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UNI TED STATES PATENT AND TRADEMARK OFFI CE
BEFORE THE PATENT TRI AL AND APPEAL BOARD

., X
SAMSUNG BI CEPI'S CO., LTD.,
Petitioner,
V. : No. | PR2023-00442
REGENERON PHARMACEUTI CALS, | NC.,:
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Washi ngton, D.C.
Tuesday, Decenber 12, 2023
Vi deot aped deposition of Rl CHARD MANNI NG,

PH. D., a witness herein, called for exam nation by
counsel for Petitioner in the above-entitled matter,
pursuant to notice, the witness being duly sworn by
MARY GRACE CASTLEBERRY, a Notary Public in and for
the District of Colunbia, taken at the offices of
Arnold & Porter Kaye Schol er, 601 Massachusetts

Avenue, N. W, Washington, D.C., at 9:12 a. m,

Tuesday, Decenber 12, 2023, and the proceedi ngs being

taken down by Stenotype by MARY GRACE CASTLEBERRY,

RPR, and transcri bed under her direction.
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PROCEEDINGS

now going on the record at 9:12 am. Eastern and
today's date is December 12th, 2023. Please note
that the microphones are sensitive and they pick up

to mute your phones by time. Audio and video
recording will continue to take place unless all
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parties agree to go off the record.

=
o

And so this begins media unit number 1in

PR
[

Thisis being taken by counsel for the petitioner in

[
w

the matter of Samsung Bioepis Company, Limited,

B
(62N N

caseisfiled before the United States Patent and
Trademark Office before the Patent Trial and Appeal
Board. The case number is IPR2023-00442.

The location for today's deposition is

N PR R e
Q © ® N O

D.C., and my nameis Ryan Heathcock. | represent

N
=

Veritext Legal Solutionsand | am the videographer.

N
N

Our court reporter today is Ms. Mary Grace

THE VIDEOGRAPHER: Good morning. We are

whispering and private conversations. Please be sure

the video recorded deposition of Mr. Richard Manning.

versus Regeneron Pharmaceuticals Incorporated. This

601 Massachusetts Avenue, Northwest, in Washington,

Page 6

1 and having been duly sworn by the Notary Public, was
2 examined and testified as follows:
THE VIDEOGRAPHER: Counsel, you may
4 proceed.
EXAMINATION BY COUNSEL FOR PETITIONER
BY MR. CHOI:
Q. Thank you for being here with us,

3
5
6
7
8
9
11

12
13

14 M-an-n-i-n-g.
Q. Great. Sojustafew ground rulesto help
us get through today. Please provide verbal answers.

15
16
17

19
20

21 record multiple people at atime so please alow me
22 to finish my questions before starting to answer. s

Dr. Manning.
Could you please state your name for the
10 record?

A.

Q. Okay. Canyou spell your name?

A.

It's hard for the reporter to take down anod or a
18 gesture. Isthat fair?

A.

Q. Andalso, it'shard for the reporter to

My nameis Richard L. Manning.

R-i-c-h-a-r-d, the letter L,

Itis.

1 Castleberry, aso representing Veritext Legal

2 Solutions. | am not related to any party in this

3 action, nor am | financially interested in the

4 outcome. If there are any objections to proceeding,
5 please state them at the time of your appearance.

6 Counsel al present including remotely,

7 would you now state your appearances and affiliations

8 for the record beginning with the noticing attorney.
9 MR. CHOI: ThisisElliot Choi of Quinn
10 Emanuel on behalf of petitioner, Samsung Bioepis.
11 MS. FAIRNENY: LauraFairneny also of
12 Quinn Emanuel.
13 MR. CAINE: Thisis David Cainewith

14 Arnold & Porter for Regeneron, and with me is Matthew

15 Wilk. And then either on the line now or potentially
16 joining now is Eileen Woo who is with Regeneron.

17 THE VIDEOGRAPHER: If there are no more

18 introductions, will our court reporter please swear
19 in the witness.

Page 8
1 that fair?
2 A. | will domy best.
3 Q. Andifyouhaveany -- if you want to take

4 abreak, just let me know. I'll try my best to
5 accommodate that. Sounds good?

8 truthfully today?

16 this proceeding?

6 A.

7 Q.

9 A.
10 Q.
11 today?
12 A
13 Q
14 A
15 Q.
17 A.
18 Q.

19 for the deposition today.

That'sfine.
Is there any reason you can't testify

No.
Are you being compensated for being here

Yes.

By who?

By Regeneron.

Do you have any interest in the outcome of

No.
Tell me everything that you did to prepare

20 Whereupon, 20 A. | metwith counsel yesterday. | reviewed
21 RICHARD MANNING, PH.D., 21 my statement, reviewed the documents referred to in
22 was called as awitness by counsel for Petitioner, 22 that statement, so the declaration of Dr. Do and
Page 7 Page 9
3 (Pages6-9)
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1 Dr. Brown, and | also reviewed the report that |

2 filed in -- | don't remember the case number at the
3 moment but the IPR regarding Patent Number '338.
4 Q. Okay. Sodidyou speak with any of the

5 other expertsin this proceeding?

6 A. Inpreparation, no.

7 Q. Soinpreparation for declaration, did you
8 speak with other expertsin this proceeding?

9 A. Not thisdeclaration, no.

1 IPR covering the '338 patent. Then thereis another
2 declaration covering the '601 and '681 patent, and
3 there were two declarations filed for that

4 proceeding. And then this, the declaration for this
5 proceeding. I'vereviewed all of those.

6 BY MR. CHOI:

7 Q. How areyour declarations submitted in

8 this proceeding different from the other ones that

9 you've submitted in other IPRs?

10 Q. Didyou speak with anyone at Regeneron for | 10

11 this proceeding?

12 A. Ms. Woo was at the preparation session

13 yesterday, but aside from her, no. Well, for -- in 13 BY MR. CHOI:

14 preparation for the deposition, only her. 14 Q. Arethey different substantively?

15 Q. Didyou look through any files or 15 A. | guess| would liketo understand what
16 documentsin prep for today's deposition? 16 you mean by substantively.

17 A. Wadll, to the extent that my declaration 17
18 and the statements of Dr. Do and declarations of

12 arethey different?

18 success of Eylea--

19 Dr. Do and Dr. Brown are on the -- my computer 19 A, ldid

20 system, | looked at those files and, you know, my own20 Q. -- with regard to the '338 patent,

21 declaration and the attachments are on the computer | 21 correct?
22 fileso | looked at those files, yes. 22 A, ldid.

Page 10

MR. CAINE: Objection, form.
11 THE WITNESS: Well, what do you mean, how

Q. Soyou gave your opinion on the commercia

Page 12

1 Q. Soyouunderstand that this proceeding
2 concerns the patentability of U.S. Patent Number
3 10,130,681, correct?
4  A. That'smy understanding, yes.
5 Q. Andl'll refer tothat patent as'681
6 patent going forward. Isthat fair?
7 A. That'sfair.
8 Q. Andyou submitted a declaration in this
9 proceeding concerning the commercial success of Eylea
10 inrelation to the '681 patent, correct?
11  A. Ildid.
12 Q. Anddidyou rely on any other
13 declarations -- or strike that.
14 In prep -- in drafting the declaration
15 submitted in this proceeding, did you rely on any

1 Q. Andwithregard to the '601 patent,

2 correct?

3 A. Yes

4 Q. Andaswell as'681 patent, right?

5 A. Yes

6 Q. Sointheother proceedings, you provided

7 opinion as to the commercial success of Eylea, and

8 how isyour opinion regarding success of --

9 commercial success of Eylea different from your
10 opinion here that's submitted in this proceeding?
11 MR. CAINE: Objection, form.

12 THE WITNESS: Well, if you turn to my or
13 if | could turn to my declaration, | could read to
14 you how this declaration fits into the constellation
15 of the other declarations that have been filed.

16 other declarations or testimony that you gave in the

16 BY MR. CHOI:

17 past?
18 MR. CAINE: Objection, form. 18 marked 2059.

19 THEWITNESS: Sol didhave--sol 19

20 submitted -- | think in my report or my declaration, 20 the record.)
21 | referred to the other declarations that I've 21

22 submitted beginning with the '338 declaration or the

22 mind.

Page 11

17 Q. Okay. Sure. | will introduce a document

(Exhibit No. 2059 was identified for

THE WITNESS: So thisisnot what | had in

Page 13
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1 BY MR. CHOI: 1 contained in the ‘338 declaration is relevant.
2 Q. Okay. And I will alsointroduce document 2 Q. How about the '601 patent declaration?
3 Exhibit 2058. 3 A. That'svery similar. | don't have that
4 (Exhibit No. 2058 was identified for 4 onein front of me but aso the differentiating
5 the record.) 5 factor as| recall isthe eight-week dosing interval,
6 BY MR. CHOI: 6 and the eight-week dosing interval is one of the key
7 Q. Couldyou point to me asummary of your 7 elementsthat | analyzein the '338 matter.
8 reliance on other declarations in this proceeding? 8 Q. Okay. Isthat the same for the '681
9 A. Yes Soonpagell. 9 patent declarations you gavein prior proceeding?
10 Q. Okay. 10 A. ltisasovery similar.
11  A. Section 3 of the declaration, it reads -- 11 Q. Okay. | understand that you've been
12 | state that | have submitted declarations as part of 12 deposed as part of those three proceedings, correct,
13 three prior USPTAB proceedings, namely |PR2021-00881 | 13 '338, '601 and the other '681, correct?
14 regarding U.S. Patent Number 9,254,338, |PR2022-1226 14 A. That'scorrect.
15 regarding U.S. Patent Number 10,888,601 and 15 Q. Anddo you have any changesto your prior
16 1PR2022-01225 regarding U.S. Patent Number 16 testimony given in that -- in those proceedings?
17 10,130,681, parenthetical, the same patent at issue 17 A. No.
18 inthis proceeding. 18 Q. Didyoureview any additional materialsin
19 And then | go on to describe how, as part 19 preparation for this declaration that's submitted in
20 of my declaration in the '881 proceeding or the 00881 20 this case?
21 proceeding, | demonstrated substantial commercial 21 MR. CAINE: Objection, form.
22 success for Eylea and that analysisis the same 22 THE WITNESS: Not that I'm recaling. |
Page 14 Page 16
1 analysisthat isrelevant for this matter, and so | 1 mean, the materials that are -- that were relevant
2 reference that analysis as part of my declaration in 2 for these prior -- the prior declarations are the
3 thismatter. 3 same materials that were relevant here. | don't have
4 Q. Soisityour opinion that your 4 amemory of going beyond that, if that's the
5 declaration submitted with regard to the '338 patent 5 question.
6 isequally applicable to issuesin this case? 6 BY MR. CHOI:
7 A, Waell, asl said, the -- actualy, let me 7 Q. Sothereareno new documents that you've
8 go back and put it in more specific context. So 8 reviewed as part of drafting this new declaration in
9 section 2 of my declaration describes the patent and 9 this proceeding, correct?
10 itsabstract, and there is a place where | describe 10 A. | would haveto go back and compare. |
11 that -- on page 12, | say -- referencing the prior 11 think there are some new referencesto -- so, for
12 declarations, "In that declaration | discussed the 12 example, | think footnote number 1 isa-- was a new
13 relative dosing intervals for commonly-used anti-VEGF 13 reference, but I'm not absolutely certain. | would
14 agents, noting that the FDA-approved labels for each 14 haveto go back and -- maybe it's reference number 4
15 approved agent recommend monthly loading dosesprior | 15 or sorry, footnote number 4. But those are not
16 to maintenance phases with potentially different 16 central to the analysisthat | did.
17 dosing intervals such that Eylea's eight-week 17 Q. Okay. Soisityour opinion that you had
18 recommended maintenance dosing interval was the 18 no changes to the substance of your declarationsin
19 differentiating aspect of its dosing." 19 prior proceedings, correct?
20 So to the extent that the eight-week 20 A. Not that I'm thinking of, although |
21 dosing interval is apart of the claims here, that 21 suppose if you showed me something, | might --
22 analysis of the eight-week dosing interval that is 22 Q. Okay.
Page 15 Page 17
5 (Pages 14 - 17)
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1 A
2 of now.
3 Q. Thesameistruefor the testimony you
4 gavein prior proceedings, correct?
5 A. That'strue
6 Q. Soinyour declaration submitted in this
7 proceeding, you rely on your declaration submitted in
8 the '338 patent IPR primarily, correct?
9 A. That'scorrect.
10 Q. Anddidyouinclude--in thisdeclaration
11 or the '338 declaration, did you include any analysis
12 of any particular claims of the '681 patent?
13 A, Wwdl--
14 MR. CAINE: Objection, form.
15 THE WITNESS: WEéll, I'm not an attorney,
16 so | am not atechnical expert so it isnot my role
17 to evaluate the particular language in the claims as
18 regardstheir legal implications. Itismy role as
19 an economist to rely on others to describe the
20 technical implications of the claimsand so |'ve
21 relied upon, as | mentioned earlier, Dr. Do and
22 Dr. Brown for the technical aspects of that.

-- bereminded. But not that I'm thinking

Page 18

four weeks after the preceding dose, and then one or
more tertiary doses are administered at |east eight
weeks following the preceding dose.”
So though | do not do alegal analysis of

the claims, | do understand that that is the impact,
that's the -- those are the totality of the claims
that are relevant here and that iswhat | evaluated.
BY MR. CHOI:

Q. Soinparagraph 11 of your declaration, on

© 0 N O O b~ WON B

=
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page 4, could you read out loud the last sentence on

page 47?
A. "l understand that, for commercial success

bR e
w N P

to consgtitute evidence of non-obviousness of a

=
>

patent, there must be a nexus between the claimed

=
&

technology and evidence of commercial success."

=
»

Isthat the one you meant?
Q. Yes. S0 here, you state that there must
be a nexus between claimed technology and evidence of

B e
© 0 N

commercial success, correct?
A. Yes
Q. And what isyour understanding of nexus

N N DN
N B O

between the claimed technology and the evidence of
Page 20

But my assignment here, as| describe, |
was asked to -- on page 3 of my declaration,
paragraph 9, "I was asked to evaluate and, if called
upon, to testify concerning commercial success as an
objective indicator of non-obviousnessin inter
partes review No. |PR 2023-00442 regarding U.S.
Patent Number 10,130,681 (the '681 patent)."

I'm sorry, | thought it was going to go to

© 0 N O O b~ WN P

somewhere else, so -- let me skip to paragraph 15.

=
o

I'm sorry for that brief side note.
"The '681 patent has 26 claims. Of these
12 26 claims, 22 are currently under review." I'll skip

[N
[N

13 the case notation. And then it goeson to

14 describe -- to identify those claims. And then |

15 say, "Generally | understand that the '681 patent

16 describes adosing regimen directed to treating

17 angiogenic eye disorders in patients who do not have
18 three exclusion criteria by administration of a

19 sequential dosing regimen of the VEGF antagonist.

