. 7 regimens such as T& E, proactive, and PRN,
8 Q. But treat-and-extend isn't a 8 reactive, are often adopted to reduce treatment
9  fixed-dosing interva, isit? 9 burden while maintaining functional outcomes."
10 MR. CAINE: Objection; form. Outside 10 Do you see that sentence?
11 the scope. 11 A. |do.
12 THE WITNESS: Again, | don't know 12 Q. Andyou didn't do any analysis of how
13 precisely what it means, so | -- | don't have an 13 many Eylea sales may be attributable to a
14 answer to that. 14 treat-and-extend dosing regimen?
15 BY MR. MARX: 15 A. Wédll, the -- the survey datathat |
16 Q. Haveyou ever heard of the term PRN 16 looked at does show treatment intervalsin some
17 dosing? 17 cases by different approaches, treat-and-extend
18 A. Yes. 18 or PRN, as| recall. Eight-week dosing tended to
19 Q. What isyour understanding of PRN 19 be a common dosing interval under those
20 dosing? 20 approaches, as well.
21 A. Wéll, my understanding isthat PRN is 21 Q. But T and -- treat-and-extend and PRN,
22 -- stands for a Latin term means as needed or 22 those are different than a fixed dosing regimen,
23 something in that -- something like that. 23 aren't they?
24 Q. Did you exclude from your commercial 24 A. Waell, as-- asindicated here, yes.
25 success analysis Eylea sales related to PRN 25 Although to tell you the truth, | don't know
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Page 118 Page 120
1 --again, | said -- as| said, I'm not a medical 1 A. Because the key distinguishing feature,
2 expert and not amedical practitioner, so | don't 2 in my opinion, was the eight-week dosing
3 know exactly what the distinction is. 3 interval. That istheinterval that -- that's
4 So, for example, if fixed dosing means 4 the feature of the product that is most distinct
5 you have to come in every four weeks, and no 5 and most relevant, in my opinion.
6 matter what else you have to comein every four | 6 Q. When you use the word in response "key
7 weeks, then | can -- that would be consistent 7 distinguishing feature," what do you mean by "key
8 with the conclusion that is here saying that 8 distinguishing feature"?
9  fixed dosing is associated with burdensfor both | 9 A. Well, the ability to be treated less
10 the patient and the clinic; therefore, under real 10 frequently is, in this condition, in this therapy
11 world practice, regimens such as treat-and-extend| 11 area, an important benefit that is distinct in
12 and PRN are often adopted to reduce treatment | 12 Eylea's case, as opposed to Lucentis or Avastin.
13 burden. That could mean that, well, you know, |13 Q. What you did you mean by the word "key"
14 rather than making the patient comein every four | 14 when you refer to distinguishing feature?
15 weeks regardless of outcome, if you can extend to 15 A. Important.
16 six weeks, extend to eight weeks, that's better; 16 Q. Totheexclusion of any other
17 that makes perfect sense, again, to alay 17 distinguishing features?
18 economist who thinks about healthcare but who is 18 A. Wédll, for this particular IPR, it isthe
19 not a physician. 19 patented feature that seems most relevant, and it
20 So | did observe that the eight-week 20 isthe -- the feature on which, as | understand,
21 dosing interval iscommon. | did not do 21 Dr. Do focused her attention.
22 apportionment, as |'ve said many times, but 22 Q. And you haven't focused your attention
23 eight-week dosing matters. It's helpful. It 23 on any other patented feature, have you?
24 contributes to commercial success. 24 A. No.
25 Q. So your understanding -- understand 25 Q. If you could stay on that Ohji article,
Page 119 Page 121
1 -- acknowledging that you're not aclinician, the | 1 that same page, the page immediately before the
2 treat-and-extend and PRN, those aren't 2 conclusion section, about just alittle over
3 fixed-dosing schedules, are they? 3 halfway down the left-hand column, you'll seea
4 A. Asjust described there, no. 4 Footnote 7, anumber 7.
5 Q. And do you have any reason to dispute 5 A. Yes
6 this exhibit, the Ohji article, that T& E and PRN 6 Q. AndI'm going to read the sentence after
7 are quote, often adopted, closed quote, as -- as 7 that Footnote 7 says, "The molecular attributes
8 dosing regimens? 8 of aflibercept allow for extended injection
9 A. ldont. 9 goals," do you see that?
10 Q. Haveyou done any analysis or surveysof |10 A. |do.
11 how many Eylea sales are attributable to a 11 Q. Do you have any opinions whether Eylea
12 fixed-dosing regimen? 12 sales are due to the molecular attributes of
13 A. Thedatathat | looked at in -- for the 13 aflibercept?
14 '338 declaration does include data looking at 14 A. I'msorry. What do you mean by that?
15 fixed eight-week -- fixed intervals as opposed to | 15 Q. Do you have any opinions whether the
16  treat-and-extend or PRN. And as| said, eight 16 molecular attributes of aflibercept drive Eylea
17 weeks isacommon dosing interval across all 17 sales?
18 types. 18 A. Beyond recognizing that aflibercept is
19 Q. Didyou exclude any dosing regimens from 19 the active ingredient in Eylea, and recognizing
20 your commercial success analysisthat don't use |20 that the formulation patents are not at issue
21 the claimed number of loading doses? 21 here -- or the formulation patent is not at issue
22 A. | did not focus on the loading doses, so 22 here, and recognizing that physicians, in
23 | did not. 23 particular -- | presume thisis written by
24 Q. Why did you not focus on the loading 24 physicians -- well, the authors are in
25 doses? 25 departments of ophthalmology -- tend to use the
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Page 122 Page 124
1 generic name or the name of an activeingredient | 1 observe in the data that | reviewed for the '338
2 rather than a branded name, | mean, | don't -- | 2 IPR that -- that, as |'ve said, the eight-week
3 don't know that | have an opinion about whether | 3 dosing interval is the most common of the dosing
4 the molecular attributes of aflibercept, per se, 4 intervals.
5 -- I'm not ascience -- I'm not a-- either a 5 Q. Why didn't you include a citation here
6 biochemist or achemist or amedical scientist 6 to your '338 patent declaration, then?
7 who would know the difference between the 7 A. Waéll, | doinclude areference to the
8 molecular properties of aflibercept as apart from | 8 entire '338 declaration at the outset.
9  theproduct Eylea. I'm an economist, and 9 Q. Wall, here with respect to Dr. Do's
10 economists think about products that are sold. 10 opinions, does Dr. Do provide any opinion on the
11 The product that is sold is Eylea. 11 frequency that clinicians used a fixed-week eight
12 Q. Waéll, so you haven't offered any 12 dosing schedule -- a eight-week dosing schedule?
13 opinions in your declarations here that the 13 A. 1'd haveto go back to the declaration
14 molecular tributes of aflibercept drive Eylea-- 14 to remind myself. | don't have arecollection of
15 drive Eylea sales, have you? 15 that.
16 A. | don't have an opinion about the 16 Q. I'mgoing to hand you what is Exhibit
17 molecular attributes of aflibercept, beyond the 17 2138 to the 1225 IPR.
18 fact that it isthe active ingredient in Eylea. 18 (Previously marked Exhibit No. 2138 to
19 Q. Do you have any reason to dispute that 19 1225 IPR was introduced.)
20 the molecular attributes of Eylea allow for 20 BY MR. MARX:
21 extended injection intervals, asthe Ohji article | 21 Q. And, Dr. Manning, you've seen this
22 states? 22 exhibit before, correct?
23 A. I'mnot aphysician or technically 23 A. I've seen many such exhibits, yes.
24 qualified to -- to express an opinion either way. |24 Q. If you could turn to Page 15 in Exhibit
25 Q. Haveyou considered that the molecular | 25 2138.
Page 123 Page 125
1 attributes of Eylea -- let me rephrase the 1 A. Okay.
2 question. 2 Q. Doyou agreethat this-- thisslide on
3 Have you considered, in rendering your 3 Page 15 reflects that only JJj] percent of eyes are
4 opinions here, that the molecular attributes of 4 treated on a fixed dosing schedule with Eylea?
5 aflibercept allow for extended injection 5 A. Yes
6 intervals? 6 Q. Andyoudidn't do any analysis
7 A. | have considered that Eyleaallows for 7 reflecting that only ] percent of Eyleasales
8 extended injection intervals. Again, I'm not 8 may be attributable to a fixed dosing regimen,
9 technically qualified to parse the molecular 9 did you?
10 attributes of aflibercept. 10 MR. CAINE: Objection; form.
11 Q. Did you ask Regeneron's technical 11 THE WITNESS: | don't know what you
12 experts whether the molecular attributes of 12 mean. | mean, this slide shows that ] percent
13 aflibercept may be responsible for an extended | 13 of eyesin this sample period were treated on a
14 dosing regimen? 14 fixed dosing schedule or monthly followed by
15 A. No. 15 fixed interval.
16 Q. You can set that article aside. 16 BY MR. MARX:
17 In Exhibit 2058, which is your -- your 17 Q. And this-- this -- this chart for Eylea
18 declaration for the '601 and '681 patents, if you |18 dosing reflects that the majority of eyeswere
19 could go to Paragraph 19 there. 19 treated on a treat-and-extend schedule, correct,
20 A. Okay. 20 | percent of eyes?
21 Q. Isit correct that your understanding 21 A. That's not amgjority, but it'salarger
22 that Eyleais administered according to the 22 share than -- it'saplurality.
23 claimed dosing regimen is based on Dr. Do's 23 Q. So you agree that treat-and-extend was
24 analysis? 24 the most common dosing schedule for Eylea --
25 A. Thatiswhat | citeto here. | aso 25 MR. CAINE: Objection; form.
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Page 126 Page 128
1 BY MR. MARX: 1 And this Regeneron datain Exhibit 2138 reflects
2 Q. -- according to this slide? 2 that, correct?
3 A. Inthistime period, that's what these 3 A. Well, | don't know how they define
4 datasay. | would point out that, if not here, 4 "often It--
5 then in other dlides, the patients who were 5 Q. Well,it--
6 treated on treat-and-extend or PRN also are 6 A. It--"often" is, you know, arelative
7 commonly treated on -- reached an eight-week 7  term. It'snot -- it doesn't tell you what the
8 dosing schedule. 8  relative frequency of other thingsare -- isor
9 Q. What data do you have that shows that 9 ae
10 patients on a T& E or PRN dosing schedule reach | 10 Q. Wéll, you don't dispute that the data
11 eight weeks? 11 hereon this Regeneron ATU showsthat T and E is
12 A. I'veseenitinthese ATU survey data. 12 a-- ismore often used as a dosing schedule for
13 Whether it isreflected in this one, let me look. 13 Eyleathan afixed dosing schedule?
14 I'm not finding the slide that | 14 A. Well, | observed that the light blue
15 expected to find here, but | know I've seen a 15 section of those bars, which is"monthly until