20 Under the claimed dosing regimen, an initial dose of

21 the claimed VEGF antagonist is administered, followed

22 by one or more secondary doses administered two to
Page 19

1 commercial successin this context?
2 A. ltisthat the patented features must be,
3 in economics terms, adriver of the demand for the
4 product or there must be alink between the patented
5 features and the commercial success or the commercial
6 performance, the economic performance of the product
7 inthe marketplace.
8 Q. Soisitfairto say that aproduct hasto
9 embody the claimed features?
10 A. Asagenera term, | wouldn't disagree
11 with that, but the term "embody" isalegal term that
12 | may or may not understand all of the intricacies
13 of.
14 Q. Okay. Sowhich patented feature did you
15 focuson in your declaration?
16 A. Wadll, asl said, | was asked to review the
17 methods of treatment as awhole asthey are
18 identified herein the section that | just read. But
19 asoin the section that | read previoudly, the key
20 distinguishing characteristic between Eyleaand its
21 preceding products, primarily Lucentis and Avastin,

22 but primarily Lucentis because Lucentisis approved
Page 21

6 (Pages 18 - 21)
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1 for this use, isthe eight-week dosing interval in
2 the maintenance phase of treatment.
3 Q. Okay. Butyour paragraph 15 says,
4 "Generally | understand the '681 patent describes a
5 dosing regimen directed to treating angiogenic eye
6 disordersin patients who do not have three exclusion
7 criteriaby administration of a sequential dosing
8 regimen of the VEGF antagonist,” correct?
9 A. Yes itdoes.
10 Q. Soisityour opinion that the '681 patent
11 isdirected to the dosing regimen as well as the
12 exclusion criteria, right?
13 A. My understanding of the patent claims are
14 characterized in that paragraph.
15 Q. Sothe'681 patent doesinclude three
16 exclusion criteria by administration of a sequential

17 dosing regimen of the VEGF antagonist, correct?
18 A. That'swhat | understand, yes.
19 Q. Sodidyou consider the excluding criteria

20 as part of your commercia success analysis?
21 A. Soldidrely upon Dr. Do. Dr. Do

22 discusses the exclusion criteriain her declaration
Page 22

1 MR. CAINE: Objection, form.
2 THE WITNESS: Weéll, | have the -- as|
3 said, my assignment was to evaluate the claim as a
4 whole. That isapart of the claim. And not having
5 data, | relied upon the testimony of another expert
6 who does have information about it. So finding
7 that -- | think she said 1 percent of patients are
8 treated outside of the -- 1 percent of patients are
9 found, in her experience, to both have the infection
10 and to receive treatment anyway, so that claim
11 applies 99 percent of the time by that math.
12 BY MR. CHOI:
13 Q. Itistruethat your declaration doesn't
14 include any data associating commercial success of
15 Eyleawith exclusion criteria as recited, correct?

1 and that | relied upon her opinion about -- her
2 statements about the role of the exclusion criteria
3 intreatment.
4 Q. Andwhatisthat specifically?
5 A. Shesaidthat for her practice and as she
6 understands typical practice, that patients are
7 evaluated for three exclusion criteria, periocular
8 and intraocular infection or recent history of the
9 same, and that in -- when those are present, the
10 doctor has to decide whether or not to actually
11 administer the administration outside --
12 administration in the presence of those is outside
13 theclaim.
14 Q. Okay. Butinyour declaration, did you
15 provide an analysis of whether the exclusion criteria
16 have any effect on the commercial success of Eylea?
17 A. |didnot havedataonthat. | relied
18 upon Dr. Do for that.
19 Q. Soyou haveno datato suggest that
20 commercial success has anything to do with the
21 exclusion criteria as cited in the '681 patent,

22 correct?
Page 23

16 A. Nodataother than referenceto Dr. Do's
17 declaration, that's true.
18 Q. I'mgoing tointroduce an exhibit marked
19 2185.
20 (Exhibit No. 2185 was identified for
21 the record.)
22 MR. CAINE: Can | get acopy?
Page 24
1 MR. CHOI: Oh, yeah. Sure.
2 BY MR. CHOI:

3 Q. SoDr. Manning, have you reviewed this
4 document?
5 A. Thislooksto bethe Eylealabel. | know
6 there are various approved labels and | have reviewed
7 many of them. I'm not sureif | -- 1 don't seea
8 specific date of this approval, but I've reviewed the
9 Eylealabel, yes.
10 Q. Okay. Andwheredoesit show that -- or
11 strike that.
12 Does the Eylealabel show that Eylea
13 practices the '681 patent?
14  A. Dr. Do discussesthe relationship between
15 the claims of the patent and the label and medical
16 practice generally. That's not my -- that's not an
17 economic question, so | don't -- other than what
18 Dr. Do says, | don't have aview of that.
19 Q. Butyoureviewed these labelsto confirm
20 that certain indications follow the extended
21 eight-week dosing in your declaration, correct?

22 A. |reviewedthelabelsfor avariety of
Page 25
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1 reasons, among them to distinguish between the dosing 1 BY MR. CHOI:

2 interval for Eyleaand that of Lucentis. So maybe | 2 Q. Okay. Sol'll introduce Exhibit 1001.
3 don't understand your question. 3 Thisisthe'681 patent.
4 Q. Soyou reviewed these documents and 4 (Exhibit No. 1001 was marked for
5 confirmed that Eyleafollows a certain extended 5 identification.)
6 dosing regimen, correct? 6 BY MR. CHOI:
7 A. I'vereviewed the labels and I've observed 7 Q. Soif youtakealook at page 14 of
8 that the labels indicate a dosing regimen that has 8 Exhibit 1001, and take alook at claim 1. Earlier
9 some unique characteristics for Eylea, yes. 9 you had indicated that the label's contraindications
10 Q. Andasyou noted earlier, you have not 10 include ocular or periocular infection and active
11 done any analysis asto whether the Eylealabel has 11 intraocular inflammation, correct?
12 therecited exclusion criteria, correct? 12 MR. CAINE: Objection, form.
13 A. Well, what do you mean by analysis? 13 THE WITNESS: Well, what | didis| read
14 Q. Justtoconfirm that Eylea product itself 14 what the label says. | don't testify to that. |
15 embodies the exclusion criteria. 15 just read what the label says.
16 A. I'msorry -- 16 BY MR. CHOI:
17 MR. CAINE: Objection, form. 17 Q. Sure. Andthetwo contraindicationsin
18 THE WITNESS: -- | didn't understand the 18 thelabel do not match the three excluding criteria
19 question. 19 inclaim 1, correct?
20 BY MR. CHOI: 20 A. That'saquestion for amedical expert,
21 Q. [I'll rephrasethat. Soyou have not done 21 not me.
22 an analysis of Eylealabel teaching or indicating to 22 Q. Asyou said, the verbatim, you can see
Page 26 Page 28

1 doctorsto exclude certain patients as claimed by the | 1 that the first two exclusion criteria are listed but

2 '681 patent, correct? 2 thethird exclusion criteriais not listed in the

3 MR. CAINE: Objection, form. 3 label, correct?

4 THE WITNESS: Wéll, | don't know what you| 4 MR. CAINE: Objection, form.

5 mean by analysisagain. Asl said, the declaration 5 THE WITNESS: | would agree that the words

6 of Dr. Do, who is a practitioner, does describe how 6 that are printed as exclusion criteria number 3 are
7 thelabel corresponds to the patented claims. And, 7 not the same words as appear on the indications. On
8 you know, again, I'm not a physician and so | don't 8 the other hand, | do not know and am not in a

9 have an opinion about medical technicalities here. 9 position to know, because I'm not a physician, how
10 | do note that the contraindications 10 active or recent infection relates to those
11 include ocular or periocular infection and active 11 conditions so | wouldn't -- | mean, | wouldn't think
12 intraocular inflammation on the label. | couldn't 12 that isimportant. | would -- at least from an
13 tell you from amedical perspective. | would defer | 13 economic perspective, that doesn't cause me any
14 to Dr. Do. But as, again, analysis, relying upon -- 14 pause.

15 would include relying upon Dr. Do's description of | 15 BY MR. CHOI:

16 how physicianstreat patients with this condition. 16 Q. Soyouhaven't--

17 And, you know, clearly she describes patientswho, |17  A. | would ask the doctor about that.

18 when they present with these conditions, whichare, |18 Q. Soyou haven't done any sales or, strike
19 you know, among those in the exclusionary criteria, | 19 that, any analysis -- strike that.

20 how that relates to her practice and she identifies 20 So you haven't done any analysis of the
21 that when she treats them anyway, she considersthat | 21 exclusion criteria other than your reliance on

22 to be outside the patented claims. 22 Dr. Do'stestimony or opinion, correct?
Page 27 Page 29

8 (Pages 26 - 29)
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1 A. Otherthan observing that, given the 1 criteriaarein keeping with what'sin the claim,

2 rarity of, as she describes these conditions, that 2 that -- the entirety of the claim, the entirety of

3 roughly 99 percent of the time patients either don't 3 thetreatment method is what | evaluated and the --
4 have the exclusionary conditions or they are excluded 4 it turns out that the eight-week dosing interval is

5 from treatment according to the label'sindicationor | 5 the key distinguishing characteristic. Sothat is

6 label's claims, sorry, according to the claims of the 6 thething that is easiest for an economist to look at

7 patent, I've not done more analysis than that. 7 or most relevant for an economist to look at in terms
8 Q. Andisitcorrect that you haven't done 8 of evaluating the commercia success.
9 any analysisto confirm that if the exclusion 9 Q. Sohow areexcluding criteriaadriver of
10 criteriaare the driving aspect of commercial success | 10 Eyleasales?
11 of Eylea? Or I'll rephrase that. 11 A. What do you mean, how are they?
12 So you haven't done analysisto confirm 12 Q. Well, you had mentioned that you relied on
13 that the exclusion criteria of the '681 patent is a 13 Dr. Do's opinion on the excluding criteria, right?
14 driver of Eyleasaes? 14 A. Uh-huh.
15 A. Sol wouldn't quite say it that way. I'd 15 Q. And that the eight-week dosing you thought

16 say what I've doneis| have evaluated the claimsas | 16 used -- opined on was a distinguishing factor for
17 described in my statement and the distinguishing -- | 17 Eylea, correct?

18 the key distinguishing characteristic of the product, |18 A. Yes.

19 Eyleaq, relative to its competitors is the eight-week 19 Q. Andwhen | asked whether the exclusion
20 dosing interval in the maintenance phase. Sothatis | 20 criteriaare not adriver of sales, you wouldn't

21 the primary element on which | focus. The exclusion| 21 agree with that, correct?

22 criteriaare covered by Dr. Do and so my analysis,as |22  A. Tothe extent that the questioniis, is

Page 30 Page 32
1 wasdonein the prior declaration, isrelevant here 1 thistreatment method that's covered by the patent a
2 because it represents the primary -- the key 2 driver of sales, that includes the eight-week dosing
3 distinguishing characteristic between Eyleaand its 3 interval in the maintenance phase. And that
4 competitors. 4 eight-week dosing interval in the maintenance key is
5 Q. Soyou agreethat the claimed exclusion 5 akey distinguishing characteristic between Eylea and
6 criteriaare not adriver of Eylea sales? 6 particularly Lucentis, but also Avastin used off
7 MR. CAINE: Objection, form. 7 label. That iswhat | evaluated in the ‘338
8 THE WITNESS: No, | wouldn't say that. 8 declaration and that is the primary source of
9 BY MR. CHOI: 9 evidence for the conclusion that this treatment
10 Q. Soyou had testified you focused on the 10 method drives success.
11 eight-week dosing as a key distinguishing factor, 11 Now, this treatment method includes the
12 correct? 12 initial -- theinitial and the loading doses and it
13 A. Yes 13 aso includes the excluding criteria so to the extent
14 Q. Andyou saidthat you relied on the 14 that those form awhole, they represent the method of
15 analysis of excluding criteria of Dr. Do, correct? 15 treatment that is evaluated in my opinion.
16 A. Yes 16 Q. Soinyour analysis, are you saying that
17 Q. Andyou haven't done any analysis of 17 you took into account whether each sale of Eyleawas
18 whether the excluding criteriawas adriver of Eylea | 18 associated with the practicing of excluding criteria?
19 salesin your declaration, correct? 19 A. | wouldn't say it that way, no. | would
20 A. Asl said, my relianceon Dr. Do getsto 20 say | did not do an individual analysis of each sale.
21 thatissue. Andas| said, the fact that the vast 21 Q. How about just overal sale?
22 magjority of the time the product or the exclusion 22 MR. CAINE: Objection, form.
Page 31 Page 33
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1 THE WITNESS: WEell, again, | would go back
2 to Dr. Do who says that 99 percent of the time -- my
3 understanding is that her statement is consistent

4 with the conclusion that 99 percent of the time the

5 exclusion criteriaare satisfied. So that is part of

6 the treatment methodology or treatment regime or

7 regimen that is covered in the claims.

8 BY MR. CHOI:

9 Q. Sowhenyou wereanayzing the commercial
10 success of Eylea, you did not consider whether sales
11 weretied to the exclusion criteria, correct?

12 MR. CAINE: Objection, form.

13 THE WITNESS: 1, again, would say that |

14 relied upon Dr. Do and her conclusion that 99 percent
15 of thetime, use of the product is consistent with
16 the exclusion criteria.

17 BY MR. CHOI:

18 Q. Okay. Sotheonly data point that you can
19 reference with regard to the commercial success of
20 Eyleaand the excluding criteriaare -- isDr. Do's
21 opinion, correct?

22 A. lwouldn't say it that way. | did not
Page 34

exclusion were followed or not?

MR. CAINE: Objection, form.

THE WITNESS: Again, I'm not aware of
individual-level data that would allow meto do that
analysis. And then -- so | rely upon Dr. Do.

BY MR. CHOI:
Q. Do you have any surveys saying that
doctors do or do not practice these excluding

© 0 N O O b~ WON B

criteria?

=
o

A. I'mnot aware of any. As| mentioned,

[
[N

Dr. Do references her practice and the practice of
othersthat she considerstypical.
Q. But, sothe primary opinion in your

=R
w N

14
15 distinguishing factor compared to other productsin

declaration hereisthat the eight-week dosingisa

16 the market, correct?

17 A. Wadl, asl'vesaid before, my conclusion

18 isthat the -- well, let me actually go to the --

19 give you my three conclusions. In paragraph 18 of my
20 statement, page 13, "Regarding the analyses and

21
22

opinions presented in my prior declaration, |

maintain my opinionsthat (1) Eylea hasbeen a
Page 36

1 suggest the minimization of her opinion. | think her
2 opinion iswell founded and she's ahighly qualified
3 expert, so | think relying on her is areasonable
4 thing to do.
5 Q. Butyoudon't have any datato support
6 your position -- or, okay, strike that.
7 But you don't have any data to show that
8 exclusion criteria -- practicing exclusion criteria
9 actually drives sales of Eylea, correct?
10 MR. CAINE: Objection, form.
11 THE WITNESS: I'm not aware of data that
12 would allow that, allow an analysis of that -- of the
13 typethat | think you mean, but maybe | should ask
14 what exactly you mean.
15 BY MR. CHOI:
16 Q. Okay. So, for example, can you explain
17 how exclusion criteriadrives sales? Like, for
18 example, | mean, actually to elaborate, isn't
19 exclusion, by definition, thereis no sale, correct?

20 A. Iftheexclusionisfollowed, that's
21 correct.
22 Q. Sohow would you determine whether those

Page 35

commercially successful biologic therapy for
angiogenic eye disorders; (2) Eylea's patented dosing
regimen, including the differentiating eight-week
recommended dosing interval in the maintenance phase
has been an important driver of demand (and hence of
commercia success); and (3) potential alternative
explanations are not sufficient to explain Eylea's
commercia success to the exclusion of the eight-week

© 0 N O O b~ W N B

maintenance dosing interval."

=
o

So, yes, the eight-week dosing interval is

[N
[N

included in that opinion, but it is part of the

[Eny
N

analysis of the claim as awhole.

[Eny
w

Q. Doyou have -- did you have any -- do you
14
15 included in the '681 patent were a distinguishing
16 factor compared to other products in the market?
17  A. Ildonot. |identified the eight-week

18 dosing interval asthe key distinguishing factor.
19
20 excluding -- whether excluding criteriawere a

21 distinguishing factor compared to other productsin

22 the market for the Eylea commercial success analysis?
Page 37

have any opinion asto whether the excluding criteria

Q. Soyou have no opinion asto the
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1 A. Wadl, asindicated there, | identified the
2 eight-week dosing interval asthe key distinguishing
3 factor. | don't actually know whether Lucentis has
4 similar exclusion criteriain its patents.
5 Q. $Soyou cannot associate the exclusion
6 criteriaasrelevant to whether it drives Eylea sales
7 or not, right?
8 MR. CAINE: Objection. Excuse me.
9 Objection, form.
10 THE WITNESS: To the extent that, as
11 again, | rely upon Dr. Do and her recitation of how
12 the exclusion criteria enter into the clinical
13 practice. | rely on her for that conclusion.
14 BY MR. CHOI:
15 Q. But, asyou'vesaid, you couldn't identify
16 exclusion criteria as the distinguishing factor
17 compared to other products in the market, correct?

1 Q. Andif I understand you correctly, your
2 opinion isthat by practicing the eight-week dosing,
3 you, based on Dr. Do's opinion that the exclusion
4 criteriaare also practiced, correct?
5 MR. CAINE: Objection, form.
6 THE WITNESS: She describes a setting in
7 which the exclusion criteriaare practiced nearly all
8 thetime.
9 BY MR. CHOI:

10 Q. Okay. So Dr. Do doesn't talk about

11 whether the exclusion criteriawere the

12 distinguishing factor for Eylea, correct?

13 A. | don'trecdl her sayingthat. That's
14 true.
15 Q. Soisityour opinion that based on

16
17

Dr. Do's opinion, Eylea sales are not driven by the
inclusion of exclusion criteria --

18 You tedtified to that, correct? 18 MR. CAINE: Object --
19 A. Thatiswhat | said. Asl said, the 19 BY MR. CHOI:
20 eight-week dosing interval is the distinguishing 20 Q. --ofthe'681 patent, correct?
21 characteristic among the characteristics of the 21 MR. CAINE: Object to form.
22 treatment regimen that | focused on. 22 THE WITNESS: | wouldn't say that.
Page 38 Page 40
1 Q. Soif youhave no datato suggest that the 1 BY MR. CHOI:

2 excluding criteria were not a distinguishing factor,

3 how isit possible the excluding criteria actually

4 drive sales of Eylea?

5 A. Weéll, asDr. Do describes, the exclusion

6 criteriaare part of the treatment regimen.

7 Evaluating the patients to see whether or not the

8 exclusion criteria apply are part of the treatment

9 regimen that, you know, if -- | suppose you might
10 imagine aworld in which there were no such exclusion
11 criteriaand things went wrong, that could hurt
12 sales.
13 So the fact that she describes them as she
14 does and understands and explains them as she doesiis
15 away to conclude that the label -- or, sorry, the
16 patented claim as awhole, the treatment method as a
17 whole drives sales, drives success.
18 Q. Butagain, | understand that your opinion
19 isthat the eight-week dosing was a key
20 distinguishing factor for Eylea's commercial success,
21 correct?

22 A. Correct.
Page 39

2 Q. Sowhatisyour opinion?
3 A. Asl'vesad, | rely upon Dr. Do's
4 analysis and description of how the exclusion
5 criteriacomeinto play in clinical treatment and the
6 evaluation of patients and whether or not they're
7 appropriate for -- to be appropriate to be treated
8 with Eylea and that, as part of the claimed treatment
9 regimeniswhat | have evaluated as to commercial
10 success of the product. But she identifies and
11 discussestherole of the exclusion criteria
12 Q. Butyoudidn't specificaly analyzethe
13 extent to which the exclusion criteriadrive
14 commercial success, correct?
15 A. Beyond referencing her description and her
16 discussion that almost all the time patients either
17 are not excluded or, when they are excluded, it's
18 outside the patent in maybe 1 percent of cases,
19 that'swhat | concluded.
20 Q. Butyou anayzed the extent to which the
21 eight-week dosing impacts sales of Eylea, correct?

22 A. ldid.
Page 41

11 (Pages 38 - 41)

Veritext Legal Solutions
Caendar-CA @veritext.com 866-299-5127

Samsung Bioepis Exhibit 1076
Page 11



1 Q. Butyoudid not do the samefor the
2 exclusion criteria, correct?
3 A. Thesamekind of analysisis not available
4 for exclusion criteria. | relied on Dr. Do for that
5 analysis.
6 Q. Sonotavailable meaning you weren't able
7 to do the analysis, correct?
8 A. Wadl, my reliance on her expertise and her
9 description of the typical practice is adequate in my
10 mind.
11 Q. Butasyousad or as-- strike that.
12 So Dr. Do did not opine on whether the
13 exclusion criteria were a key distinguishing factor
14 for Eylea, correct?
15 A. Asl said, my recollectionis| didn't see
16 that, but you'd have to ask her. | don't have that.
17 | don't know what's in her mind.
18 Q. Soif you had relied on her opinion that
19 itisnot akey distinguishing factor, how isit
20 possiblethat exclusion criteriadrive Eylea sales?
21 MR. CAINE: Objection, form.

22 THE WITNESS: I'm sorry, that'sa
Page 42

1 her describing the practice and the typical behavior
2 of physicians treating patients with the relevant
3 angiogenic eye disorders.
4 Q. SoDr.Do'sopinionisthat it wasnot a
5 key distinguishing factor to include exclusion
6 criteria. Isthat correct?
7 MR. CAINE: Object to form.
8 THE WITNESS: | don't remember her saying
9 that. | wouldn't agree with that.
10 BY MR. CHOI:
11 Q. Butshedidn't specifically call out
12 exclusion criteria as a key distinguishing factor for
13 Eyles, correct?
14  A. | would haveto review her testimony. |
15 don't remember seeing that. But, again, she may not
16 havesaid it in her testimony, but you would have to
17 ask her what she -- whether she views that as a key
18 distinguishing feature or not.
19 Q. Sowhat part of the exclusion criteria--
20 or strike that.
21 What part of Dr. Do's opinion about

22 exclusion criteriadid you rely on to analyze the
Page 44

1 hypothetical. You haveto be-- give me alittle
2 more detail.
3 BY MR. CHOI:
4 Q. Widl,if yourelied on her opinion that
5 the exclusion criteriaare not anovel or key
6 distinguishing factor for Eylea, how isit possible
7 that you can say that exclusion criteria contributes
8 to the commercial success of Eylea?
9 MR. CAINE: Objection, form.
10 THE WITNESS: And | wouldn't agree that |
11 relied upon her opinion that it is not a
12 distinguishing characteristic. | don't recall her
13 saying that.
14 BY MR. CHOI:
15 Q. Soyoudid not do an analysis of whether
16 the exclusion criteriaare akey distinguishing
17 factor, correct?
18 A. |think| said beforethat | don't know
19 the exclusion criteriaif any that applied to
20 Lucentisor Avastin or other treatments. | don't
21 remember her saying that it isor is not an exclusion

22 criteriaor adistinguishing factor. | just remember
Page 43

1 commercial success of Eyleain relation to the '681
2 patent?
3 A. Soshedescribesthe exclusion criteria
4 and how they play arolein treating patients. She
5 describes how, when a patient comes in and presents
6 with this condition or when they comein for arepeat
7 visit, she would analyze their eye health, do various
8 testing to determine whether or not their eyes were
9 healthy, whether or not they had these exclusionary
10 criterig, these infections, as | understand them, and
11 then make a determination about whether or not
12 treatment was appropriate.
13 And her conclusion was that roughly, as|
14 recdl -- | could -- | might not get these details
15 quiteright -- but roughly 2 percent of the time
16 patients have what would be exclusionary conditions
17 and roughly half of that time or maybe 1 percent she
18 decidesto treat anyway and she recognizes that when
19 she's doing that, she's going outside the bounds of
20 the patented treatment regimen. So that is -- the
21 fact that 99 percent of the time she follows this

22 treatment regimen means that that treatment regimen
Page 45
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1 ispart of the process that leads to the success of
2 the product.
3 Q. Sowouldyou agree that physicians chose
4 Eyleabecause of the exclusion criteria?
5 A. Again, | have not evaluated physician
6 choice based on that. | relied upon Dr. Do and her
7 description of how the exclusion criteriaplayed a
8 rolein treatment.
9 Q. Butyou opined on the distinguishing --
10 eight-week dosing as a distinguishing factor for
11 physicians and for Eylea's commercial success,
12 correct?
13  A. Wael,whatldidisl, asl have said, |
14 identified the eight-week dosing interval in the
15 maintenance phase as the key distinguishing factor of
16 Eyleafrom Lucentis and Avastin, and evaluated the
17 relationship between that dosing interval and the
18 commercial success of the product.
19 Q. Okay. Sowithout the anaysis of the
20 exclusion criteria, would your opinion of commercial
21 success of Eyleabe different?

1 BY MR. CHOI:
2 Q. Sowhat would your opinion beif you
3 didn't consider the exclusion criteria?

4 MR. CAINE: Objection, form.

5 THE WITNESS: | would have to think about
6 that. | don't have an answer to that.

7 BY MR. CHOI:

8 Q. Didn't you provide the same opinion --

9 well, strike that.
10 So as part of your '338 | PR declaration,
11 didn't you provide your opinion as to the eight-week
12 dosing regimen being the driver of Eylea commercial
13 success to the exclusion of the exclusion criteriaas
14 recited in the '681 patent, correct?
15 MR. CAINE: Objection, form.
16 THE WITNESS: So my recollection is that
17 the dosing regimen in the '338 patent is different.
18 Sol don't think | -- | don't believe | discussthe
19 exclusion criteria.
20 BY MR. CHOI:
21 Q. Okay. I'mgoing to introduce -- well,

22 MR. CAINE: Objection, form. 22 sorry. Thisistheinstitution decision that's
Page 46 Page 48
1 THE WITNESS: Well, | would like to keep 1 issued inthisIPR.
2 inmind that my assignment was to evaluate the 2 MR. CAINE: Do you want to go off the
3 patented method of treatment and the patented method 3 record?
4 of treatment has some different characteristics. | 4 MR. CHOI: I'm okay, actualy.
5 have not done -- I've not gone through the steps of 5 (Manning Exhibit No. 1 was marked for
6 saying, well, suppose this piece was not relevant, 6 the record.)
7 how would my opinion change. So | don't really have 7 BY MR. CHOI:
8 an answer to that. 8 Q. Soifwetakealook at page 15. Sodo
9 BY MR. CHOI: 9 you recognize this document, Dr. Manning?

10 Q. Butyour declaration doesn't really talk

11 about anything related to exclusion criteria being

12 part of the driving force behind the Eylea commercial
13 sales, correct?

14 A
15 of the treatment mechanism. That's the way in which
16 itisreferenced there.

17
18 exclusion criteria, there would still be commercial

| do reference Dr. Do and her description

Q. Soisityour opinion that without the

19 success of Eylea, correct?

20 MR. CAINE: Objection, form.
21 THE WITNESS: I've not evaluated that
22 question.

Page 47

10 A. Iseewhatitis. I'mnot certain that
11 I'vereviewed it. | may have. | don't have a
12 specific memory of whether or not | reviewed it.

13 Q. Okay. Soonpage 14, do you see atable
14 there?

15 A. ldo.

16 Q. Anddoyou seethat the board is comparing
17 claim 1 of the ‘338 patent and claim 1 of the '681
18 patent?

19 A. ldo.

20 Q. Andon page 15, thefirst paragraph, could

21 you read the first sentence?
22 A. "Asshould be readily apparent to the

Page 49
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1 reader, challenged claim 1 of the present petition

2 and claim 1 of the '338 patent are identical, with

3 the sole exception in the '681 patent of the

4 additional limitation reciting the exclusion

5 criteria. Because, in the 00881 decision, we

6 concluded that claim 1 of the '338 patent is

7 anticipated by Dixon, weincorporate here by

8 reference and adopt our reasoning in the 00881

9 decision with respect to the corresponding
10 limitations of claim 1 of the '681 patent. See 00881
11 Decision, 26-46. We therefore conclude that
12 petitioner has demonstrated sufficiently that those
13 limitations of claim 1 of the '681 patent are taught
14 by Dixon."
15 Q. $Sohereyou seethe comparison of the
16 claims of the '681 patent and the '338 patent,
17 correct?
18 A. | doseeatablethat shows paralel
19 columnswith claims, with claim 1 headings that have
20 various entries but, you know, the legal implications
21 of that, | -- I'm not alawyer.

22 Q. Inthelast row of thetable, whichis
Page 50

1 A. Theeight-week dosinginterval, asl've
2 said, in the maintenance phase is the key
3 distinguishing factor, and so it does apply. It was
4 relevant in the '338 patent and it is relevant here.
5 Q. Sothesame-- soisityour opinionin
this case that the '338 patent, without the exclusion
criteria, drove Eylea sales, correct?

A. I'msorry --
MR. CAINE: Object to form.
THE WITNESS: | said I'm sorry, | didn't
understand the question.
12 BY MR. CHOI:
13 Q. Sowhen| asked earlier about whether your
14 opinion would change if you didn't consider excluding

6
7
8
9

10
11

15 criteriaof '681 patent, you said you don't know,
16 correct?

17  A. |Isadl hadn't evaluated that and would
18 haveto think about it.

19 Q. Butisn'tyour declaration for the '338
20 patent essentially that same analysis without the
21
22

excluding criteria?

A. The'338 patent declaration does evaluate
Page 52

1 page 15, do you see that '681 patent has the recited
2 excluding criteria we've been talking about, and the
3 '338 patent isidentical other than those excluding

4 criteria, correct?

5 A. Whatl seeisthat thereisno entry in

6 the second row or second column of the last row and
7 that the first column, which appearsto be the clams
8 of the '681 patent, does have the three exclusion

9 criteria
10 Q. Sothe'681 patent hasthe same dosing
11 regimen but also includes the excluding criteria,
12 correct?
13 A. Thewordslook the same on that table,
14 yes.
15 Q. Soyou have submitted adeclarationin the

16 '338 patent IPR and rely on that declarationin

17 support of your opinions here in this proceeding,

18 correct?

19 A. Yes

20 Q. Andthe'338 patent is essentialy the

21 same eight-week dosing regimen without the excluding

22 criteria, correct?
Page 51

1 the eight-week dosing interval in the maintenance
2 phase. That isthe key distinguishing characteristic
3 that | identify in this declaration between Eylea and
4 Lucentis, and Avastin by extension, again noting that
5 Avastin used off label. But are there other elements
6 of it that | would think about if | spent time trying
7 to distinguish between the two? | don't know. |
8 haven't carefully thought through that question.
9 Q. Soit'syour opinion that you -- your
10 opinion wouldn't change without -- | mean, your
11 opinion wouldn't change if you don't consider the
12 exclusion criteria, correct?
13 MR. CAINE: Objection, form.
14 THE WITNESS: And | would say that within
15 the context of this particular proceeding, | have not
16 evaluated that question.
17 BY MR. CHOI:
18 Q. Butyou evaluated that question as part of
19 the '338 patent IPR, correct, which you rely onin
20 this proceeding?
21 MR. CAINE: Objection, form.

22 THE WITNESS: WEéll, in that proceeding, |
Page 53
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1 relied upon the same evidence that | rely uponin
2 this proceeding, that's correct.
3 BY MR. CHOI:
4 Q. Butasyou seeherein thispage 14 and 15
5 of theingtitution decision, you see that the claims
6 areidentical other than the excluding criteria,
7 correct?
8 A. Asl saidbefore, I'm not an attorney and
9 | don't -- so there may be reasons that one would
10 want to think about from alegal perspective that I'm
11 either not aware of or not equipped to consider and
12 determine, but | do seethat asyou have -- asis
13 illustrated on thistable, that that isthe only
14 differencethat is highlighted here.
15 Q. Andyou didn't consider the exclusion
16 criteriaas part of your analysis for the '338 patent
17 IPR, correct?
18 A. My recollectionisthat | did not. The
19 exclusion criteriawere not part of that proceeding.
20 Q. Andyour opinion asto the '338 patent's
21 extended eight-week dosing applies equally to the --

22 to the analysis of commercia success with regard to
Page 54

1 if the commercial successis dueto an unclaimed
2 feature or device, the commercial successis
3 irrelevant.”
4 Q. Sowhenyou say | understand that the
5 commercial success but not relate exclusively to a
6 feature that was known in the prior art, what do you
7 mean by that?
8 A. Waell, that'slargely alegal concept that
9 | was given by counsel asaguideline, guiderail
10 perhapsto follow, but that if something is not
11 novel, then it can't be the basis of a commercial
12 success analysis. That's my economist's
13 understanding.
14 Q. Sowhatisyour understanding of something
15 being novel?
16 A. Again, there might be legal definitions
17 but to an economist, something that is novel is
18 something that is new or not generally understood to
19 beavailable or true or in use or -- but, again,
20 that's an economist's description of the term.
21 Q. Okay. And so going back to page 15 of the

22 institution decision, so the Board states, "As should
Page 56

1 the'681 patent, correct?
2 A. I'msorry, that'salong question. | --
3 Q. Yeah. Soyour opinion asto the '338
4 patent's -- strike that.
5 So your opinion as to the '338 patent's
6 extended eight-week dosing applies equally to the
7 analysis of the '681 patent in this proceeding,
8 correct?
9 A. | believethat'scorrect, yes. The key
10 distinguishing feature, as | describein my
11 declaration, isthe eight-week dosing interval.
12 Q. Soif you go back to page 6 and
13 paragraph 11 of your declaration in this proceeding,
14 could you state -- could you read the -- | guess the
15 top of page 6, please?