16 slide that shows a-- an eight-week dosing 16  drynessattained," then treat-and-extend, is
17 frequency for the other approachesbeing avery |17  larger than the darkest of the blue or the larger
18 common dosing interval. 18 dark blue sections which says "monthly followed
19 Q. But treat-and-extend and PRN dosing, 19 by fixedinterval."
20 even if they hit eight weeks once, they'renota | 20 Q. Andif weadd up all the -- those
21 fixed dosing schedule, correct? 21 treat-and-extend and PRN dosing schedulesin that
22 A. Again, | -- | -- | guess| don't know 22 bar chart for Eylea, you don't disagree that it
23 the medical distinctions between the different 23 shows that Eyleais dosed ] percent of thetime
24 approaches. | mean, if you get to eight weeks 24 onatreat-and-extend and PRN basis, do you?
25 and you stay on eight weeks, to the layperson 25 A. I'msorry. Say again.
Page 127 Page 129
1 that sounds like fixed. But, you know, | don't 1 Q. Sure. If weadd up al those
2 know -- | guess | don't know what technical 2 treat-and-extend and PRN dosing for Eylea, that
3 definitions might imply. 3 total is|] percent of eyestreated by Eylea,
4 Q. Waéll, atreat-and-extend patient who 4 correct?
5 receives a maintenance dose at eight weeks and 5 A. Well, are you adding the[Jl] -- the other
6 then amaintenance dose at six weeks, is that 6 schedule?
7 included in your commercial success opinions 7 Q. Sure. JJj percent.
8  here? 8 A. Plusll].
9 A. My opinions evaluate -- or my analysis 9 Q. Plus]] percent plus]] plus], yes?
10  evaluatesall of the utilization. 10  That's|j] percent.
11 Q. And you haven't excluded any sales, 11 A. Those numbers do add up tofJl], yes.
12 correct? 12 Q. Sothis Regeneron ATU survey reflects
13 A. | have not done any apportionment. 13 that Eyleaisdosed on a T&E and PRN basis|j]
14 Q. Andthe-- well, the data presented on 14 percent of the time, correct?
15 this Page 15 in Exhibit 2138, thisis consistent 15 MR. CAINE: Objection; form.
16  withthe Ohji article we looked at, correct, that | 16 THE WITNESS: That -- that is what the
17 treat-and-extend and PRN are the -- the most 17 data say for this particular period of time, yes.
18 common dosing regimens for Eylea? 18 BY MR. MARX:
19 A. | don't remember reading that in the 19 Q. Andisityour opinion that afixed
20 Ohji article. What | remember you asked me 20 dosing schedule, which accounts for [Jjj percent of
21 to read was about how treat-and-extend offers 21 Eyleatreated eyes, isdriving sales for Eylea?
22 greater flexibility than afixed dosing interval 22 MR. CAINE: Objection; form.
23 and that that might be less burdensome. 23 THE WITNESS: I'm sorry. Ask it again,
24 Q. Wall, the Ohji articlesaid that T and E 24 please.
25 and PRN are quote, often adopted, closed quote. | 25 BY MR. MARX:
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Page 130 Page 132
1 Q. Sure. How can afixed dosing regimenbe | 1 THE WITNESS: Asfar as| know, there
2 driving Eylea sales when it's only JJjj percent? 2 are not data that show duration of treatment
3 A. How can? 3 -- or dur -- duration of staying on any
4 Q. Yeah. How can adosing regimen 4 particular treatment interval. But the
5 That's only [} percent be driving sales of Eylea? | 5 eight-week dosing interval isimportant.
6 A. Asl'vesaid acoupletimesnow, | 6 MR. MARX: You can set that exhibit
7 -- the frequency of dosing iswhat | focus on. 7 aside.
8 | -- there are other data that show that eight 8 (Previously marked Exhibit No. 2176 to
9 weeksis acommon dosing interval for patients 9 1225 IPR was introduced.)
10 treated with these other methods. And the option | 10 BY MR. MARX:
11 of being able to get to eight weeks, whichis 11 Q. I'mgoing to hand you what is Exhibit
12 available using Eylea and not the other 12 2176 inthe 1225 IPR.
13 treatments, leads people -- leads doctors, leads | 13 And, Dr. Manning, have you seen this
14 patients to choose Eylea, and that contributesto | 14 document before?
15 its commercial success. 15 A. Yes
16 Q. Butyou have noway of confirmingthat |16 Q. Canyou turn to Page 48 of 137, please,
17 the sales of Eyleathat you rely on, that those 17 in Exhibit 2176? The heading on that slide reads
18 were for afixed eight-week dosing schedule, do | 18 Anti-VEGF Market Source of Business?
19 you? 19 A. Yes
20 A. | observed that the fixed dosing 20 Q. And you agree with me that the share of
21 interval isimportant. It isalarge share 21 new patients for Eylea on this page is comparable
22 of sales. Itisadistinguishing factor, 22 to those for Lucentis?
23 distinguishing it from the other treatment 23 A. Wadll, those numbers are similar, but
24 product -- other treatment -- other treatmentsin |24 what this saysis source of business, projected
25 the product category. And it, in my opinion, 25 share allocation by product by segment. So how
Page 131 Page 133
1 account -- or drives -- isadriver of the 1 many patients are new to treatment, and what
2 product's utilization and its commercial success. | 2 percentage of the total -- of this product's
3 Q. Andsoisit your opinion that JJjj 3 patients are new to treatment. That -- that's
4 percent is alarge share of sales? 4 how | read this.
5 A. It'snot small, but, again, it is not 5 Q. Sothe percent of patients who are new
6 the entirety of the eight-week dosing interval 6 to Eyleais comparable to those for Lucentis,
7 -- eight-week dosing utilization. 7 correct?
8 Q. What do you mean "that's why it's not 8 A. | read this as the percent of patients
9 the entirety of the eight-week dosing 9 who are new to Anti-VEGF treatment. It's higher
10 utilization"? 10 for Avastin than it isfor -- oh, sorry, you said
11 A. Asl'vesad before, there are people 11 Lucentis. Yes, that's-- so Lucentisand Eylea,
12  -- patientstreated on the other treatment 12 roughly JJjj or JJj] percent of -- as| read this
13 methods that get to eight weeks, and that that 13 -- of their patient share are new to treatment.
14 eight-week dosing interval contributesto Eylead's | 14 Q. And do you have any opinion why the
15 commercial success. 15 share of new patientsis similar between Eylea
16 Q. But you don't know if they stay on 16 and Lucentis?
17 eight-week maintenance dosing, do you? 17 A. | haven't carefully analyzed that
18 A. | know that eight weeksisavery common | 18 question, but, you know, it -- it -- there are --
19 dosing interval, that both in actuality and in 19 new patients who come to be treated are allocated
20 its optionality, it contributes to Eylea's 20 across products by -- probably by -- well, by an
21 commercial success. 21 assessment of physician and the patient and the
22 Q. But you haven't confirmed that the sales | 22 various conditions that the patient has and what
23 of Eyleathat you rely on stay on an eight-week | 23 the physician thinks might be best for the -- for
24 dosing maintenance schedule, have you? 24 the patient.
25 MR. CAINE: Objection; form. 25 Q. Do you have any opinion whether it might
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Page 134 Page 136
1 be the doctor is having concerns about patient 1 Q. Allright. I'm going to hand you
2 succeeding on an eight-week dosing schedule? 2 Exhibit 2139 from the 1225 IPR.
3 A. That might be something that patients 3 And, Dr. Manning, do you recognize this
4 -- that doctors consider, but there are -- there 4 document? Let'sdo this: If you have Exhibit
5 are clearly datathat show that physicianshavea | 5 2059, your ‘338 patent declaration, the big one
6 strong preference for Eyleaasa-- asan initia 6 in front of you, and if you'll go to Paragraph
7 therapy. | havein mind a-- a chart that shows 7 947
8  that|jJjj tojrercent of doctors would choose 8 A. Okay.
9 Eylea as afirst therapy if the costs were the 9 Q. Do you see there you -- you recite
10 same. So that suggeststhat, in addition towhat | 10 a Regeneron presentation meant for an
11 we do observe, that in a-- aworld where cost 11 externa-facing audience, and you cite
12 were not an obstacle to using Eylea, that it 12 Exhibit 2139?
13 would be thefirst choice by a-- alarge 13 A. In Paragraph 94?
14 majority of doctors. 14 Q. Correct. That'sthe second bullet on
15 Q. Soisityour opinion that the cost of 15 Page 111 of 289.
16 Eyleaisahurdle? 16 A. OnPage111, right. | waslooking at
17 A. Wédll, physicians say that, yes. 17 the prior page.
18 Q. And you agree that, based on datayou've | 18 Yes, | do seethat.
19 seen, that Avastin isafirst-line therapy for 19 Q. Okay. Sothisisadocument you've
20 the treatment of angiogenic eye disease? 20 reviewed before?
21 A. Yes 21 A. Yes
22 Q. Do you know if doctors who prescribe 22 Q. And that your understanding is that
23 Eyleato treatment-naive patients go straight to | 23 thisis a Regeneron presentation meant for an
24 eight-week dosing? 24 external-facing audience, correct?
25 A. Frominitiation? 25 A. That was my understanding, yes.
Page 135 Page 137
1 Q. After loading doses? 1 Q. Okay. If you could turn to Page 17 of
2 A. | know that Dr. Do citesit as acommon 2 6L
3 practice; citesit as her own practice. 3 Let me know when you're there.
4 Q. Do you have any data that doctors other 4 A. I'mthere.
5 than Dr. Do go straight to eight-week dosing 5 Q. Do you seeon thisslide, this Regeneron
6 after the loading doses? 6  dlidecitesthat aflibercept has alow incidence
7 A. I'd haveto go back and look at the 7 of immunogenicity?
8 various surveys to find whether or not -- how 8 A. |do.
9 -- how -- what exists on that point, but | know 9 Q. Didyou consider that aflibercept has a
10 that Dr. Do says so. 10 low incidence of immunogenicity with respect to a
11 Q. And do you have any opinion whether 11 driver for Eyleasales?
12 treat-and-extend or PRN dosing schedule is within 12 A. Not in this matter, but in the district
13 the scope of the '601 and '681 patent claims? 13 court litigation where safety and efficacy are
14 A. Again, | don't have alegal opinion on 14 asoatissue, yes.
15 anything. The scope of the claimsis something | | 15 Q. Soisityour opinion that aflibercept's
16 rely on Dr. Do for. 16 low incidence of immunogenicity is responsible
17 MR. MARX: | just have one more 17 foritssafety and efficacy?
18 document, afew questions to go through before | 18 A. Again, I'm not amedical expert. Tome,
19 lunch break, isthat okay? 19  alayperson who knows something about healthcare,
20 MR. CAINE: That's okay with me. 20  immunogenicity is something you would want to
21 THE WITNESS: | thought you weregoing | 21 avoid, and so that suggests safety.
22 to stay until we're done. 22 Q. And that -- that low immunogenicity is
23 (Previously marked Exhibit No. 2139 was |23 with respect to aflibercept. It'sthe active
24 introduced.) 24 ingredient in Eylea, correct?
25 BY MR. MARX: 25 A. That'swhat this dide says.
35 (Pages 134 - 137)
Veritext Legal Solutions
WwWWw.veritext.com 888-391-3376