16 A. "Additionaly" -- that's where you want me
17 toread?

18 Q. Yes

19 A. "Additionaly, | understand that the

20 commercia success must not relate exclusively to a
21 feature that was known in the prior art. | further

22 understand that Federal Circuit case law holds that
Page 55

1 bereadily apparent to the reader, challenged claim 1
2 of the present petition and claim 1 of the '338

3 patent areidentical.” And then it states, "We

4 incorporate here by reference and adopt our reasoning
5 inthe 00881 decision with respect to the

6 corresponding limitations of claim 1 of the '681

7 patent. We therefore conclude that petitioner has
8 demonstrated sufficiently that those limitations of
9 claim 1 of the '681 patent are taught by Dixon."

10 Do you see that?
11 A. |ldo.
12 Q. Sowould your opinion change hereif the

13 eight-week extended dosing was known in the art?
14  A. Wadl, | guess my opinion about the

15 relevance of itsimportant for driving success would
16 not change, no.

17 Q. Buton--inparagraph 11, didn't you

18 state that, "I further" -- "I understand that the

19 commercial success must not relate exclusively to a
20 feature that was known in the prior art," correct?

21 A. Wadll, I would differentiate between what

22 the economics analysis suggests and what the legal
Page 57
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1 implications or ramifications might be. It seemsto
2 me from an economic perspective that itis
3 essentially indisputable that the eight-week dosing
4 interval asembodied in this set of claimsisa
5 driver of success, and beyond that seemsto bea
6 legal question.
7 Q. Butinyour declaration, you said that if
8 afeaturethat was known in the art is related to the
9 commercia success of the product, then the
10 commercial success cannot be shown or has no nexus
11 right?
12 MR. CAINE: Objection, form.
13 THE WITNESS: It -- well, no, what | say
14 isthat the commercial success but not relate
15 exclusively to afeature that was known in the prior
16 art. Sofor -- asalegal guideline, legal guide
17 rail, that's one question. As an economic
18 phenomenon, itishighly -- it is, as| said, from my
19 perspective, indisputable that the eight-week dosing
20 interval isakey driver of successfor -- of the
21 product Eylea.

1 wasknown in the art. Will that change your opinion
2 here?
3 A. Waell, what do you mean, "say that it was'?
4 | mean --
5 Q. Wadll, soyousay, "l understand that the
6 commercial success must not relate exclusively to a
7 feature that was known in the prior art." Say that
8 the feature that you're -- that's referenced hereis
9 the eight-week extended dosing. If it was known in
10 the prior art, according to what you say here in your
11 declaration, would that change your opinion in this
12 case?
13 A. [I'mhaving alittle trouble because the --
14 with your question because the -- it has alegal
15 component that | differentiate from the economic
16 component of it. | mean, if it was known in the
17 art -- and that's alegal issue that is not for me to
18 address -- then I'm not sure why | would even be
19 here. If it were not -- if it were not an element of
20 commercial success -- or hot an element that was
21 eligible for consideration as part of commercial

22 BY MR. CHOI: 22 success, then my opinion wouldn't matter.
Page 58 Page 60

1 Q. Soinassessingyour -- in assessing 1 Q. Soyouagreethat if the eight-week
2 commercia success of Eylea, did you take into 2 extended dosing was found to be known in the art,
3 account what was known or not known in the prior art? 3 your opinion as to the commercial success of Eylea
4 A. Known or not knownintheprior artisa 4 would irrelevant?
5 legal issuethat is not my expertise or assignment. 5 MR. CAINE: Objection, form.
6 Q. Soyoudid not consider that? 6 THE WITNESS: No, | wouldn't say that. |
7 A. Wadll, | understand there are others such 7 would say that if there are legal reasons why
8 as Dr. Brown who discuss the prior art and | relied 8 commercia successis no longer relevant, then my
9 upon hisview of that. My analysiswasto look at 9 opinion would not be relevant. But | -- you know,

the claims as embodied in the -- as described in the
patent and to evaluate the key distinguishing feature
of those claims. And that's an economic exercise.
13
14
15 commercial success must not relate exclusively to a

It'snot alegal exercise.
Q. But your declarations say that the

16 feature that was known in the prior art, right?
17
18
19
20 about the legal issues. That's not the economic --

A. Thosewords are there, yes.
Q. Sothat -- | mean, those are your words?
A. Waéll, those are the understanding | have

21 that's not necessarily the economic issue.

22 Q. Say that the eight-week extended dosing
Page 59

10 those are legal issues. Those are not economic
11 issues.

12 MR. CHOI: Okay. Why don't wetakea
13 10-minute break.

14 MR. CAINE: Yeah, let'sdo that.

15 THE VIDEOGRAPHER: Thetimeis10:21 am.
16 We are now off the record.

17 (Recess.)

18 THE VIDEOGRAPHER: Thisisthe beginning

19 of media unit 2 in the video recorded deposition of
20 Mr. Richard Manning. Thetimeis10:37 am. Eastern.
21 We're now back on the record.

22 Counsel, you may proceed.

Page 61
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1 BY MR. CHOI:

2 Q. Welcome back, Dr. Manning. So before the

3 break, you had mentioned that the eight-week extended
4 dosing was a key distinguishing feature of the '681

5 patent, correct?

6
7 declaration, yes.

8 Q. Holdon. I think -- isthis not working?
9 Thelivefeed. Apologies.

A. That'swhat | say in my report and my

10 So you had opined that the eight-week

11 extended dosing was the key distinguishing feature,
12 correct?

13 A. A key distinguishing feature of the

14 patented claims, yes.

15 Q. How about the Eylea product?

16 A. TheEyleaproduct is, as| understand, the

17
18
19
20
21
22

VEGF inhibitor that is covered by the claim so, yes,
Eyleaas aproduct is part of the claim and that is
the product that | evaluated.

Q. Soinyour opinion, what does it mean by
key distinguishing feature?

A. Something that is different, distinct.
Page 62

1 A.
2 That'sthe -- that's what my opinion says.
3 Q. Sowhat other key distinguishing features
4 are there with respect to Eylea?
5 A
6 observable in the economic analysisthat | did.
7 There might be other distinguishing featuresthat are
8 either not observably different or for which there
9 arenot data that are observable, but that isthe
10 observable feature within this treatment paradigm or
11 treatment regime that | focused on.
12 Q. Sowouldyou agreethat the only key
13 distinguishing feature that you focus on in your

It contributes to those sales, yes.

| have not identified any that were

14 declaration in this proceeding is the eight-week

15 extended dosing?

16  A. Wadll,inthisproceeding, asl've said

17 before, my assignment was to focus on the claimed
18 method of treatment as awhole and so that's what |
19 did, including relying upon Dr. Do's assessment of
20 the exclusionary criteria and looking at the, you

21 know, al of the treatment regime from initiation to

22 maintenance dosing and observing that the eight-week
Page 64

1 Q. Different compared to what?
2 A. Wadl, inthiscontext, it was different
3 compared to the other productsin the competitive
4 gpace or that are alternatively used to treat these
5 same conditions, so primarily Avastin and Lucentisin
6 my work.
7 Q. Soisitthefact that the eight-week
8 dosing is akey distinguishing feature of Eyles, is
9 that relevant to the commercial success analysis of
10 Eylea?
11  A. | believeitis, yes. Sotheproduct at
12 issue hereis Eyleaand Eyleaisthe only product
13 that I'm aware of -- well, there might be biosimilars
14 or potential biosimilars, | guess, but the only -- of
15 other products. But Eyleaisthe product that is
16 covered by this patent and this method of treatment
17 and the eight-week distinguishing featureis part of
18 Eyledscharacteristics. And soin my analysis, |
19 looked at the performance of Eylea compared to the
20 other products.
21 Q. Sowouldyou say the key distinguishing

22 feature of Eyleadrives sales of Eylea?
Page 63

1 dosing interval was the key distinguishing feature

2 that was observable and that | had analyzed for the

3 '338 patent.

4 Q. Soyoudidn't do an economics anaysis of

5 the exclusion criteria other than your reliance on

6 Dr. Do's opinion, correct?

7 A. Wadl, I guess| would want to know what

8 you really mean by economic analysis.

9 Q. Soinyour '338 declaration which you rely
10 on, you go through surveys and potentially other
11 evidence, aleged evidence that suggests that doctors
12 do practice these extended dosing and that these
13 extending dosing of Eyleais areason that Eylea has
14 become such abig commercial successin the market,
15 correct?
16  A. | doevaluatethe -- what the data say
17 about the performance of the product relative to its
18 competitorsand | did look at how that eight-week
19 dosing interval from an economic perspective would
20 play into demand for the product, establishing the
21 basisthat a product that has less of the negative

22 characteristic than other products but have a greater
Page 65
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1 demand than those other products and went through a|
2 variety of other analyses to show that the product
3 had been acommercia success. So those were all
4 economic analyses of different types.
5 Q. Okay. Andyou just stated, quote, | did
6 look at how the eight-week dosing interval between -
7 sorry. Okay. So you stated just now, quote, | did
8 look at how that eight-week dosing interval from an
9 economic perspective would play into demand for

10 product.

11 Did you do the same analysis for the

12 exclusion criteria?

13 A. Inthe'338 IPR?
14 Q. For thisproceeding.
15 A. Wadl, asl said, looking at Dr. Do's

16 statement and considering that there's a treatment
17 method that includes evaluation of that -- those

18 exclusionary criteriathat isin place 99 percent of
19 thetime or that is applied 99 percent of the time,

20 that suggests that that is part of the constellation

21 of factors that leads to the demand for and therefore

22 the commercial success of the product.
Page 66

1 Q. Wadl, youhad said earlier that you're

2 able to do an economics -- you're able to do an

3 evauation of whether the eight-week dosing

4 contributes to Eylea's commercial success from an
5 economic perspective, so | defer to you what your
6 understanding of economics analysisis.

7 A So--
8 MR. CAINE: Objection, form.
9 THE WITNESS: So an economic analysis can

10 take avariety of forms. There aretimes at which

11 dataare-- sothedatathat | analyzed to

12 demonstrate the relationship between the dosing

13 interval and the maintenance dosing interval of Eylea
14 as compared to the other products and its commercial
15 performanceis one way to do that.

16 The analysisthat I've just described

17 wherein you think about the demand for the product
18 and how, based on economic theory or economic

19 principles, a product that has less of a negative

20 characteristic is going to be more demanded than a
21 product that doesn't have a negative characteristic,

22 that's not necessarily reliant upon data, but upon
Page 68

1 Q. Butyoudidn't specificaly analyzethe
2 exclusion criteriaas adriving factor for the
3 commercial success, right?
4  A. Asl said previoudly, I'm not aware of any
5 datathat would have alowed that kind of analysis.
6 Although looking at Dr. Do and recognizing that
7 essentialy thisis aconsideration that appliesto
8 virtually al of the use, then that is aform of
9 economic analysis or thinking about this criteriaor
10 this processis evaluating -- is associated with
11 amost all of the use of this product.
12 Q. ButDr. Do'sopinion isnot one of
13 economics, right?
14 A. That'strue. Sheisaphysician.
15 Q. Andhow isit possiblethat you provide an
16 economics analysis of the exclusion criteriawhere
17 you don't rely on any data or opinion of Dr. Do that
18 isnot in the economics nature?
19 MR. CAINE: Objection, form.
20 THE WITNESS: WEell, when you say it's not
21 economic in nature, | guess -- how do you mean that?

22 BY MR. CHOI:
Page 67

1 thelogic and principles of economics.
2 Another feature that has -- that is aways
3 present or virtually always present can likewise be
4 thought of as having economic content, if not the
5 sametype of analysis, but it isthe analysis that an
6 economist could look at and say, well, hereisa
7 feature of this treatment regimen that applies almost
8 al thetime and it contributes to the product's
9 utilization which contributes to the product's
10 commercial success.
11 BY MR. CHOI:
12 Q. Sowhereinyour declaration do you do an
13 analysis, economics analysis of the exclusion
14 criteria?
15 A. Wadl, asl just explained, economic
16 analysis can take different forms and reliance
17 upon -- when there are no other data, just as|
18 explained to you that the economic theory of demand
19 interms of having less of a negative characteristic
20 can lead to the conclusion that having that less of a
21 negative characteristic can drive demand, having a

22 feature that is always present or virtually aways
Page 69
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1 present likewise can be thought of as contributingto | 1 between the exclusion criteria and the commercial
2 demand. 2 success of Eylea?
3 Q. Sowheredo you state that in your 3 A. Wadll, thereisanother placein which |
4 declaration? 4 reference the exclusion criteria, but that -- you
5 A. |don'tknow that | say that explicitly, 5 know, as| said, there aren't data that would allow a
6 butitisin my referenceto Do, to Dr. Do's 6 specific evaluation of that question and so | rely on
7 declaration as her description of the use of the 7 Dr. Do.
8 product in clinical practice. 8 Q. Soagain, your analysis of the exclusion
9 Q. Canyou pointto meto aspecific 9 criteriais based on Dr. Do's opinion only, correct?
10 paragraph that where you discussthe relevance of thel 10 ~ A. | think Dr. Brown also references the
11 exclusion criteriafor a driving factor as you just 11 patented dosing regime and so there is consistency
12 tedtified? 12 between them about the clinical practice and the
13 MR. CAINE: Objection, form. 13 dosing regimen that is outlined in the patent.
14 THE WITNESS: | would point to paragraph | 14 Q. But with respect to the exclusion
15 16, top of page 10, referencing footnote 14, 15 criteria, you only rely on Dr. Do's opinion, correct?
16 referencing Dr. Do's declaration where | statedthat | 16~ A. | go back to my prior statement that, you
17 | understand that Eyleais administered accordingto | 17 know, | wouldn't use the word "only" in the sense
18 the claimed dosing regimen. That ismy link to 18 that she'sawell regarded, highly-qualified expert
19 Dr. Do and her description of how the various 19 and soto only rely on her, | wouldn't minimizeitin
20 features of the product dosing schedule as described | 20 that way.
21 in the patent relate to the product's clinical 21 Q. Waéll, youwould rely on her expert opinion
22 utilization. 22 about the exclusion criteriawhen you're providing
Page 70 Page 72
1 BY MR. CHOI: 1 your opinion on the -- strike that.
2 Q. Sothisparagraph, paragraph 16, doesn't 2 So isit accurate to state that you only
3 talk about a product utilization or whether you have 3 rely on her expert opinion on the exclusion criteria
4 any datato support the notion that Eyleasalesis 4 asrelevant factor for the commercial success of
5 tied to the specific exclusion criteria as claimed by 5 Eylea?
6 the patent, correct? 6 A. No. No. I rely on her opinion for her
7 A. Iwouldn't agree with that, no. 7 description of how the claimin total relatesto
8 Q. Sowheredoesit say utilization? 8 clinical practice and her claim in total or the claim
9 A. Wedl, what yousaidis| don't -- you said 9 intotal includes the exclusion criteria, and she
10 it's not related to the product's use, but it does 10 does address those exclusion criteria. She also
11 say that. It says| understand that Eyleais 11 addresses the other elements of the claim, and all of
12 administered according to the claimed dosing regimen, 12 those are relevant to how physiciansin practice
13 which meansits use is consistent with the claimed 13 follow the claimed method of treatment.
14 dosing regimen. So its utilization, its demand is 14 Q. Butyou agreethat exclusion criteriaare
15 related to the dosing regimen. And that dosing 15 not part of the key distinguishing factor for the
16 regimen isincluded in the -- sorry, the exclusion 16 Eyleaproduct, correct?
17 criteriaareincluded in the dosing regimen in the 17 MR. CAINE: Objection, form.
18 patent. 18 THE WITNESS: In the '338 patent
19 Q. Sothisisjust onesentence. | 19 analysis--
20 understand that Eyleais administered according to 20 BY MR. CHOI:
21 the claimed dosing regimen. That's the only instance 21 Q. No, forthe'681 patent. For this patent.
22 you can refer to that talk about the relationship 22 A. Wadll, my answer was that in the '338
Page 71 Page 73
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1 analysis, whichiswhat I refer to, that was not 1 usethe product in accordance with the patented
2 identified as akey distinguishing factor. And | did 2 dosing regimen.
3 not identify that as a key distinguishing factor in 3 Q. Okay. Soyou didtalk to other experts
4 thisanalysis, that's correct. 4 about the scope of the '681 patent and whether the
5 Q. Okay. Sohaveyou doneany analysisfrom 5 sales of Eyleaactualy fall within the scope?
6 Regeneron'stechnical experts confirming that the 6 MR. CAINE: Objection, form.
7 sales of Eyleathat you analyzed actualy fall within 7 THE WITNESS: Asl said, | did not talk to
8 the scope of the clams? 8 them asto -- for this -- as | was preparing this
9 A. 1guessl don't understand the question. 9 declaration. | spoke to them in the process of doing
10 Q. Sohaveyou taked to any experts, 10 thefirst declaration for the '338 patent.
11 including Dr. Do, whether Eylea practices the claims 11 And again, | wouldn't say -- | don't know
12 of the '681 patent? 12 necessarily what, you know, legally you mean when you
13 A. Wadl, practiceisalegal term. | guess 13 say "within the scope.” What | would have talked
14 1 -- you know, what | -- I'm not sure | understand 14 about is, you know, so tell me about this product,
15 the point of the question. 15 itsuse and how, from an economic perspective, |
16 Q. Wiadl, soin order for there to be a nexus 16 might understand how this product fitsinto the
17 between commercial success and the patented invention 17 constellation of other products that are available.
18 of the'681 patent, you have to recognize that the 18 And then | would have been told about what typical
19 product itself has to embody multiple features of the 19 useis, what typical prescribing patterns and
20 '681 patent, correct? 20 administration patterns are like. 1 wouldn't have
21 MR. CAINE: Objection, form. 21 askedinlega terms, you know, whether it was within
22 BY MR. CHOI: 22 the scope of the patent or not because that's not my
Page 74 Page 76
1 Q. Thatiswhat your declaration says. I'm 1 areaof expertise.
2 just confirming that with you. 2 BY MR. CHOI:
3 A. Wadl, | dobelieve that the -- while your 3 Q. Sohased onyour discussions with your --

4 original question was whether | had talked to any of | 4 with other experts and your understanding of the
5 the Regeneron experts for this specific declaration? | 5 declarations both here and in prior IPRs, isit your

6 No. | only referred to their statements. For prior 6 understanding that typical clinical practiceisto
7 work, | have spoken with Dr. Do and Dr. Brown but -+ 7 follow the claimed dosing regimen of the '681 patent?
8 Q. Andinyour prior work for the ‘338 8 A. Inparticular, Dr. Do goesthrough the

9 patent, for example, did you talk about whether the 9 claims of the '681 patent and does describe how
10 sdlesof Eyleathat you rely on for your commercial | 10 clinical practice lines up with those claims.
11 success analysisfall withinthe scope of theclams |11 Q. Okay. So haveyou seen any data

12 of the '681 patent or through the '338 patent? 12 confirming that Eylea sales were actually used

13 MR. CAINE: Objection, form. 13 according to the claimed dosing regimen?

14 THE WITNESS: Did | ask them whether the | 14  A. I'msorry, the Eylea-- | didn't

15 salesfell within the scope? 15 understand your question.

16 BY MR. CHOI: 16 Q. I'msorry. Yeah, I'll repeat.

17 Q. Yep. 17 Have you seen any data confirming that

18 A. | guessthere arelegal/technical words 18 Eylea sales were actually used according to the

19 therethat I'm not sure | would -- | wouldn't have 19 dosing regimen in the '681 patent?

20 asked about. But, again, I've referenced their 20 MR. CAINE: Objection, form.

21 statementsthat clearly demonstrate that the common | 21 THE WITNESS: That Eylea's sales were

22 clinical practice, typical clinical practiceisto 22 used? | guess I'm not understanding what you mean.
Page 75 Page 77
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1 BY MR. CHOI:
2
3 dosing regimen of the '681 patent?
4
5 patent looks at a variety of indicators of how the

Q. Eyleasaeswere associated with the

A. Weéll, asyou know, my analysisin the ‘338

6 sales of the product grow over time and how the key
7 distinguishing feature is related to the growth in
8 those sales, and there are survey data and others
9 that show that the -- that featureis a driver of
10 demand, that physicians were looking for or wanted a
11 longer treatment interval in the maintenance phase
12 andthat in fact physiciansuseit in the --
13 according to that dosing interval that'sin the
14 claimed methods of treatment.
15 S0, yes, | guess | would say I've seen
16 quite afew data points or elements of data that
17 confirm that.
18 Q. Soit'syour understanding that the
19 eight-week dosing istypical practice for physicians
20 nowadays?
21 MR. CAINE: Objection, form.

22 THE WITNESS: It isthe most common dosing
Page 78

1 based on that, did you determine how many of these
2 saleswere made -- these sales are associated with
3 the extended dosing of the '681 patent?
4  A. Inthistable, that's not the question.
5 Thistableis setting the stage, providing background
6 for, you know, how many total injections are given by
7 different disease state or different indications for
8 which it might be used. It'salso for -- you know,
9 it's-- and so it includes initial doses, secondary
10 doses, tertiary doses and my recollection is that
11 it -- well, itisnot -- it is not at this point
12 concerned with the question of whether or not the
13 dosing is being done on an eight-week interval or not
14 for Eylea. Soit's-- and it'salso for anti-VEGFs.
15 It'snot just for Eylea
16 So thisisjust trying to set the stage
17 and explain that what AMD isthe most prominent
18 condition for which these products are used, followed
19 by the others asindicated in the percent of total
20 injectionsin 2021.
21 Q. Soinyour declaration, did you do an

22 analysis of salesthat are associated with the dosing
Page 80

1 interval in the maintenance phase. Eight weeks or
2 longer isthe most common dosing interval according
3 tothe datathat I've seen. It isnot always used,
4 obvioudly, but it is avery common and, from the data|
5 I've seen, the most common treatment interval in the
6 maintenance phase.
7 BY MR. CHOI:
8 Q. Okay. Didyoudo any anaysisto
9 determine how many Eylea sales were attributable to
10 each indication that's approved for Eylea?
11  A. My '338 report does show market share or,
12 sorry, sales shares by indication, and some of, many,
13 not all of the survey data, the ATU surveysthat |
14 used in that analysislook at the utilization by
15 indication. Some of the data don't allow that
16 disaggregated look but some of them do.
17 Q. Okay. Solet'stake alook at table 1 of
18 your '338 patent declaration. It ison page 26 of
19 289.
20 So for -- to come up with this analysis
21 here, table 1, which shows the total injections per
22 indication and division of percent total injections

Page 79

1 regimen of the '681 patent specifically?

2 A. What doyou mean?

3 Q. Sohereinthistable, it seemslike

4 sales, or theinjection -- is per-injection basis

5 dtatistics, correct?

6 A. Yes

7 Q. Andhaveyou done an analysis of

8 per-dosing regimen basis sales analysis of Eylea?

9 A. Wadl, thereare avariety of places where
10 the utilization rates or the most frequent dosing
11 intervals are discussed in the report where | talk
12 about the eight-week dosing interval being the most
13 common dosing interval for Eylea. And so, yes.
14 Q. Butyoudon't haveany salesdatathat
15 reflect the fact that physicians followed the
16 extended dosing regimen of the '681 patent, right?
17 MR. CAINE: Objection, form.
18 THE WITNESS: WEéll, the extended dosing
19 regimen in the '338 analysisis the same as the
20 extended dosing analysis for the '681 patent and that
21 ishow -- that'swhy | rely on the '338 analysis.
22 BY MR. CHOI:

Page 81
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1 Q. Right. But my question wasyou don't have 1 thiswas atertiary dose. | don't believe those data
2 actual sales datato reflect that, to reflect the 2 exist so you couldn't do that analysis.
3 fact that physicians actually used Eylea according to 3 Q. Sotheonly dataexistsright now for the
4 the specific eight-week extended dosing, correct? 4 Eyleasalesrelate to just use of the product without
5 MR. CAINE: Objection, form. 5 with regard to the dosing regimen of the '681 patent,
6 THE WITNESS: | wouldn't say that. | 6 correct?
7 would concede that | don't think anybody collects 7 MR. CAINE: Object to form.
8 dataon, you know, was thisindividual patient 8 THE WITNESS: No, | don't agree with that.
9 treated for any specific -- with any specific 9 BY MR. CHOI:
10 treatment regimen. | don't think that level of data 10 Q. Wadll, didn't you say that in theinitia
11 areever collected. But what | do have are dataon 11 dose or the loading dose, a useis a use, so there
12 the frequency of administration and what | have said 12 wasinitial dose, and there was secondary dose and
13 thereisthat the most common and the most -- the 13 there wastertiary dose. | don't believe those data
14 most common dosing interval for Eyleais eight weeks 14 exist so you couldn't do that analysis.
15 or eight leaks or longer, and that that iswhat | 15 That's your testimony, right?
16 rely on to conclude that the eight-week dosing 16 A. Thatiswhat | said, yes. But what you
17 interva is an important driver of demand. 17 said back to me | don't think is consistent with
18 BY MR. CHOI: 18 that.
19 Q. So,but--somy questionis, soyour 19 Q. Somy questionis, the sales data that you
20 basisfor the notion that physicians use the extended 20 have do not specify whether physicians or patients
21 eight-week dosing is based on physician surveys, 21 received Eyleainjections according to the '681
22 correct? 22 patent? I'm talking about the sales data
Page 82 Page 84
1 A. Wadll, the surveys confirm that but also 1 specifically. I'm not talking about the surveys.
2 Dr. Do and Dr. Brown discuss that as well, so there 2 A. Thedollar saesdata?
3 isagood deal of evidence that the eight-week dosing 3 Q. Correct.
4 interval isimportant and is akey distinguishing 4 A. Aslsad, | don't believe anybody
5 feature. 5 collects data that would allow you to say, you know,
6 Q. Right. But you don't have actual sales 6 these were the dollars that were spent on initial
7 datato suggest -- the sales -- okay. Strike that. 7 dosing, these are the dollars that were spent on
8 The sales data are based on per-injection 8 maintenance dosing. | don't think those exist and |
9 statistics, correct? 9 would bereally surprised if they did because it just
10 A. Thesaesdataare based on per-injection 10 wouldn't be typical business practice in my
11 statistics? | guess I'm not understanding -- 11 experience. So| don't think that could be done.
12 Q. Sosdesdataare accrued based on how 12 But that's not -- that doesn't mean that
13 many injections are made, correct? 13 you can't look at data and determine that it isthe
14 A. Saeswould depend upon the use of the 14 eight-week dosing interval that is driving
15 product, yes. 15 utilization. You can't look at data and other
16 Q. Butthen the sales datawould not 16 evidence as |'ve described earlier, the drivers of
17 distinguish between whether someone received extended | 17 demand that | laid out in this report.
18 dosing at what interval, correct? 18 Q. Wouldyou say that physicians usually
19 A. Well, asl sad, intheinitial dosesor 19 follow the label dosing regimen?
20 intheloading phase, auseisause and so you 20 A. Sol havenot -- I'm not aphysician and
21 wouldn't -- and | don't think anybody records, oh, 21 so | don't have the personal experience to say that.
22 thiswastheinitial dose, this was a secondary dose, 22 | rely on Dr. Do and Dr. Brown, Dr. Do in particular
Page 83 Page 85
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1 who saysthat it'stypical for physicians to follow 1 Q. Anddidyou consider whether physicians
2 the dosing regimen that's described in the patent. 2 administered Eylea with an extended dosing interval
3 Q. Anddo you understand that the label 3 of seven weeks?
4 indication for retinal vein occlusion specifies 4  A. Therearedatathat talk about the
5 monthly injection of Eylea, correct? 5 frequency of dosing on avariety of intervals and
6 A. That'sthelabd, yes. 6 there are -- seven is one of the options. There are
7 Q. Sodoyou understand that if physicians 7 patients whose individual needs differ and so I'm not
8 wereto treat RVO, they would not follow the extended 8 surprised that there are times when a different
9 dosing regimen as claimed by the '681 patent, right? 9 interval isused.
10 MR. CAINE: Objection, form. 10 Q. Sodidyou subtract out -- well, actualy,
11 THE WITNESS: Well, of course that depends 11 strike that.
12 upon the specific action that the physician is 12 How about six-week extended dosing. Was
13 undertaking. But | recognize also that Dr. Do said 13 that accounted for in your commercial success
14 that even though the label says four weeksisthe 14 analysis?
15 recommended maintenance level, the maintenance 15 MR. CAINE: Objection, form.
16 frequency that many doctors treat on an eight-week 16 THE WITNESS:. Yes.
17 interva anyway. 17 BY MR. CHOI:
18 BY MR. CHOI: 18 Q. How about five weeks?
19 Q. Soisityour opinion that then labels 19 A. Yes
20 don't matter asto how physicians administer the 20 Q. Soyoudid not discount those Eylea sales
21 drug? 21 that do not practice the '681 patent dosing regimen,
22  A. |didn'tsay that. 22 correct?
Page 86 Page 88
1 Q. Butyourey onDr. Do'sopinion that even 1 A Wil that's--
2 though the label indication for RV O is monthly 2 MR. CAINE: Object to form.
3 dosing, doctors would still nonetheless use extended | 3 THE WITNESS: That's not the assignment
4 dosing, correct? 4 and it's not what commercial successis about: That
5 A. | recognizethat that's what she said, 5 would be an apportionment and apportionment is not
6 yes. 6 relevant to acommercia success analysis.
7 Q. Anddoyou have any datato support that 7 Commercial success is about what -- about
8 notion economically? 8 establishing a nexus between patented features and
9 A. Some of the survey datathat arein the -- 9 the product's commercial success.
10 that are referenced in the '338 patent do discussthe | 10 It doesn't mean that every sale hasto be
11 fact that although indicated for four-week 11 done according to the patented features and, as we've
12 maintenance dosing interval for RV O, it's not 12 talked about before, Dr. Do describes this 1 percent
13 uncommon to see eight-week dosing. 13 of her patients where she does not follow the
14 Q. Andisthat the mgjority? 14 patented exclusionary conditions. Soit's-- and as
15 A. I'dhaveto go back and relined myself of 15 I've said, there are dosing intervals short of eight
16 exactly what the data are there, but it's not -- it's 16 weeksthat may not practice or may not be consistent
17 not uncommon. 17 with the claimed treatment regimen, that there'sa --
18 Q. Okay. Soearlier you said that the '681 18 but the claimed treatment regimen is used frequently
19 patent claims coversthe at least eight-week extended | 19 and typically the most common, the eight-week dosing
20 dosing, correct? 20 interval isthe most common dosing interval for Eylea
21  A. | bélievethat'show it'ssaid in my 21 and so -- and eight weeks and longer reach the
22 declaration, that eight-week or longer. 22 majority in some cases so that it's not necessary to
Page 87 Page 89
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1 say, well, how much is -- and subtract out how much
2 is-- because of an individual patient need, how much
3 isadministered less frequently than on the
4 eight-week or longer dosing interval.
5 BY MR. CHOI:
6 Q. Right. Soyou said that you didn't do
7 apportionment across whether Eyleais administered at
8 aless extended dosing regimen, for example, at five
9 weeks, six weeks, seven weeks, right?
10 A.
11 correct.

| did not do an apportionment, that's

12 Q. Andyou haven't done apportionment for
13 whether there are instances physicians administer the
14 drug that do not practice a'681 dosing regimen,

15 right?
16 MR. CAINE: Objection, form.
17 THE WITNESS: | have not done an analysis

18 of the situations in which they do not practice it,
19 isthat the question?