Mylan Exhibit 1121
Mylan v. Regeneron, IPR2022-01225
Page 35
Samsung Bioepis Exhibit 1075
Page 35



CONFIDENTIAL - UNDER PROTECTIVE ORDER

Page 138 Page 140
1 Q. Okay. Didyou consider inyour opinions | 1 Q. Well, we saw the Ohji article stated
2 that Eylea contains all human amino acid 2 that the aflibercept's molecular property is
3 seguences? 3 responsible for extended dosing intervals,
4 A. | didnot. 4 correct?
5 Q. Areyou aware that Lucentis and Avastin 5 A. Canl go back and look at that and
6 contain some mouse seguence antibodies? 6 remind myself what it says?
7 A. |didnot. 7 Q. Sure. It was on the page immediately
8 Q. Soyou didn't address any possible 8  before the conclusion section.
9 benefit Eylea might have because it's afully 9 A. "Themolecular attributes of aflibercept
10 human molecule? 10  alow for extended injection intervals."
11 A. That'satechnica issuethat | wouldn't 11 If that means binding properties, okay,
12 be the right person to ask about. 12 but that's, again, amedical-technical issue that
13 Q. Well, then you have -- you haven't 13 isbeyond the economic analysis.
14 considered whether the fact that aflibercept, 14 Q. Why isthat beyond your economic
15 the activeingredient in Eylea, isafully human |15  analysis?
16 amino acid sequence might have affected 16 A. Waell, because the economic analysis gets
17 physicians' treatment decisions? 17 todoesthe eight-week dosing interval have a
18 A. Asl said, in this matter, safety is not 18  nexuswith commercial success. Eight-week dosing
19 anissue. Safety and efficacy are not at issue. 19  providesthingsfor people that is not available
20 Q. When you say they're not at issue, is 20  inother products. It drives economic util -- it
21 that because they're not encompassed by the--in | 21 drives utilization, which drives commercial
22 your opinion the '601 and '681 patent claims? 22 sUcCess.
23 A. That's my understanding, yes. 23 Q. Soinyour -- S0 your opinions
24 Q. ButintheWest Virginialitigation, 24 concerning the optionality of eight-week dosing
25 that is part of the -- the issues in dispute? 25  arefor Eylea, it doesn't matter whether that
Page 139 Page 141
1 A. Again, my understanding is that 1 comes from the aflibercept molecule or the
2 Dr. Trout hastied the formulation to safety 2 formulation, just so long as that's a potential
3 and efficacy; that | interpret that to mean the 3 option for the use of Eylea?
4 formulation patents cover issues like this or 4 A. 1 wouldn't say that. | would say that
5 relate to issueslike this. 5 Eylea, the product, has an eight-week dosing
6 Q. If you could go to the next pagein this 6 interval that is not available in other products.
7 Exhibit 2139, do you see the header to the slide 7 That contributes to demand, to utilization, to
8 states Aflibercept Binding Properties, in part? 8 commercial success.
9 A. |do. 9 Q. And your opinion's unchanged whether
10 Q. Okay. And did you consider whether 10 that eight-week dosing scheduleis -- let me
11 Regeneron promoting aflibercept's binding 11 rephrase the question.
12 properties was relevant to commercial success of 12 Y our opinions are unchanged whether
13 Eylea? 13 it's the aflibercept molecule that provides that
14 A. Inthis matter? 14 eight-week dosing schedule versus something else?
15 Q. Yes. 15 MR. CAINE: Objection; form.
16 A. No. Asl've said, my focuswas on 16 THE WITNESS: My opinion isthat Eylea
17 whether the eight-week dosing interval 17 provides the eight-week dosing interval.
18 demonstrated a nexus with the product's 18 BY MR. MARX:
19 commercial success. And my understanding of the 19 Q. And aflibercept's the active ingredient
20 binding properties, again, amedical term or 20 in Eylea, correct?
21 scientific term that | can take a guess at, does 21 A. Aflibercept isthe active ingredient in
22 not have to do with the -- | would expect does 22 Eylea
23 not have to do with the eight-week dosing 23 Q. And have you considered whether -- and
24 interval. But if I'm wrong about that, I'm happy 24 you said -- have you considered whether the
25 to be educated. 25 eight-week dosing regimen with respect to Eylea
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Page 142 Page 144
1 may be due to something other than the active 1 as covering Eylea, correct?
2 ingredient aflibercept? 2 A. Wadll, | seealisting of patents and
3 A. | wouldn't be equipped to opine on that. 3 other patents pend -- other pending patents.
4 Q. Did you ask Regeneron's technical 4 Q. Do you have any opinion whether these
5  experts? 5 patents cover Eylea?
6 A. | didnot. 6 A. |don't.
7 MR. MARX: All right. We cantakea 7 Q. And you don't dispute that Regeneron
8  break for lunch now, if that's okay? 8 listed these patents on the label for Eylea,
9 MR. CAINE: Yeszh. 9 correct?
10 THE VIDEOGRAPHER: We're going off the 10 A. |don't.
11 record. Thisistheend of MediaUnit 3. The 11 Q. Do you dispute that when Eyleawas
12 timeis1:03 p.m. 12 launched in November of 2011 that it enjoyed
13 (Lunch recess.) 13 patent protection?
14 THE VIDEOGRAPHER: We'e back on the 14 A. | guess| don't know what you mean by
15 record. Thisisthe beginning of Media Unit 4. 15 "enjoyed patent protection.”
16 Thetimeis1:40pm. 16 Q. Well, do you -- do you -- do you agree
17 (Previously marked Exhibit No. 2185 to 17 that when Eylea was launched in November 2011
18  12251PR wasintroduced.) 18 that there were Regeneron patents that covered
19  BY MR MARX: 19 Eylea?
20 Q. Dr. Manning, I'm going to hand you what 20 A. My concernisthat you're asking me for
21 isExhibit 2185inthe 1225 IPR. 21 an -- aconclusion about whether patents might be
22 Thisisthe November 2011 label for 22 valid or not or did they cover the product or
23 Eylea 23 not. And | -- | wouldn't have an opinion about
24 And, Dr. Manning, you've seen this 24 those kinds of things.
25  document, correct? 25 Q. Why don't you have an opinion about
Page 143 Page 145
1 A. I'veseen variouslabelsfor Eylea 1 those type of things?
2 | probably have seen thisone. | don't have a 2 A. Because I'm not an attorney. I'm not a
3 specific memory of seeing this particular 3 patent examiner. | don't know -- | mean, | know
4 version. 4 that these are patents listed on the label --
5 Q. Widll,it'scited in -- in your Exhibit 5 that'sal | can observe -- and that there are
6 2059, your '338 patent declaration at Footnote 6 -- it saysthat there are other pending patents.
7 61, -- 7 Q. Allright. Well, let'slook at the
8 A. Okay. 8 patents on thislabel. So there's patent listed
9 Q. --if you'd liketo confirm. 9 there, 7,070,959. Do you seethat listed on this
10 A. No, that's-- I'm comfortable. 10 Regeneron Eylealabel?
11 Q. Okay. Did you review thisdocumentin |11 A. ldo.
12 preparing for today's deposition? 12 Q. And you haven't analyzed this'959
13 A. Specific to this particular deposition, 13 patent at all about what it covers or how it
14 | did not review this. 14 relates to Eylea?
15 Q. Areyou aware that thisisthe label for 15 A. Not to my recollection, although, you
16 Eyleawhen it launched in November of 2011? |16 know, there are other patents that 1've looked
17 A. | seethat asthe date. So, yeah, | 17 at. | -- | don't recognize any of the patents on
18 would accept that. 18 thislist.
19 Q. Okay. Andif you could turn to the last 19 Q. What other patents are you referring to?
20 page of this label? 20 A. Wadll, there was a -- the -- the other
21 A. Mm-hmm. 21 patent in the -- the formulation patent in the
22 Q. Do you see there are patents listed 22 District Court case. I'm blanking on the number.
23 there? 23 Q. Sure. Soyou've analyzed the '338
24 A. | do. 24 patent, correct?
25 Q. And Regeneron has listed certain patents | 25 A. Wadll, I'velooked at it.
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Page 146 Page 148
1 Q. Waéll, you'velooked at -- you've opined 1 Q. Areyou familiar with the Acorda Factors
2 that -- with respect to the commercial success 2 fromthe Acorda Roxane -- versus Roxane case?
3 for the '338 patent, correct? 3 A. | have some basic familiarity, but |
4 A. Yes. 4 couldn't list them. But | know that Mr. Hoffman
5 Q. And you've opined with respect to 5  referenced them.
6 commercia success for the '601 and '681 patents | 6 Q. Okay. And you've seen themin Ms.
7 in these pending IPRs, correct? 7  --atleast you've seen themin Mr. Hoffman's
8 A. Yes. 8 '338 I PR patent declaration?
9 Q. And in the -- the pending District Court 9 A. Yes.
10 litigation, you've offered commercial success 10 Q. And it comesto your Exhibit 2059 and
11 opinions with respect to the '601, '572 and '865 |11 2058 declarations, in these IPRs you haven't
12 patents, correct? 12 addressed any of the Acorda factors when it comes
13 A. | believe those are the right numbers. 13 toyour commercial success opinions, correct?
14 Q. And outside of those patents have you 14 A. That's correct.
15 analyzed any Regeneron patents with respect to | 15 Q. Do you disputeit that when Eyleawas
16 Eylea? 16 launched in November 2011 that it enjoyed a
17 A. No. 17 regulatory exclusivity period?
18 Q. Do you know whether anyone could 18 A. Well, what do you mean by "regulatory
19 commercialize a drug with aflibercept without 19  exclusivity period"?
20 infringing upon any Regeneron patents? 20 Q. Doyou know if Eyleasstill covered by
21 A. |donot. 21 any regulatory exclusivity?
22 Q. Do you know what patents Regeneron has | 22 A. Well, | haven't affirmatively confirmed,
23 that cover the aflibercept molecule? 23 but my understanding is that new biologics obtain
24 A. |don't. 24 12 years of data exclusivity. There are some
25 Q. And all of these patents that appear 25  other possible -- possible data -- or, sorry,
Page 147 Page 149
1 onthisNovember 2011 Eylealabel, you have not 1 regulatory exclusivities for pediatric
2 looked at or analyzed these patents, correct? 2 indications, for example. | haven't carefully
3 A. | havenot. 3 examined those, so | -- | don't know their
4 Q. And then the pending IPRs that we're 4 current status.
5  herefor today, you've not offered an opinion 5 Q. But you agree that every new product
6  related to any other patents outside of the 6 that's approved by FDA that -- enjoysa
7  '601 patent, the '681 patent and the '338 patent, 7 regulatory exclusivity period?
8 correct? 8 A. WEéll, it depends on the nature of the
9 A. That's correct. 9 product. | mean, if it'sa-- and abiologic
10 Q. And you haven't offered any opinion in 10 gets adifferent data exclusivity period than
11 your declarations why Regeneron competitors might | 11 does a small molecule drug; areformulation of
12 have been dissuaded from developing their own 12 an existing product gets different levels of
13 &flibercept product because of any Regeneron 13 exclusivity, or, you know, an orphan drug has
14 patent, correct? 14 different kinds of exclusivity. Sotherearea
15 A. | havenot. 15 variety of different exclusivities that can
16 Q. When it comesto your commercial success 16 apply.
17 opinions in these pending IPRs, did you evaluate 17 Q. But with respect to Eylea, do you
18 theimpact of any earlier patent protection that 18 dispute that Eylea's enjoyed regulatory
19  Regeneron obtained for Eylea? 19 exclusivity?
20 A. | did not. 20 A. | would expect that it has, but |
21 Q. And with respect to your commercial 21 haven't carefully tracked or evaluated what
22 success opinions, did you evaluate the impact of 22 regulatory exclusivities exist for it.
23 any regulatory exclusivity Regeneron had for 23 Q. Sositting here today, you don't know
24 Eyleaonyour commercial success opinions? 24 whether Eyleastill enjoys -- or still is covered
25 A. | didnot. 25 by regulatory exclusivity?
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Page 150 Page 152
1 A. Wadll, just as| said, there's a 12-year 1 claiming the right to do it.
2 data exclusivity period. The product launched in 2 Q. Do you have any opinions whether other
3 2011. They would have 'til 2023, just adding 3 companies would have been aware that Regeneron
4 12to 11. Andif there'sa-- a pediatric 4 was claiming the right to exclusively develop
5 exclusivity that, | think, would extend it 5 aflibercept?
6 another six months. But those are just my 6 A. When?
7 general understandings of the nature of 7 Q. Since 2005.
8 regulatory exclusivity. | don't know if 8 A. My focuswas on the product Eylea, which
9 something unusual has happened in Eylea's case 9 was launched in 2011. | don't know that I've
10 that would change any of that. 10 looked prior to that.
11 Q. Soyou haven't offered any analysison 11 Q. Waell, since 2011, do you have any
12 the regulatory exclusivity for Eylea? 12 opinion whether other companies would have been
13 A. | havenot. 13 aware that Regeneron was claiming exclusive
14 Q. And you don't have any opinions whether 14 rights to the commercialized aflibercept?
15 acompany other than Regeneron could have 15 A. Aflibercept as separate from Eylea?
16 commercialized an aflibercept product from, like, 16 | would want to draw that distinction. I'm not
17 2005 to currently? 17 aware that post 2011 when Eyleawas launched that
18 A. I'msorry. What -- what do you mean by 18 anybody has claimed that they had rights to
19 that? 19 Eylea. | -- but, you know, | -- that's not been
20 Q. Sure. Do you have any opinions whether 20 afocus of my work.
21 acompany other than Regeneron could have 21 Q. Right. And so your work also didn't
22 commercialized an aflibercept product since 2005? 22 focus on any statements that Regeneron publicly
23 A. | -- any company? 23 made concerning their exclusive rights to develop
24 Q. Beyond Regeneron. 24 aflibercept, correct?
25 A. | guess| don't know -- not knowing what 25 A. Aflibercept or Eylea? I'm asking.
Page 151 Page 153
1  patentswould have beenin play or not, I don't 1 Q. Aflibercept.
2 know for sure, but | can imagine there might have 2 A. I'mnot aware of any statements by
3  beenwaystodoit. 3 Eylea-- by -- sorry, by Regeneron or -- or
4 Q. Would it befair to say that that 4 others claiming whether they had or had not
5  typeof analysisisoutside the scope of your 5 rights to aflibercept.
6  opinions? 6 Q. Okay. When you say you're not aware,
7 A. | have not written about those issuesin 7 that's -- you can't -- you didn't analyze that as
8  my current declarations, yes. 8 part of your opinionsin this -- in these IPRs?
9 Q. Haveyou analyzed any public statements 9 A. |didnot.
10  Regeneron made about their rights to develop and 10 Q. And, likewise, you don't have any
11 commercialize aflibercept? 11 opinion whether other companies would have
12 A. Notthat | recall. | could be 12 been aware that Regeneron was investigating
13 forgetting something, but | don't have anything 13 aflibercept for the treatment of eye diseases?
14 currently in mind. 14 A. | -- | don't know the extent to which
15 Q. And have you analyzed any scientific 15 other people knew or didn't know.
16 publications concerning Eylea? 16 Q. And that's because you didn't analyze
17 A. Well, scientific publication'sa 17 that with respect to your opinionsin these IPRs,
18 pretty broad term. | don't know what you mean. 18 correct?
19  Concerning Eylea? What do you mean more 19 A. |didnot analyzeit, right.
20  specificaly? 20 Q. Wediscussed earlier the Chronic Disease
21 Q. Well, do you have any opinion asto 21 Fund or CDF litigation, do you recall that?
22 whether companies other than Regeneron would have | 22 A. |do.
23 been aware that Regeneron was claiming that they 23 Q. And you're familiar with the litigation
24 had the right to exclusively develop aflibercept? 24 the U.S. government filed against Regeneron
25 A. I'mnot aware of any other company 25 concerning the CDF?
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Page 154 Page 156