20 BY MR. CHOI:

21 Q. Yes.

22 A. Wadll, that wasn't part of my assignment
Page 90

1 THE WITNESS: There are avariety of
2 reasonswhy | can conclude that. First, | would say
3 that the most common dosing interval in the
4 eight-week -- in the maintenance phaseisthe
5 eight-week dosing interval or longer and so that
6 clearly is consistent with the claims.
7 There'salso anotion, as| said before,
8 some patients aren't able, for whatever reason, their
9 physiology or their disease that they have doesn't
10 allow them to reach the eight-week dosing interval,
11 but it does allow them to get beyond the four-week
12 dosing that isthe typical and the labeled indication
13 for Lucentis. And so being ableto maintain a
14 Lucentisleve of health outcomes with alonger
15 dosing interval is avery valuable economic
16 phenomenon, avery valuable thing to both patients
17 and doctors.
18 So even if | have a patient who can't get
19 to eight weeks, the availahility or the potential
20 availahility of eight-week dosing interval alowsa
21 doctor and a patient to extend beyond four weeks. It

22 isthe potential, the optionality or the option value
Page 92

1 and | don't see how that would affect my decision or
2 my opinion given that what | observe is very common
3 use of the distinguishing feature in the treatment
4 regime.
5 Q. Waéll, what I'm trying to understand is you
6 didn't do an apportionment analysis because you said
7 that it isnot part of your analysis. But if the
8 apportionment shows that the majority or substantial
9 part of the Eylea dosing regimen that is practiced by
10 the physicians don't practice -- don't fall under the
11 scope of the '681 patent, how could that drive
12 commercial success of Eylea, is my question?
13 A. I'msorry, | don't -- | didn't follow the
14 question. I'm going to have to ask you to ask it

15 again.
16 Q. Soif--okay. So-- strikethat.
17 If the substantial part of Eyleasalesare

18 associated with a dosing regimen not within the scope
19 of the '681 patent, how could you say that the

20 extended dosing which falls under the '681 patent
21 drives sales of Eylea?

22 MR. CAINE: Objection, form.

Page 91

1 of maybe being able to get to eight weeks -- or if

2 I've got a patient who can't get to eight, but can

3 get to seven, that's alot better than being stuck at

4 four -- that is how that dosing interval contributes

5 to the commercial success of the product, even if

6 they cannot get to eight or longer weeks.

7 So, you know, from an economic

8 perspective, it isimportant that the eight-week or

9 longer dosing interval isthe most common interval
10 and that supports very strongly a conclusion that the
11 product's commercial successistied to that ability.
12 But also that, you know, you cannot be able, because
13 of the patient's specific characteristics, to get to
14 eight weeks, but you're still getting value from the
15 eight-week dosing interval because there's an option
16 that you might be able to.
17 So if someone might be able to get
18 something but can't, they're better off because that
19 eight-week dosing interval exists and that label --
20 that labeled indication exists and that label
21 treatment method exists that allows a patient and a

22 doctor to extend beyond what they would be able to
Page 93
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1 using Lucentis or another product that has a

2 four-week dosing interval.

3 BY MR. CHOI:

4 Q. Right. But sothe'681 patent itself

5 actually doesn't discuss the optionality of the

6 extended dosing, correct?

7 A. Waél, that'san economic notion. That's

8 tomeafairly clear economic reality and avalue to

9 patientsthat is derived from the availability of an
10 eight-week dosing potential.
11 Q. Andaspart of your commercial success
12 analysis, have you considered seven weeks to satisfy
13 the eight-week dosing regimen limitation?
14 A. Wadll, again, the-- asl'vejust said, it
15 isimportant to me that eight weeks or longer isthe
16 most common dosing interval. And if it weretrue
17 that it'sonly eight and everybody who's at seven or
18 six or five are only at four, | would still be able
19 to conclude that the eight-week dosing interval was a
20 driver of commercial success.

1 eight-week dosing then, right? Y ou're saying that

2 because the extended dosing is possible, more than
3 four weeks, five weeks, six weeks, eight weeks, that
4 extended dosing itself alows for the commercial

5 success of Eylea, that's correct?

6 A. No.
7 MR. CAINE: Objection, form.
8 THE WITNESS: Sorry.
9 BY MR. CHOI:
10 Q. Sowhatdoyou think isso specia about

11 the eight-week dosing of Eylea --

12 MR. CAINE: Objection to form.

13 BY MR. CHOI:

14 Q. --thatdrivessaes--that drivesits

15 commercial success?

16 A. I'mnotsurel understand the question.

17 What's so special?

18 Q. Right. Sowhy isit the key

19 distinguishing factor that the eight-week dosing

20 contributes to the Eylea's commercia success when

21 But the fact that there are people who are 21 you say that the optionality is so important?
22 at seven or six or five but longer than four are 22 MR. CAINE: Objection to form.
Page 94 Page 96
1 benefitting from the potential, that is strong 1 THE WITNESS: So I've not said that the

2 evidence that -- or the potential of an eight-week
3 dosing interval -- that's strong evidence that that
4 potentia of that eight-week dosing interval doesin
5 fact contribute to commercial success.
6 Q. Soisitaccurateto say that your opinion
7 isthe optionality of eight-week dosing contributes
8 to commercial success of Eylea?
9 A. ltisconsistent with my opinion that the
10 eight-week dosing interval, asl've said, is the most
11 common use, the most common interval and that that,
12 inand of itself, would be sufficient to reach a
13 conclusion of commercial success, that the seven or
14 long -- or shorter, between seven and four-week
15 intervals that might be occasionally observed are
16 derivative of the -- in an economic sense, are
17 derived from the eight-week dosing interval
18 potential.
19 Now, legally, that might be a different
20 question, but from an economic perspective, that is
21 what I think.

22 Q. Soyour opinion isnot specific to the
Page 95

2 optionality is so important in the sense that it is
3 more important than the eight-week dosing interval.
4 |'ve said that the eight-week dosing interval is very
5 important, and it is the most common -- most commonly
6 observed dosing interval for patientsin the
7 maintenance phase.
8 So what I've said isthat -- and of course
9 there'slots of good economic reason that | discuss
10 inthe report about why -- or in the '338 declaration
11
12 product that has less of a negative characteristic.

about why consumer demand would be higher for a

13 Thetreatment burden for this disease is very high.
14 Having less of atreatment burden suggests that there
15 would be more demand for the product.

16 So the eight-week dosing interval is

17 vitally important. It isthekey -- the fact that it

18 can be dosed at eight weeks for the majority of

19 patients and maintain the same outcomes or similar
20 outcomes, not inferior outcomes to Lucentisin the --
21 that dose, that four-week -- afour-week interval is

22 very important. And it'simportant because it
Page 97
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1 reduces the treatment burden on patients. It reduces
2 the treatment burden on their caregivers, on maybe
3 physicians offices. It's very important.
4 Going blind isarealy bad outcome and
5 being able to avoid that with aless frequent
6 injection into your eye, with aless frequent time to
7 be spent at the doctor, with less frequent imposition
8 of time and attention from caregivers or people who
9 help transport you to a physician, al of those

10 reasons are why it would be very good to have aless

11 frequent dosing.

12 So the eight-week dosing interval isthe

13 key -- the patented feature that drives that process.

14 And I've not said that the optionality is so

15 important that it is more important than the

16 eight-week dosing interval, but it is not

17 unimportant.

18 BY MR. CHOI:

19 Q. Okay. Andyou just testified that less

20 frequent dosing was important, right?

21 A. Lessfrequent dosing isimportant, yes, as

22 an economic phenomenon.
Page 98

1 THE WITNESS: Well, | don't know. |
2 haven't analyzed that because eight weeksis the
3 patented -- is part of the patented method. Sevenis
4 not. Now --
5 BY MR. CHOI:
6 Q. WhatI'mtrying to understand iswhat you
7 think isthe key feature that actually drove sales of
8 Eyleahere. Soyou had testified that Eyleais --
9 Eyleaallowsfor less frequent dosing on alonger
10 term, and I'm trying to see whether, if thereis
11 anything special tied to the eight-week extended
12 dosing as opposed to other extended dosing, for
13 example, seven, six or five weeks.
14 MR. CAINE: Objection, form.
15 THE WITNESS: Well, eight weeks is better
16 than any lower number, but eight weeksisthe
17 patented feature and that's what | evaluated.
18 BY MR. CHOI:
19 Q. Okay. Soareyou familiar witha
20 treat-and-extend dosing regimen, Dr. Manning?
21  A. It'samedicd practice. | have some

22 understanding of it, but I'm not a physician so |
Page 100

1 Q. Sowouldn'tyour anaysis bethe sameif
2 it were seven-week dosing instead of eight?
3 MR. CAINE: Objection, form.
4 THE WITNESS: The analysis would not be
5 the same, no.
6 BY MR. CHOI:
7 Q. Butseven-week isalso-- alowsfor less
8 frequent dosing, doesn't it?
9 A. Sure
10 Q. Andyou said that the reason -- the reason
11 the eight-week extended dosing was so critical to
12 Eylea'scommercia success was because it allows for
13 less frequent injection, correct?
14  A. ldid
15 Q. Soifitwereseven weeksinstead of
16 eight, how would that be different?
17 MR. CAINE: Objection.
18 BY MR. CHOI:
19 Q. Isthat oneweek going to make ahig
20 difference asto whether Eyleais a commercial
21 success?

22 MR. CAINE: Objection, form.
Page 99

don't -- | don't fully understand it.

Q. Okay. Well, do you understand the
difference between treat-and-extend dosing versus the
eight-week dosing as claimed by the '681 patent?

A.
because | might get it wrong not being a doctor. But
| understand that thereis a-- that the -- thereis
a difference between going from the secondary -- from

I would be hesitant to try and describe it

© 0 N O 0o b~ WN B

the loading doses directly to the eight weeks and
extending gradually, if that's what treat and extend
means.

PR e
N P O

Q. Okay. Sowhat isthe dosing regimen of

[Eny
w

the '681 patent in your opinion?

MR. CAINE: Objection, form.

THE WITNESS: | don't have an opinion
about it. | read it asit specifies one or more

R
N~ o o~

secondary doses on two- or four-week interval and

=
o]

then one or more doses in the tertiary or maintenance

=
©

phase on an eight-week or longer interval.

20 BY MR. CHOI:

21 Q. Okay. Sowould you consider that to be a
22 fixed dosing?
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1 A. Agan,that'samedica distinction that

2 isnot redlly criticaly important for an economic

3 analysis. | mean, | understand that, you know, you

4 might call it that, but that's a medical issue.

5 Q. Okay. Areyou familiar with theterm PRN

6 dosing?

7 A. Generdly, yes. It'sthe same caveats

8 about treat and extend. | mean, | understand what

9 the term means and -- but exactly -- | wouldn't want
10 to take a quiz on what qualified as one or the other.

11 Q. Okay.

12 (Exhibit No. 2250 was identified for
13 the record.)

14 BY MR. CHOI:

15 Q. I'mgoing to introduce an exhibit marked

16 2250. Dr. Manning, have you seen this document?
17  A. I'veseen many similar documentsif not

18 thisonein particular. | couldn't tell you that

19 I've seen this one specifically.

20 Q. Doyou reference this document in your

21 '338 patent declaration?

22 A. | would haveto check. | know | reference
Page 102

1 and treat only if thereis activity, right?

2 A. Thatisthenumber.

3 Q. Okay. And 77.9 percent uses

4 treat-and-extend treatment strategy for wet AMD, is

5 that right?

6 A. Thatiswhat the bar says, yes.

7 Q. Sodoany of these treatment strategies

8 fall within the scope of the '681 patent extended

9 dosing regimen?
10 A. |don'tknow.
11 Q. Youdon't know, right?
12 A. |don't know what is meant specifically by
13 treat and extend or -- and | don't see a description
14 that matches my understanding of the patented dosing
15 regimen as one of the choices. So | don't know what
16 the doctors would have thought.
17 Q. Sohasedonthisdataor any datarelied
18 upon in your declaration, you don't know whether
19 treat and extend or monthly treatment fall within the
20 scope of the '681 patent dosing regimen?
21 MR. CAINE: Objection, form.

22 THE WITNESS: WEéll, in the maintenance
Page 104

1 other similar ASRS studies, so | wouldn't be

2 surprised if | do.

3 Q. Okay. Let'stakealook at page 17 of 90

4 of Exhibit 2250. Areyou there?

5 A. Isthat page 17 of 90, the one that has

6 number 7 on the --

7 Q. Yes, that's correct.

8 A. Okay.

9 Q. Doyou seethat this dlide showsthe
10 treatment strategy employed by -- treatment
11 strategiesfor wet AMD employed by physicians, right?
12
13 best describes your treatment strategy regarding

A. The question appears to be which statement

14 anti-VEGF therapy for neurovascular AMD.

15 Q. Allright. And 2 percent of U.S. all use
16 of -- strike that.

17
18 you'll seethat 2 percent of U.S. physicians or

19 2 percent of AMD treatment in the U.S. follow, see,
20 and treat patients monthly, right?

21 A. That'swhat it says.

22 Q. And 16.4 percent is see patients monthly
Page 103

Soif you take alook at the graphs,

1 phase, the patented dosing regimen calls for an
2 eight-week or longer interval.
3 BY MR. CHOI:
4 Q. Okay.
5 A. Sothat would mean that somebody following
6 that treatment schedule would not choose to see
7 patients and treat them monthly, at least -- again,
8 I'm not adoctor and | don't know how the doctor
9 would evaluate these various choices but | don't know
10 that this question allows the doctors who are
11 responding to the survey to discriminate their
12 practice based on, you know, if -- if the doctor were
13 using the patented treatment interval, he or she
14 might choose treat and extend because it might
15 describe to them something that looks like the
16 patented treatment interval. | just don't know.
17 Q. Soyoudid not do analysis of whether
18 treat and extend or other dosing regimen as listed
19 here would fall under the '681 patent, right?
20 A. Waédl, asyou're asking me here, | don't
21 seethe patented dosing regimen as reflected in any

22 of these responses and so | couldn't have done that
Page 105
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1 andlysis. 1 weeks.

2 Q. Orany other dataor -- strike that. 2 Q. Okay. Anddidyou subtract these Eylea
3 Do you have any data that show what 3 sales associated with wet AMD from your commercial
4 proportion of treat and extend and other dosing 4 success analysis?
5 regimen follow the extended dosing regimen of the 5 A. Wadll, I don't seethat there are sales
6 '681 patent? 6 broken out by product, so | don't see that there's
7 A. Therearedatainthe ATU surveysthat | 7 any opportunity to subtract the Eylea sales of
8 reference in my report that shows that the most 8 whatever percent they are. And | also -- asl've
9 common maintenance phase interval is eight weeks. 9 said before, | do not do an apportionment and so it
10 And that'sthe -- or eight weeks or longer. And that 10 isnot necessary or appropriate to subtract those out
11 iswhat | rely upon. 11 for acommercial success anaysis.
12 Q. Butyoudon' discount other dosing 12 Q. I'mgoing tointroduce Exhibit 2138.
13 regimen from your commercial success analysis, right? 13 (Exhibit No. 2138 was identified for
14  A. What do you mean, discount? 14 therecord.)
15 Q. Dosing regimen practiced by physicians 15 BY MR. CHOI:
16 that do not fall under the scope of the '681 patent. 16 Q. Let'stakealook at page 15 of 53.
17  A. That don't follow the -- 17 Dr. Manning, you recognize this document, do you?
18 Q. Correct. 18 A. I'veseen many -- just many that are
19 MR. CAINE: Objection, form. 19 similar to this. This specific one, I'm not certain.
20 THEWITNESS: Asl'vesaid, | don't do an 20 | would have to verify that it's the same one that
21 apportionment analysis. | don't try and assess how 21 I'veseen.
22 many doctors do or do not the -- follow that 22 Q. Andthegraph ontheleft, the diagram, it
Page 106 Page 108
1 treatment schedule because it's not necessary and not | 1 breaks down eye treatment based on dosing schedule.
2 appropriate for acommercial success analysis. 2 Do you see that?
3 BY MR. CHOI: 3 A. ldo
4 Q. Sohereatleast -- you have at least 4 Q. Anddoyou seethat 28 percent of Eylea
5 tedtified that 2 percent of U.S. sales-- of U.S. -- 5 follows monthly dosing level, right?
6 2 percent of treatment strategy for wet AMD is 6 A. Itsaysmonthly followed by fixed
7 attributable to monthly dosing, right? 7 interval.
8 MR. CAINE: Objection, form. 8 Q. Andsowhatdoyou -- by looking at this
9 THE WITNESS: | haven't testified to that, 9 data, could you figure out what percentage of Eylea
10 no. | mean -- 10 is associated with extended eight-week dosing?
11 BY MR. CHOI: 11  A. Waell, what | have said is that, you know,
12 Q. Waell, you seethat see, treat and patients 12 the 43 percent that is reflected in every eight weeks
13 monthly, that's 2 percent, right? 13 plusisan indication that the eight-week dosing
14  A. | seethat that isthe number on this 14 interva or the patented dosing regime or eight weeks
15 dlide, yes. 15 or longer dosing is a very important driver of demand
16 Q. Andmonthly doesn't mean extended dosing, | 16 and that thisis evidence of that importance.
17 right? 17 Q. Didyou say 41 percent?
18 A. Waell, it doesn't mean more than four. 18 A. 43
19 Q. Right. Sowhat I'm sayingis monthly 19 Q. Wheredidyou get the 43?
20 doesn't mean the -- doesn't correspond to the 20 A. Ontheright-hand panel here where it
21 eight-week extended dosing of the '681 patent, right? | 21 shows the frequency percent of eyes on fixed dosing
22 A. That'scorrect. Monthly isnot eight 22 interval dose at various points in time and the 43
Page 107 Page 109
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1 percent is Eyled's number for every eight weeks

2 plus-- every eight-plus weeks.