1 A. Broadly. | don't know the details, but 1 A. That'swhat | understand thisto say.

2 I'm broadly familiar with it. 2 Q. And this document reflects that, in

3 Q. And you've been aware of that litigation 3 total, Regeneron made paymentsto CDF over $200

4 since at least the 338 patent | PR, correct? 4 million from 2011 to April 2017?

5 A. Since my deposition on that |PR. 5 A. I'msorry. Didyou say 2011?

6 Q. And you haven't done any analysisin 6 Q. VYes

7 your declaration here to assess any impact that 7 A. That'swhat it says. Thetotal is 200

8 Regeneron's payments to CDF may havehadon | 8  million or more, give or take.

9 Eylea's commercia success? 9 Q. Okay. Now keeping this document, if you
10 A. Asl -- wetalked earlier today, | have 10 could go to your '338 patent |PR declaration, the
11 not. That was not part of my analysisin the 11 big document in front of you, and Attachment D1
12 '338. And | have adopted the '338 as the 12 whichisPage 175 of 289 -- 171 of 289.

13 relevant analysis for these two IPRs, so that 13 And let me know when you're there.

14 analysisis not included. 14 A. I'mthere.

15 Q. Okay. Dr. Manning, I'm going to hand 15 Q. Andthisisyour EyleaProfit and Loss

16  youwhat well mark as Manning Exhibit 105. 16  Datathat'sincluded as Attachment D1 to your

17 It is Exhibit 34 to ECF Number 275 in 17 '338 patent IPR?

18 the CDF litigation. And thiswasfiled withthe |18 A. ItisRegeneron's data, yes.

19 United States response to Regeneron's statement | 19 Q. Looking at your Attachment D1, can you

20 of factsfor summary judgment. 20  identify in your Attachment D1 the $35 million

21 (Manning Exhibit No. 105, Exhibit 34 to 21 Regeneron gaveto CDF in 2013?

22 ECF Number 275 in the CDF litigation, was 22 A. No, --

23 introduced.) 23 Q. Okay.

24 BY MR. MARX: 24 A. --not specifically.

25 Q. And, Dr. Manning, have you seen that 25 Q. For 2014, Manning Exhibit 105 reflects
Page 155 Page 157

1 document before? 1 that Regeneron provided $27.75 million to the

2 A. | believel have. 2 Chronic Disease Fund. Can you identify in your

3 Q. When have you seen it? 3 Attachment D1 where Regeneron's $27.75 million

4 A. Atleast in the deposition for the 4 payment to Regeneron is captured?

5 District Court litigation, perhaps before. 5 A. Not in this document, no.

6 Actually, | do think before, but | don't remember 6 Q. Canyou identify any of Regeneron's

7 exactly when thefirst time | saw it was. 7 payments to the Chronic Disease Fund in your

8 Q. Okay. Andyou didn't consider this 8 Attachment D17?

9 document when rendering your opinions in Exhibits 9 A. No. They don't appear to be here.