3 Q. Sodoesthat indicate that 57 percent of

4 Eyleadosing is associated with dosing regimen not

5 claimed by the '681 patent?

6 A. Wael, it saysthat 43 percent of the

7 patients are dosed on an eight-week or longer

8 interval. And as| said before, you know, there

9 are-- it's not requisite that every needs to be done
10 according to the patent. It's not requisite that
11 even necessarily the majority be done according to
12 the patent, but alarge share is done according to
13 the patent. And that combined with the optionality
14 argument that | made beforeis pretty good evidence
15 that this eight-week dosing interval is a driver of
16 success.
17 Q. Butyou agreethat 47 percent of Eylea
18 sales-- well, strike that.
19 So you agree that this graph shows 47
20 percent of Eylea salesfollow the every eight week
21 plusdosing. And that means that the other 57

1 Q. Didyou subtract out the 57 percent that

2 do not follow the eight-week extended dosing?

3 A. Ildidnot.

4 Q. Soisityouropinionthat 73 -- | mean,

5 43 percent of Eylea sales associated with the

6 extended dosing of the '681 patent is sufficient to

7 show commercial success of Eylea?

8 A. Asl statedin my declaration, itis

9 sufficient. The fact that it isthe most common
10 dosing interval, that thereis solid economic basis
11 for concluding that aless frequent dosing, alower
12 burden of care would be associated with greater
13 utilization, that those things come together to
14 demonstrate that it isthis characterigtic, it isthe
15 patented features that are driving demand for the
16 product and therefore contribute to its commercial
17 success.
18 Q. But57 percent do not follow the
19 eight-week dosing regimen, right? So how isit that
20 the eight-week or plus week -- eight-week or more
21 dosing interval isamajority? It's not.

22 percent do not follow the extended dosing, right? 22 A. ldidntsayitwas.
Page 110 Page 112
1 MR. CAINE: Objection, form. 1 Q. Wiaél, you said the most common dosing
2 THE WITNESS: So just to be careful, you 2 interval, right?

3 said 47 percent?
4 BY MR. CHOI:
5 Q. I'msorry, 43 percent.
6 A. Agan, | would stand by what | answered --
7 how | answered the question before. The commercial
8 success analysis asks the question, is the patented
9 feature, which includes the eight-week dosing
10 interval, important -- an important driver of the
11 demand for the product or the commercial success of
12 the product.
13 And the fact that 43 percent, the most
14 common dosing interval of al here, is eight weeks or
15 longer, is consistent with the patented dosing regime
16 and so that is sufficient to be able to conclude that
17 that isadriver of success. It doesn't matter that,
18 you know, 19 percent are dosed at six or seven weeks
19 or that, you know, 7 percent are dosed at five weeks.
20 Those are fine, but they're not determinative of
21 whether or not the patented features are driving

22 commercia success.
Page 111

3 A ldd
4 Q. Soitisnotthemost common dosing
5 interval, right?
6 A. Itis Itismorecommon than six to
7 seven. It ismore common than five. Itismore
8 common than monthly. It is more common than other
9 fixed interval.
10 Q. Understood. But what we should compareis
11 before -- or dosing regimen less than eight weeks
12 interva all combined versus dosing interval on
13 eight-week or more, right? So if you compare that,
14 it's actually not the most common.
15 A. |don't agreewith that.
16 MR. CAINE: Objection to form.
17 BY MR. CHOI:

18 Q. Pardon?

19 MR. CAINE: | made an objection to form.
20 MR. CHOI: Oh, sorry.

21 MR. CAINE: Heanswered the question.
22 THE WITNESS: | said | don't agree with

Page 113
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1 that. 1 under the '681 extended dosing regimen, correct?

2 BY MR. CHOI: 2 MR. CAINE: Objection, form.
3 Q. Butdoyou agreethat 57 percent of Eylea 3 THE WITNESS: I'd go back again to this
4 sales are made -- are not associated with the 4 question -- the answer |'ve given already.
5 eight-week dosing, correct? 5 BY MR. CHOI:
6 MR. CAINE: Objection, form. 6 Q. Understood.
7 THE WITNESS: | would go back to the 7 A. ldontbelieveitis necessary to
8 answer I've given aready, that it is very important 8 apportion the sales by dosing frequency, noting that
9 that eight weeks is the most common of the dosing 9 43 percent and larger is a substantial share and,
10 intervals considered there. It is43 percent in this 10 even if you had to simply consider that, would be big
11 chart. Itissizable. 43 percent of Eyleasales 11 enough to demonstrate commercial success. But |
12 would still be avery large number. 12 think there's an important option consideration from
13 The fact that there are some patients who 13 an economic perspective that your supposition
14 cannot make it to eight weeks or whose condition does 14 ignores.
15 not allow eight-week dosing, | think there's -- you 15 Q. Waell, so my question wasn't whether 43
16 know, from an economic perspective -- and that might 16 percent was substantial or not. My question was, as
17 be different from the legal perspective -- but from 17 reflected in this slide, 57 percent of Eylea sales or
18 the economic perspective, that option value of being 18 Eyleasales are associated with dosing regimen that
19 ableto get beyond four towards eight is very 19 do not fall under the '681 patent, correct?
20 valuable. And so from an economic perspective, | 20 MR. CAINE: Objection, form.
21 think that is relevant. 21 THE WITNESS: | guessI'd be alittle
22 But even setting that aside, the fact that 22 hesitant to draw that legal conclusion. | can tell
Page 114 Page 116
1 43 percent of the patients are dosed on an eight-week | 1 you that from an economist's perspective, 43 is
2 interval is-- and that that is far more than our 2 bigger than 19 is bigger than 15, islessthan 57
3 dose on that interval for the other productsisa 3 obviously. Butitisan important number that is

4 factor that, in my opinion, drives the success of the 4 sufficient to lead me to the conclusion that
5 product, isakey element of the dosing schedulethat | 5 commercial successistied toit.

6 leads to the commercia success of the product. 6 BY MR. CHOI:

7 BY MR. CHOI: 7 Q. Right. Somy question wasn't whether it

8 Q. Okay. Soyou will agree with methat the 8 was asubstantial driver of commercial success or

9 eight-week dosing asreflected hereisnot amajority | 9 not. Isthe eight-week dosing regimen the mgjority
10 of Eyleasales, right? 10 according to thisdlide? No, correct?
11 MR. CAINE: Objection, form. 11 MR. CAINE: Objection, form.
12 THE WITNESS: Again, this measures dosing, 12 THE WITNESS: Isthe mgjority in this
13 not sales. But | agreethat 57 islarger than 43, if 13 sample? Itisnot. There are other didesthat we
14 that'sthe question, but that is not the relevant 14 could look at whereit would be, whereif you looked
15 measure, relevant comparison from an economic 15 at eight weeks or longer, there would be more than 50
16 perspective. It's not relevant for the commercial 16 percent.
17 success analysis. 17 BY MR. CHOI:
18 BY MR. CHOI: 18 Q. Couldyou point meto any slidesthat show

19 Q. Sowouldyou agreethat 57 percent being 19 that?
20 the majority of dosing regimen used by physiciansin|20  A. Yeah, | could. It might take me sometime
21 administering Eylea, the majority of Eylea sales 21 to get there. Do you happen to have Exhibit 2176 |

22 associated with these dosing regimens do not fall 22 think might be the number?
Page 115 Page 117
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1 Q. Actually, I donot. 1 MR. CAINE: Objection, form.
2 A. Andagain,it'sbeenalongtimesincel 2 THE WITNESS: Yeah, | believe that
3 wrotethisand | might -- 3 misstateswhat | had said and, you know, | would like
4 Q. Weél, let'sjust move on, actualy. 4 to differentiate between my testimony and what you
5 MR. CAINE: If you're going to do that, 5 seeonthischart. Thefact that what | testified to
6 why don't we take a break. 6 isthat the 43 percent on the eight-week dosing
7 THE VIDEOGRAPHER: Thetimeis11:50 am. 7 interval or eight-week-plus dosing interval isan
8 Eastern. We're now off the record. 8 important number and it is true that the numbersto
9 (Whereupon, at 11:50 a.m., the deposition 9 theleft of that add up to less than, but it wouldn't
10 in the above-entitled matter was recessed, to 10 be 43 -- 57 because thereis 1 percent on the other
11 reconvene at 12:45 p.m., this same day.) 11 fixed dosing interval to theright, so it would be
12 12 56.
13 13 But | don't dispute the fact that if you
14 14 add those numbers up, you get a number that's larger
15 15 than 43, but | do not believe that isacritically
16 16 important fact.
17 17 BY MR. CHOI:
18 18 Q. Waell, that wasn't the question. | was
19 19 asking, just based on this chart alone, whether -- |
20 20 mean, this chart shows that 43 percent of Eylea
21 21 follows-- Eylea salesfollow the eight-week extended
22 22 dosing, and logic dictates that the other 57 percent
Page 118 Page 120
1 AFTERNOON SESSION 1 did not follow it, is that right?
2 (12:45 p.m.) 2 MR. CAINE: Objection, form.
3 EXAMINATION BY COUNSEL FOR PETITIONER (RESUMED) 3 THE WITNESS: Asl'vesaid, | don't
4 THE VIDEOGRAPHER: Thisis the beginning 4 dispute the fact that eight-plus weeks is 43 percent
5 of media unit number 3 in the video recorded 5 and one minus -- 100 minus 43 is 57, sure.
6 deposition of Mr. Richard Manning. Thetimeis 6 BY MR. CHOI:
7 12:45 p.m. Eastern. We are now back on the record. 7 Q Okay.
8 Counsel, you may proceed. 8 A. Butagain, that's not, to me, ahighly
9 BY MR. CHOI: 9 important fact.
10 Q. Welcome back, Dr. Manning. 10 Q. Waéll, that wasn't -- | wasn't asking
11 A. Thankyou. 11 whether it's an important fact, whether it's
12 Q. Sobeforethe break, we were discussing 12 57 percent are not practiced by the Eylea sales or
13 Exhibit 2138 13 not. My question was, 57 percent do not practice the
14 A. Sorry. | don't know that | havethe 14 eight-week extended dosing, yes or no?
15 number, 15 MR. CAINE: Objection, form.
16 MR. CAINE: Thereitis. 16 THE WITNESS: | would agree that something
17 THE WITNESS: Okay. 17 other than eight-plus weeks is the sum of the other
18 BY MR. CHOI: 18 intervalsthat are represented on that chart.
19 Q. Andif you could turn to page 15 of that 19 BY MR. CHOI:
20 exhibit. Earlier you had testified that 57 percent 20 Q. Andthat's43 percent, correct?
21 of Eyleasalesare not associated with the claimed 21 A. Eight-pl us weeksis 43 percent.
22 dosing regimen of the '681 patent, correct? 22 Q. Andtheremainder is 57 percent, correct?
Page 119 Page 121
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1 A Yes 1 A. ldo. Ido.
2 Q. Okay. And did you subtract out those 2 Q. Didyouanayze or provide analysis of
3 57 percent from the commercial success analysis of 3 whether this patent covers the Eylea product?
4 Eylea? 4 A. ldidnot.
5 MR. CAINE: Objection, form. 5 Q. Didyou provide an analysis as to whether
6 THE WITNESS: Well, did | subtract it out 6 the protection afforded by this patent precluded
7 from the commercial success analysis? Can you be 7 other competitors from entering the market?
8 more precise than that? 8 A. ldidnt. I don'tknow what that patent
9 BY MR. CHOI: 9 covers.
10 Q. Sowhen you were determining -- when you 10 Q. Doyou know whether anyone was ableto
11 were analyzing commercial success of Eylea, you took 11 commercialize adrug or commercialize Aflibercept
12 into account the sales data of Eylea, correct? 12 without infringing upon Regeneron's patents?
13 A. Theutilization data, the dollar sales, 13  A. | haveheard the existence of other
14 profitability, avariety of factors, yes. 14 patents that have been filed for Aflibercept. |
15 Q. Somy questionis, this-- my question is, 15 don't know the details about them or Aflibercept
16 the 57 percent of Eylea sales do not practice the 16 being put forth by other parties. | don't remember
17 claimed dosing -- extended dosing regimen. So did 17 thedetails but | don't know enough to speak
18 you subtract out those sales that do not practice the 18 authoritatively about it.
19 claimed dosing regimen? 19 Q. Soaspartof your commercial success
20 A. Soasl'vesad before, | did not subtract 20 analysis, you didn't evaluate the impact of any
21 out anything. | do not believe that that's an 21 earlier patent protections that Regeneron obtained
22 appropriate thing to do in acommercial success 22 for Eylea, correct?
Page 122 Page 124
1 anaysis. 1 A. That'scorrect. My assignment was related
2 Q. Okay. Soif you could go back to 2 to these products and -- these patents | mean, and |
3 Exhibit 2185. | had introduced that exhibit earlier 3 guessif you're suggesting that there were other
4 today. It'sthe Eylealabel and thisreflected that 4 patents that would have precluded a competitor, |
5 thiswas revised in November of 2011. Do you see 5 would like to know more about the question. | guess
6 that? 6 | don't understand quite the question.
7 A. ldo. 7 Q. Widl, I'mjust -- my question is whether
8 Q. Ifyoutakealook at the last page, 8 your analysis included consideration of other patents
9 page 15. Areyou there? 9 that Regeneron holds. Did it?
10 A. lam. 10 MR. CAINE: Objection, form.
11 Q. Doyou seethat there are patents listed 11 THE WITNESS: Aside from the three patents
12 here on the last page? 12 that have been treated in the IPRs and the district
13 A. ldo. 13 court litigation that I've been involved in, | have
14 Q. Doyou have any opinion asto whether 14 not evaluated any other patents. | have heard
15 these patents cover Eylea? 15 claims, I've been asked questions about whether or
16 A. | haven't evaluated any of them that | 16 not | thought other patents blocked innovation. My
17 recognize. On the other hand, they're listed hereas | 17 responseto that, as | thought about that, has
18 Regeneron U.S. patents, so | presume they have some 18 generally been | don't seethat -- I've never seen a
19 relationship but | don't know what they cover. | 19 patent, I've never seen an argument that was
20 have not evauated them. 20 compelling to me to indicate that there was
21 Q. Doyou seethat thereisa patent with the 21 meaningful foreclosure of potential innovation by
22 number 7,070,959? Do you see that listed there? 22 others.
Page 123 Page 125
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1
2 without very much revenue stream in the early days of

| note that Regeneron was a company

3 Eyleds development and that | would not be

4 surprised -- infact, | wouldn't -- in fact, |

5 understand there were some partnerships formed with

6 other companies to help in the development of the

7 product, and so | sense that -- my understanding is

8 that there would have been an eagerness for them to

9 engage other partiesin codevelopment or developing
10 the product as acommercial product.
11
12 think that, again, not having evaluated those patents

So | guess that understanding makes me

13 in particular, I've not seen a patent that | believe

14 would have prevented some other party from partnering
15 with Regeneron in developing the product.

16 BY MR. CHOI:

17 Q. So, but you haven't analyzed any patents,
18 right?

19 MR. CAINE: Objection, form.

20 THE WITNESS: Well, again, | -- to be

21 clear again that analyzing patents as alegal

22 expert -- legal exerciseisnot what | do. I'm not a
Page 126

1 A. ldo

2 Q. Didyou evauate any regulatory

3 exclusivity in relation to Eylea?