10 2058 and 2059? 10 Q. Do you know whether thisinformation

11 A. 1did not include this. 11 should have been accounted for?

12 Q. Okay. And do you dispute that, as 12 A. |dont.

13 reflected in this document, since at least 13 Q. Inyour analysis of Eylea's profits, you

14 Eylea'slaunch in 2011, copay assistance has been 14 don't know whether the -- the P& L statements

15 available to patients that have been prescribed 15 include any of these paymentsto CDF, correct?
16 Eylea? 16 A. Wédll, theline that shows Chronic

17 A. I'mnot sure | would characterizeit 17 Disease Fund apparently does not land on Eylea's
18 that way. | mean, | would say that the Chronic 18 P&L. That doesn't mean it doesn't land on

19 Disease Fund provides assistance to patients, as 19 Regeneron's P& L somewhere. Whether those are
20 | understand, on afirst-come first-serve basis, 20 corporate donations that are not specific to the

21 and so -- so it may or may not be available to 21 product, I'm not an accountant and | don't know
22 patients who were prescribed Eylea. 22 what the appropriate treatment of such donations
23 Q. You don't dispute that this documents 23 would be. But as -- aswe've discussed,

24 reflects that Regeneron's provided funds to CDF 24 they don't appear to show up on the Eylea

25 since 2011, do you? 25 product-specific P& L unless they're put somewhere
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Page 158 Page 160
1 that | don't know about. 1 A. Well, for avariety of reasons, but
2 Q. Gotit. So at least the Eylea profit 2 --and| don't know what it -- what Regeneron
3 and loss statements don't reflect Regeneron's 3 -- what Genentech does. But my understanding is
4 contributions to the Chronic Disease Fund? 4 thatitisnot necessarily determined whether or
5 A. Waell, I'd say | don't know where -- if 5 not a company can make true and nonmisleading
6 they are here, | don't know where they are. 6  claimsabout aproduct even if it's not off
7 Q. Do you know where Regeneron's clinical 7  label, so| don't know -- sorry, evenif it's
8 trial costs for Eylea are accounted for in the 8  notonlabel. Sol don't know for sure what
9 Eylea profit and | oss statements? 9  Genentech does or doesn't do with respect to
10 A. Waéll, what do you mean by "clinical 10  marketing Avastin.
11 trial"? 11 | suspect that payers, insurance
12 Q. Waéll, research and development. 12 companies, make some effort to in -- to encourage
13 A. So prelaunch? 13 theuseof Avastin sinceit issuch alow price.
14 Q. Well, prelaunch, and then, asyou're 14 I don't know what efforts compounding pharmacies
15 aware, that -- Regeneron's obtained additional 15 might go to to advertise or promote their
16 indications for Eylea, correct? 16 particular Avastin -- repackage -- repackaged
17 A. Mm-hmm. Yes. 17 Avastin. | presume there's some effort to make
18 Q. Do you know where the clinicdl trial 18  physiciansaware of their services. So | guess|
19 costs for Eylea are accounted for in any of 19  can't--sol wouldn't say that nobody promotes
20 Eylea's profit and loss statements? 20 Avadtin.
21 MR. CAINE: Objection; form. 21 Q. Wall, you're familiar with the term
22 THE WITNESS: Youknow, | -- 1 --1 22 "share of voice," correct?
23 don't know exactly. My inclination isthat work | 23 A. I'veheard of it before, but I'm not a
24 toward anew indicationwould bea-- anR&D |24  marketer.
25 expense at the corporate level, although I'm 25 Q. Allright. Well, do you know Avastin
Page 159 Page 161
1 --I'mnot an accountant, so | don't know for 1 -- Avastin wouldn't have any advertising share of
2 sure. But | wouldn't expect to see them on the 2 voice for treatment of angiogenic eye disease if
3 product-specific P&L. 3 it's off label, correct?
4  BY MR.MARX: 4 A. Asl'vejust said, there are reasons
5 Q. Why would you expect them -- why 5 why it would be promoted, or waysit might be
6  would you not expect to see them on the 6 promoted. So zero is probably the wrong number
7 product-specific P&L for Eylea? 7 Q. Well, isit your opinion that companies
8 A. Well, likel said, I'm not an 8 can promote off-label use?
9  accountant, and so | don't know where such things 9 A. It'smy understanding that companies
10  would be. But I wouldn't be surprised to see 10 can make true nonmisl eading statements about
11 them show up at ahigher level of aggregation 11 products. Now, that's alegal question, but
12 for the corporation'sinvestigating in new 12 -- s0 | want to be careful about offering alegal
13 indications or some other -- something else that 13 opinion. But | don't know for sure that they
14 appliesto anew opportunity for the corporation. 14 cannot say true, nonmisleading statements about
15 Q. More focused on the profit and loss 15 their products.
16 statements, do you know how much Genentech spent | 16 Q. Soyou don't know whether Avastin can be
17 on their marketing and promotion of the Lucentis 17 promoted for off-label use or not?
18  between 2012 through 2021? 18 A. "Canbe" isapretty definitive
19 A. 1donot. 19 statement. | don't know that it cannot be. And
20 Q. Andyou would agreethat if Avastinis 20 I've said -- as've said, my -- I'd be surprised
21 used off label, there can be no marketing for 21 if compounding pharmacies, for example, don't
22 Avadtin for the treatment of angiogenic diseases, 22 promote the availability of it to physiciansto
23 correct? 23 whom they provideit.
24 A. No. 24 Q. Sitting here today, are you aware of any
25 Q. Why isthat? 25 promotion of Avastin for off-label use?
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Page 162 Page 164
1 A. I'mnot awareof it, no. But, asl 1 Regeneron has at least two websites for Eylesa,
2 said, | would not be surp -- | would be surprised | 2 one for potential patients and one for healthcare
3 if there'sliterally none -- 3 providers?
4 Q. You haven't discussed -- 4 A. To the extent that any product that
5 A. -- by thevarious parties. 5 | -- it's pretty common for manufacturers to have
6 Q. You haven't discussed in your 6 abifurcated website, one for providers and one
7 declarations the promotion of Avastin for 7 for patients, or potential patients. And | think
8 off-label use, have you? 8 | -- I'm pretty sure I've seen and even gone to
9 A. No. 9 the provider website on Eylea -- on Regeneron's
10 Q. Haveyou ever heard of an Eylea 10 website -- on Eylea's website.
11 advertising campaign called "A Beautiful Pair"? | 11 Q. Okay. Areyou awarethat thereisa
12 A. I'msorry? 12 Y ouTube channel associated with Eylea that
13 Q. Haveyou ever heard of an advertising 13 Regeneron launched?
14 campaign for Eyleacalled, quote, "A Beautiful | 14 A. | --1can'tsay that I've beentoit.
15 Pair," closed quote? 15 | think I've heard about it, but | don't have a
16 A. Par, p-ai-r? 16 specific memory of it.
17 Q. P-ai-r. 17 Q. Okay. If you could go to the '601
18 A. | havenot. 18 patent in front of you. It's Exhibit 1001, from
19 Q. Haveyou ever visited the website for 19 the -- from the 1226 IPR.
20 Eylea? 20 And if you could go to the claims that
21 A. Yes 21 start on Page 20.
22 Q. When'sthelast time you visited that 22 A. I'mthere.
23 website? 23 Q. Claim 7 recites, in part, "Wherein
24 A. | don't recall. 24 approximately every four weeks comprises
25 Q. Didyourevisit -- did you visit 25 approximately every 28 days or approximately
Page 163 Page 165
1 that website since preparing your Exhibit 2058 1 monthly." Do you see that?
2 declarations for the '601 and '681 patents? 2 A. Yes
3 A. | don'trecal. | -- I've gone through 3 Q. Inyour commercial success analysis,
4 it occasionaly. | don't remember when the last 4 have you drawn any distinction between "every
5 time was. 5 four weeks" meaning anything other than
6 Q. Didyou offer any opinions on the -- 6 approximately monthly or every 28 days?
7 Regeneron's advertising promotion from their 7 A. No.
8 website in your opinionsin this matter? 8 Q. We'vediscussed that you've offered
9 A. There are references to the websitein 9 opinions in this case concerning the eight-week
10 my '338 declaration. The-- I'd havetogoback |10 dosing interval for -- for Eylea, correct?
11 and look to see for sure whether the couple of 11 A. Wehave.
12 advertisements that | focused -- that | include 12 Q. Why did you decide to focus on the
13 come from the website or not. So I'm looking on | 13 eight-week dosing interval for Eyleaasadriver
14 Page 113 of 289 in my report. | don't seeit 14 for commercia success?
15 referencing the -- no, that's from the tria 15 A. | believe I've discussed that aready,
16 exhibit -- or from the -- an exhibit. So these 16 that it is an important differentiating factor
17 do not reference the website, so | don't know 17 between Eylea and Lucentis and Avastin,
18 that. 18 which were the two products that -- that were
19 Q. Haveyou ever visited the -- the 19 aternative -- mgjor aternativesto it over the
20 healthcare provider website that Regeneron has | 20 course of the period | reviewed.
21 for Eylea? 21 Q. Did Dr. Do ask you to focus on that
22 A. You mean when you go onto awebsite, it | 22 eight-week dosing interval ?
23 asks whether you are a customer or a healthcare |23 A. Dr. Dodidn't ask me to do anything.
24 provider? 24 Q. How did you determine that the
25 Q. Wéll, correct. Areyou aware that 25 eight-week dosing interval was an important thing
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Page 166 Page 168
1  tooffer opinionson? 1 record. Thisisthe beginning of Media Unit 5.
2 A. Well, it is economically an important 2 Thetimeis2:23 p.m.
3 distinction. As| go through the economics of my 3 BY MR. MARX:
4 reasoning and my opinion in the '338 declaration, 4 Q. Dr. Manning, if you could find in your
5  being ableto be treated with a-- a treatment 5 collection the '681 patent. It's Exhibit 1001
6  thatisburdensome and invasive less frequently 6 from the 1225 IPR.
7  issomething that would have significant 7 A. '601 did you say?
8 -- important value to people, especially 8 Q. '681.
9 considering the alternative is to potentially 9 A. Sorry.
10  loseoneseyesight, whichis-- whichisavery 10 Q. That'sokay. We canwait. There'sno
11 substantial burden to be placed on someone. If 11 rush.
12 onecan avoid that substantial burden by having a 12 A. Somehow it isnot here.
13 very invasive treatment done less frequently, 13 Q. Okay.
14 that would be something that economics would tell 14 A. Unlessit is stuck to the back of
15 youisanimportant distinction. 15 something.
16 Q. How did you determine that was an 16 MR. CAINE: It may have migrated over to
17 important distinction with respect to the claims 17 my stuff.
18  of the'338 patent? 18 BY MR. MARX:
19 A. Asl'vesad, Dr. Do drew the -- drew 19 Q. | have an extra.
20  thelink between the patents and the eight-week 20 A. All that effort.
21 week dosing. 21 Q. All right. Exhibit 1001 from the 1225
22 Q. Didyou ask Dr. Do to do that analysis? 22 IPR, the '681 patent.
23 A. |didnot. 23 A. Yes
24 Q. Soyou focused on eight-week dosing 24 Q. Dr. Manning if you could flip to the
25  interval based on what Dr. Do commented on the 25 claims which begin on Page 14 of this document?
Page 167 Page 169
1 claims covering? 1 A. Yes
2 A. Well, | think it's-- as| said, 2 Q. Andif you could look at Claim 5, and it
3 theeight-week dosing interval is an important 3 recites, in part, "Wherein at least five tertiary
4 economic distinction. It provides opportunities 4 doses are administered to the patient. Wherein
5  to peoplethat they otherwise wouldn't have. And 5 the first four tertiary doses are administered
6  thatis-- as| discussed in the '338 6 eight weeks after the immediately preceding dose,
7  declaration, is an important economic 7 and wherein each subsequent tertiary does
8  characteristic. 8 administered eight or twelve weeks after the
9 Q. Were there other important economic 9 immediate preceding dose."
10  characteristics of Eyleathat are covered by the 10 Do you see that terminology in claim 5?
11 '338 patent claims? 11 A. |do.
12 A. To my understanding, the eight-week 12 Q. Haveyou done any analysis what
13 dosing interval was the most important and the 13 percentage of sales of Eylea satisfy that dosing
14 --the--theissuethat | was assigned to think 14 regimenin Claim 5?
15 about. 15 A. | havenot.
16 Q. Who assigned you to think about that? 16 Q. Andif wecould turn to Claim 19. It's
17 A. Counsdl. 17 on the next page?
18 MR. MARX: Could we take aten-minute 18 This claim recites, in part, "Wherein
19  break? | might be finishing up. 19 the first four tertiary doses are administered
20 MR. CAINE: Okay. 20 eight weeks after the immediately preceding dose,
21 THE VIDEOGRAPHER: Going off therecord. |21 and wherein each subsequent tertiary doseis
22 Thisistheend of MediaUnit 4. Thetimeis 22 administered eight or twelve weeks after the
23 215pm. 23 immediately preceding dose." Do you see that?
24 (Recess taken.) 24 A. |do.
25 THE VIDEOGRAPHER: We'e back on the 25 Q. Haveyou done any analysis on what
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Page 170 Page 172
1 percentage of Eylea sales satisfy the claimed 1 that given the -- the timing for Mylan's reply
2 dosing regimen for Claim 19? 2 papers that counsel for Regeneron provide us with
3 A. AsT've said, I've done no 3 a redacted copy of the deposition transcript once
4 claim-by-claim analysis, so I've not done that. 4 available.
5 Q. Dr. Manning, I believe earlier today we 5 MR. CAINE: Sure.
6 discussed your Declarations 2058 and 2059 cite td 6 THE VIDEOGRAPHER: Finished?
7 the March 2021 label for Eylea? 7 Please stand by.
8 A. Yeah. We did talk about that, yes. 8 We're off the record at 2:28 p m.,
9 Q. And I believe you -- you testified that 9 and this concludes today's testimony given by
10 you're familiar with a more current label for 10 Dr. Richard Manning. The total number of media
11 Eylea? 11 units used was five and will be retained by
12 A. TI'm familiar with the addition of 12 Veritext.
13 retinopathy and prematurity, I believe is what 13 (Deposition concluded -- 2:28 p.m.)
14 it's called. And that is not on the 2021 label 14
15 as Iunderstand -- as I recall. 15
16 Q. Are you familiar with the Regeneron list | 16
17 of U.S. Patents that is linked to in the current 17
18 2022 label? 18
19 A. T'mnot. 19
20 Q. Okay. Do you know why Regeneron has |20
21 recently updated that list of patents for the 21
22 2022 label? 22
23 A. Ido not know why Regeneron does things |23
24 like that. 24
25 Q. Okay. So you don't know why Regeneron | 25
Page 171 Page 173
1 has added the '338 patent as a representative 1 CERTIFICATE
2 Regeneron U.S. product patent related to Eylea? | 2
3 A. Ido not know. 3 I do hereby certify that I am a Notary
4 Q. And you also don't know why Regeneron | 4  Public in good standing, that the aforesaid
5 has recently added the -- the '601 and '572 5 testimony was taken before me, pursuant to
6 patents as representative Regeneron patents 6 notice, at the time and place indicated; that
7 covering Eylea? 7 said deponent was by me duly sworn to tell the
8 A. Ido not know Regeneron's motivation for | $ truth, the whole truth, and nothing but the
9 anything. 9 truth; that the testimony of said deponent was
10 Q. Did you know that Regeneron recently 10 correctly recorded in machine shorthand by me and
11 up da ted that patent list? 11 thereafter transcribed under my supervision with
12 A, Ididnot ) 12 computer-aided transcription; that the deposition
’ - . 13 isa true and correct record of the testimony
ii t,NI R. + All right. No further 14 given by the witness; and that I am neither of
15 ques l:;}: CAINE: Okav. N ions f 15 counsel nor kin to any party in said action, nor
. i ay.. ° ques?lons or 16 interested in the outcome thereof.
16 the patent owner. I am going to designate the 17
17 transcript confidential under the protective 18 WITNESS mv hand and official seal this
18 order, becauselthere was some discuss.ion of 19 Istdayof N
19 conf -- the subject matter of confidential 20 /
20 exhibits, and we'll work with you on that. 21 ﬁgﬂ ( Vet .
21 MR. MARX: Yeah.
22 MR. CAINE: I think that's -- I think 22 Notary Public
23 that's it in terms of what I need to say on the 23
24 record. 24
25 MR. MARX: Iwould only respectfully ask | 25
44 (Pages 170 - 173)
Veritext Legal Solutions
g
wWww.veritext.com 888-391-3376

Mylan Exhibit 1121

Mylan v. Regeneron, IPR2022-01225
Page 44

Samsung Bioepis Exhibit 1075
Page 44



CONFIDENTIAL - UNDER PROTECTIVE ORDER

Page 174 Page 176
1 Veritext Legal Solutions 1 DEPOSITION REVIEW
1100 Supen or Ave CERTIFICATION OF WITNESS
. 2
2 Suite 1820 ASSIGNMENT REFERENCE NO: 5005488
Cleveland, Ohio 44114 3 CASE NAME: Mylan Pharmaceuticals, Inc, etd v Regeneron
3 Phone: 216-523-1313 Pharmaceuticals, Inc
4 DATE OF DEPOSITION: 6/1/2023
June 2, 2023 4 WITNESS NAME: Richard Manning, Ph D
5 ’ 5 In accordance with the Rules of Civil
| Procedure, | have read the entire transcript of
To: DAVID A. CAINE 6 my testimony or it has been read to me
6 7 | have listed my changes on the attached
Case Name: Mylan Pharmaceuticals, Inc., et al. v. Regeneron Errata Sheet, listing page and line numbers as
7 Pharmaceuticals, Inc. 8  well asthe reason(s) for the change(s)
: ' 9 | request that these ch be entered
8 Veritext Reference Number: 5905488 - par"eg? protiiioed ‘r:nya:i:mzne; o
9 Witness: Richard Manning, Ph.D. Deposition Date: 6/1/2023 | 1
10 | have executed the Errata Sheet, as well
Dear Sir/Madam: 11 asthisCertificate, and request and authorize
11 that both be appended to the transcript of my
" . . . 12 i d bei ed therei
12 Enclosed please find adeposition transcript. Please have the witness 5 ‘&M &ndbeineorporedtherein
13 _review the transcript and note any chang&s_or corrections on the Date Richard Manning, Ph D
14 included errata sheet, indicating the page, line number, change, and | 14
15 the reason for the change. Have the witness' signature notarized and Sworn to and subscribed before me, a
16 forward the completed page(s) back to us at the Production address | 15  Notay Publicin and for the State and County,
shown the referenced witness did personally appear
16  and acknowledge that:
17 i i i i 17 They have read the transcript;
above, or email to production-midwest@veritext.com. They have listed all of their corrections
18 18 in the appended Errata Sheet;
19 If the erratais not returned within thirty days of your receipt of 1 Theé[;i’;i?‘;s’eg‘” ng Sworn
20 thisletter, the reading and signing will be deemed waived. Their execution of this Statement is of
21 ] 20 their free act and deed
Smcerdy, 21 | have affixed my name and official seal
22 22 this day of , 20,
Production Department 3 :
23 Notary Public
24
24
25 NO NOTARY REQUIRED IN CA 25 Commission Expiration Date
Page 175 Page 177
1 DEPOSITION REVIEW 1 ERRATA SHEET
CERTIFICATION OF WITNESS
2 VERITEXT LEGAL SOLUTIONS MIDWEST
ASSIGNMENT REFERENCE NO: 5905488 2 ASSIGNMENT NO: 5905488
3 CASE NAME: Mylan Pharmaceuticals, Inc, et a v Regeneron
Pharmacedticals, Inc 3 PAGE/LINE(S)/ CHANGE /REASON
DATE OF DEPOSITION: 6/1/2023 4
4 WITNESS NAME: Richard Manning, Ph D 5
5 In accordance with the Rules of Civil
Procedure, | have read the entire transcript of 6
6 my testimony or it has been read to me 7
7 | have made no changes to the testimony
as transcribed by the court reporter 8
8 9
9 Date Richard Manning, Ph D 10
10 Sworn to and subscribed before me, a 11
Notary Public in and for the State and County, 12
11 thereferenced witness did personally appear
and acknowledge that: 13
12 14
They have read the transcript; 15
13 They signed the foregoing Sworn
Statement; and 16
14 Their execution of this Statement is of 17
their free act and deed
15 18
| have affixed my name and official seal 19
16
this day of , 20
17 20 Date Richard Manning, Ph.D.
18 Notary Pubiic 21 SUBSCRIBED AND SWORN TO BEFORE ME THIS
19 22 DAY OF , 20
Commission Expiration Date 23
20 .
21 Notary Public
2 24
23
24 L. . .
25 25 Commission Expiration Date
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Federal Rules of Civil Procedure

Rule 30

(e) Review By the Witness; Changes.

(1) Review; Statement of Changes. On request by the
deponent or a party before the deposition is
completed, the deponent must be allowed 30 days
after being notified by the officer that the
transcript or recording is available in which:

(A) to review the transcript or recording; and

(B) if there are changes in form or substance, to
sign a statement listing the changes and the
reasons for making them.

(2) Changes Indicated in the Officer's Certificate.
The officer must note in the certificate prescribed
by Rule 30(f) (1) whether a review was requested
and, if so, must attach any changes the deponent

makes during the 30-day period.

DISCLAIMER: THE FOREGOING FEDERAL PROCEDURE RULES
ARE PROVIDED FOR INFORMATIONAL PURPOSES ONLY.

THE ABOVE RULES ARE CURRENT AS OF APRIL 1,

2019. PLEASE REFER TO THE APPLICABLE FEDERAL RULES

OF CIVIL PROCEDURE FOR UP-TO-DATE INFORMATION.
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VERITEXT LEGAL SOLUTIONS
COMPANY CERTIFICATE AND DISCLOSURE STATEMENT

Veritext Legal Solutions represents that the
foregoing transcript is a true, correct and complete
transcript of the colloquies, questions and answers
as submitted by the court reporter. Veritext Legal
Solutions further represents that the attached
exhibits, if any, are true, correct and complete
documents as submitted by the court reporter and/or
attorneys in relation to this deposition and that
the documents were processed in accordance with

our litigation support and production standards.

Veritext Legal Solutions is committed to maintaining
the confidentiality of client and witness information,
in accordance with the regulations promulgated under
the Health Insurance Portability and Accountability
Act (HIPAA), as amended with respect to protected
health information and the Gramm-Leach-Bliley Act, as
amended, with respect to Personally Identifiable
Information (PII). Physical transcripts and exhibits
are managed under strict facility and personnel access
controls. Electronic files of documents are stored

in encrypted form and are transmitted in an encrypted
fashion to authenticated parties who are permitted to
access the material. Our data is hosted in a Tier 4
SSAE 16 certified facility.

Veritext Legal Solutions complies with all federal and
State regulations with respect to the provision of
court reporting services, and maintains its neutrality
and independence regardless of relationship or the
financial outcome of any litigation. Veritext requires
adherence to the foregoing professional and ethical
standards from all of its subcontractors in their
independent contractor agreements.

Inquiries about Veritext Legal Solutions'
confidentiality and security policies and practices
should be directed to Veritext's Client Services
Associates indicated on the cover of this document or
at www.veritext.com.
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Errata Sheet
Deposition of Richard Manning

I wish to make the following changes to the transcript of my deposition given on June 1,
2023, for the following reasons:

Page Line | Changes or Correction Reason
32 24 Change “Paragraph 17” to “Paragraph 15” Misspoke
63 4 Change “his name is said” to “his name is that” | Correct transcription
error
97 13-14 | Change “25 days monthly” to “every 25 days, Misspoke and correct
monthly” transcription error
115 23 Omit “something in that” Misspoke
128 8 Change “frequency” to “frequencies” Correct transcription
error
128 8-9 Omit “-- is or are” Misspoke
130 23-24 | Omit “other treatment product -- other treatment | Misspoke
131 1 Omit “account -- or drives --” Misspoke
140 16-17 | Change “gets to does the eight-week dosing Misspoke and correct
interval have a nexus with commercial success.” | transcription error
to “gets to “does the eight-week dosing interval
have a nexus with commercial success?”””’
170 13 Change “retinopathy and prematurity” to Correct transcription
“retinopathy of prematurity” — error

Dated: 6/26/2023

Richard Ma@g
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