4 MR. CAINE: Objection, form.

5 THE WITNESS: What do you mean, did |

6 evaluateit?

7 BY MR. CHOI:

8 Q. Sowhatisyour understanding of

9 regulatory exclusivity?
10 A. Forabiologic, thefirst -- the reference
11 product, the first product approved for -- under a
12 BLA isgranted 12 years of data exclusivity from the
13 time of approval, which means that the FDA cannot
14 approve another product that refers to the same data,
15 that refers to the same clinical evidence that the
16 referenced products does for 12 years after -- until
17 thefirst product has been on the market for 12
18 years. That's approximately -- well, that's my
19 understanding of the data exclusivity for biologics.
20 It'sdifferent for drugs, for small molecule drugs.
21 Thereisadistinction between small molecules and

22 large molecules or drugs and biologics.
Page 128

1 lawyer. But analyzing the economic effect of various
2 patents, I've not been asked to analyze the economic
3 effects of any patents, at least as | recall, any of

4 the patents on thislist.

5 BY MR. CHOI:

6 Q. Orany other patents not listed in this

7 label?

8 A. That'smy--
9 MR. CAINE: Objection to form.
10 THE WITNESS: That's my recollection, yes.

11 Theonly patentsthat | recall -- unlessI'm

12 forgetting something, the only patentsthat | recall
13 analyzing or reviewing from an economic perspective
14 are the three that have been discussed here.

15 BY MR. CHOI:

16 Q. Soyouonly considered the three patents

17 that you've had referenced today, '338, '601 and

18 '681, correct?

19 A. That'smy recollection, yes.

20 Q. Okay. Dr. Manning, do you understand that
21 onceadrug is approved, thereis regulatory

22 exclusivity that's associated with it?
Page 127

1 Q. Sodidyou consider regulatory exclusivity
2 aspart of your commercia success analysis?

3
4
5 not able to enter the market because there was

A. What do you mean, consider?
Q. Didyou consider whether competitors were

6 regulatory exclusivity, as you say, with Eylea?
7
8 just described, abiosimilar could not during the

A. Weéll, werenot ableto? Clearly, asl've

9 period of data exclusivity because that was a
10 congressional choice to protect the incentives for
11 innovation. And without that incentive, there would
12 be, you know, based on economic theory and based on
13 evidence, much less innovation and so Congress
14 provided for a period of data exclusivity for the
15 first innovative product of itstype. So that -- you
16 know, that'sjust afact. That's not something to be
17 considered. It'safact.
18
19 partnering with Regeneron? | wouldn't think so. |

Now, did that preclude someone from

20 mean, if someone had something to offer that was
21 valuable, | would imagine Regeneron would have

22 decided whether it was worth doing or not.
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1 Q. Somy question realy isn't about

2 partnership with Regeneron. It's about whether

3 regulatory exclusivity associated with Eylea

4 precluded or discouraged other competitors from

5 entering the market with abiosimilar or a product

6 that has -- products similar to Eylea

7 A. Wadl, that clearly didn't preclude the

8 entry of other products similar to Eyles, at least as

9 | understand it. Beovu came on the market and there
10 are other products that use different molecules that
11 come onto the market, so it clearly didn't preclude
12 that kind of competition.

13 Q. How about specific to Eylea?
14 MR. CAINE: Objection, form.
15 THE WITNESS: WEell, what do you mean

16 specific to Eylea?
17 BY MR. CHOI:

18 Q. Other competitors --
19 A. Soacopy of Eylea?
20 Q. Yeah. A copy or the Eyleamolecule

21 itself. Were there -- did you consider whether

22 regulatory exclusivity precluded other competitors
Page 130

1 it to berelevant to your commercial success
2 analysis, right?
3 A. | donotconsider it to be relevant to the
4 commercial success analysis.
5 Q. Sothereforeyou did not consider the
6 regulatory exclusivity aspect or economic aspect as
7 relevant to the commercial success of Eyles, right?
8 A. |don'tagreewiththat. | believeitis
9 not relevant. | mean, | considered it and decided it
10 was not relevant.
11 Q. Okay. Sojustto be clear, so you do not
12 think that regulatory exclusivity isrelevant to the
13 commercial success analysis of Eylea, correct?
14  A. Wadl, | believe that regulatory
15 exclusivity isafact and is a congressionally and
16 FDA administered reality of the pharmaceutical
17 industry marketplace. Eyleahasaregulatory
18 exclusivity period based on the law, based on the
19 regulations. So that isafact.
20 Does it mean that the patented features
21 arenot relevant to determining commercial success?

22 It doesnot. Clearly if the patented features were
Page 132

1 from being able to enter the market with the same
2 molecule as Eylea?
3 A. Wadll, asl said, | understand that that is
4 the case, that the FDA will not -- isnot able to
5 approve abiosimilar during the 12 years of data
6 exclusivity. That isthelaw, that's the regulation,
7 that's-- that isafact and so I'm aware of it, |
8 considered it. | realize that that is the truth.
9 Q. Sowhereinyour report did you consider
10 theregulatory exclusivity of Eylea?
11  A. Itwasnot relevant to my analysis of
12 commercia success so | didn't explicitly state it
13 becauseit'safact that | understand and is simply
14 sort of orthogonal to the question of commercial
15 success.
16 Q. Didn'tyou just say you considered whether
17 regulatory exclusivity -- or you considered that it
18 was afact that regulatory exclusivity existed,
19 right?
20  A. Yes I'mawareof that and | have been
21 aware of that.

22 Q. Andyetyou said that you didn't consider
Page 131

1 not valuable, it wouldn't matter whether there were
2 regulatory exclusivity or not.
3 So the fact -- the underlying fact is that
4 the patented features drive demand for this product.
5 And thefact that it has regulatory exclusivity is
6 different, is -- does not stand, does not explain to
7 the exclusion of the patented features the product's
8 commercial success.
9 Q. Agan, my question is, was regulatory
10 exclusivity associated with Eyleataken into account
11 when you were analyzing the commercial success of
12 Eylea?
13 A. Andmy answerisitwas, asl just
14 described.
15 Q. Yousaditwasafact. Youdidn't say it
16 was relevant, correct?
17 A. Wél, | saiditwasafact, that it did
18 not stand -- that it does not supplant or take the
19 place of the patented features as an explanation for
20 commercial success. Asl said, if the patented
21 features were not important, regulatory exclusivity

22 wouldn't matter. If the product didn't work, it
Page 133
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1 wouldn't matter whether it had regulatory exclusivity
2 or not. If the product didn't provide value, it
3 wouldn't matter whether it had regulatory exclusivity
4 or not. So that's the sense in which it does not
5 matter.
6 Q. Soregulatory exclusivity does not matter
7 inrelation to the commercia success of Eylea,
8 right? Soisyour opinion that the extended dosing
9 of Eyleaisrelevant to the commercia success of
10 Eyleaand that the exclusion -- the regulatory
11 exclusivity does not have anything to do with the
12 commercial success of Eylea, isthat right?
13 MR. CAINE: Objection, form.
14 THE WITNESS: So my task was to evaluate
15 the patented features, the patented dosing regimen,
16 and to opine about whether that patented dosing
17 regimen has a nexus with commercial success. Now,
18 that iswhat | did and that is what the conclusions
19 of my declarations say.
20 And the fact that there is regulatory
21 exclusivity, asl've said, it isnot -- in and of

22 itself, it does not stand in the place of, it does
Page 134

1 from competition or not because if it doesn't give
2 somebody something, nobody will buy it or very few
3 peoplewill buy it. And so that's the sensein which
4 thetwo are different and important to draw the
5 distinction between the two.
6 BY MR. CHOI:
7 Q. Soyoudid not consider exclusion
8 criteria-- | mean, strike that.
9 Y ou did not consider regulatory
10 exclusivity as arelevant factor to the commercial
11 success or nexus of Eyleato the '681 patent,
12 correct?
13 MR. CAINE: Objection, form.
14 THE WITNESS: Y ou know, | don't believel
15 can say it more clearly than | just did.
16 BY MR. CHOI:
17 Q. It'sayesor no question, | mean.
18 A. Andtheanswer is more complicated than a
19 yesor no question or answer could give.
20 Q. Okay. Specificaly whereinyour
21 declaration can you point me to that shows that you

22 considered the regulatory exclusivity of Eylea?
Page 136

not supplant the patented features as an explanation
for commercial success. So that's the sensein which
itisnot relevant.

| mean, it'safact and so clearly, you
know, it was put in place in order to incentivize
innovation and it has that effect. If -- you know,
in the small molecule space, if ageneric drug could
come on the market the day after the innovator does,

© 0 N O O b~ WN B

there would be far fewer innovative drugs devel oped.
10 If the same thing happened in the biol ogics space,

11 there would be far fewer innovative biologics

12 developed.

13 So clearly that incentive for innovation

14 isimportant and necessary to incentivize the

15 investments that are required to bring new products
16 to market. But only new products come to market that
17 provide value to people and to patients and to

18 doctors and to the healthcare system are rewarded

19 with revenues.

20 If aproduct comes that doesn't provide

21 value, it doesn't matter how long it has exclusivity

22 or not. It doesn't matter whether it's protected
Page 135

1 A. |don'tbelieveit'sthere, but I'd have

2 to go back and verify. But as| said, | considered

3 it. Itisafact that applies broadly across the

4 pharmaceutical landscape and it, in and of itself, is

5 not more important than the patented featuresin

6 the -- among the claimed -- claims of the patent.

7 Q. Sothen didyou consider the effect of

8 regulatory exclusivity on the commercial success of

9 Eylea? In other words, because there was regulatory
10 exclusivity associated with Eylea, isn't it possible
11 that Eyleawas able to gain more popularity and
12 achieve higher commercial success?
13  A. No. | think the key -- and it'simportant
14 as an economist to identify -- to, A, hold everything
15 else the same and then to identify what the key
16 driversare. Asl said before, if thiswas a product
17 that didn't provide any additional value, then having
18 regulatory exclusivity would not have been helpful.
19 | mean, if | have a product that nobody
20 wantsto use, it doesn't matter whether or not it has
21 regulatory exclusivity. So regulatory exclusivity in

22 and of itself does not provide the value. Regulatory
Page 137
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1 exclusivity isafact, asl've said. But the value
2 derives from the patented feature that people want to
3 use or that drives the desire to use the product.
4 Q. Sowouldn't you agree that regulatory
5 exclusivity precludes other competitors from entering
6 the market with the same drug, Eylea?
7 A. Wadl, asl said, that'safact. | do
8 agreethat if you have aproduct like Eyleaor like
9 any other covered product under the FDA regulations
10 and under the law, if the FDA is precluded from
11 approving acopy, yep, that'strue. And that islong
12 established law and regulatory process.
13 Q. Soyoudidn't consider what effect that
14 would have on commercial success of Eylea, right?
15 A. Yes | did.
16 MR. CAINE: Objection, form.
17 BY MR. CHOI:
18 Q. Wadll, canyou point to me a paragraph or
19 analysis section of your '338 or '681 declarations
20 that show that, that show your analysis of the
21 exclusion -- | mean, regulatory exclusivity as being

22 relevant to commercial success of Eyleaor asa
Page 138

commercial success."

A. | don't disagree with that.

Q. Butthat'still -- you said it was not
important.

A lt--

Q. | mean, compared to relatively speaking,
compared to the extended dosing, was it important to
consider the regulatory exclusivity?

© 0 N O O b~ WON B

A. The patented features are far more

=
o

important as a driver of success than is regulatory

[
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exclusivity. Regulatory exclusivity, as I've said,

[y
N

aways existsfor anew product. If the product is

[y
w

not worth buying, people won't buy it. So regulatory

=
N

exclusivity does not -- does not cause success. It

=
&

is not the cause of your product's success. The
patent -- the features of the product are the cause

B
N o

of the success.

Now, the regulatory exclusivity protects a
product from competition, but only a product that has
value needs or would benefit from the protection from

N N P
R O ©

that competition. So aproduct that doesn't provide

N
N

any value, regulatory exclusivity wouldn't help it.
Page 140

1 factor to commercial success of Eylea?
2 A. No. Asl'vesad, | evauated it. |
3 decided it was not important. It was not hecessary
4 to describe because it isnot in and of itself a
5 driver of commercial success.
6 Q. Soyoudidn't think it wasimportant,
7 correct? You didn't think it wasimportant to
8 consider the regulatory exclusivity of Eyleawhen you
9 were anayzing the commercial success of Eylea,
10 correct?
11 MR. CAINE: Objection, form.
12 THE WITNESS: No, that's not correct.
13 BY MR. CHOI:
14 Q. Waell,isn't that what you just said? You
15 said, "No. Asl'vesaid, | evaluated it. | decided
16 it was not important." That's your words just now.
17 MR. CAINE: That's not the entirety of his
18 answer. If you want to just read back his answer, go
19 ahead and read back his answer.
20 BY MR. CHOI:
21 Q. "ltwasnot necessary to describe it
22 becauseitisnot in and of itself adriver of

Page 139

1 So that's the sense in which the
2 regulatory exclusivity per seis not a contributor in
3 and of itself to the commercial success. The
4 commercial success derives from the qualities, the
5 patented features of the product itself. The
6 regulatory exclusivity doesn't drive that. It's, in
7 some sense, pardlel toit.
8 Q. Soisityour opinion that then regulatory
9 exclusivity does not have any effect on sales of
10 Eylea?
11  A. Asl havetriedto explain, the product
12 sadlesaredriven by the qualities of the product that
13 causeit to be used by physicians and want to be used
14 by patients. Now, the regulatory exclusivity isa
15 parallel fact that, but for the product's qualities,
16 would not matter. So -- and that's what maybe we're
17 not understanding each other, isthat | do not think
18 it is not economically relevant, but it is not
19 relevant in the sense that, well, does this explain
20 the commercial success? Because the commercial
21 success critically derives from or depends upon the

22 product having some value to contribute to patients.
Page 141
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1 If this product did nothing for people, even if it

2 had regulatory exclusivity, it would be not helpful.
3 And so that's the sense in which

4 regulatory exclusivity being there, alwaysthere, is
5 not relevant to the question of the commercial

6 success of the product.

7 Q. Soisityour opinion that regulatory

8 exclusivity isnot as an important factor asthe

9 extended dosing of Eylea, isthat right?
10 MR. CAINE: Objection, form.
11 THE WITNESS: Yesh, it's not asimportant.

12 BY MR. CHOI:

13 Q. Okay. Anddo you understand that the '681
14 patent covers Eylea molecule, or aflibercept

15 molecule?

16 MR. CAINE: Objection, form.

17 THE WITNESS: Y ou know, | am not the
18 technical expert to tell you exactly what the details
19 of the coverage are with respect to the molecule. |
20 do understand from an economic perspective that it
21 coversthe product that is sold as Eylea, so that's

22 what | understand.
Page 142

1 regulatory exclusivity preventing others from
2 marketing aflibercept with a different dosing
3 regimen, right, as different than the '681 patent?
4  A. Sorry,justto restate so I'm clear, did |
5 analyze the ability of a competitor to, you know, put
6 forth a product that uses the same information asis
7 the basisfor the approval of Eyleabut with a
8 different dosing regimen than is covered in the
9 patent?
10 Q. No, but I'm specifically asking about
11 Eylea
12 A. Okay.
13 Q. Sohaveyou considered whether regulatory
14 exclusivity would have prevented competitors from
15 entering the market with Eyleawith a different
16 dosing regimen than the '681 patent?
17  A. | haven't specifically considered that.
18 But just to be clear, I'm not sure | understand the
19 question still. But suppose -- let me give you back
20 ahypothetical. | mean, suppose someone wanted to
21 sell Eyleawith a 10-week dosing interval or, | don't

22 know, maybe that's covered by the patent, so a
Page 144

1 BY MR. CHOI:
2 Q. Soyou agreethat the product coversthe
3 molecule and the patent covers the molecule, right?
4  A. Again, | -- youknow, if there are
5 technicalities about what the moleculeis called or
6 named, and | wouldn't want to delve into the
7 economics or, sorry, the law or the technical
8 chemistry of that. What | understand and what my
9 analysisis based on is an understanding that the
10 product that is sold as Eyleaiswhat is covered by
11 the patent.
12 Q. Okay. Andyou didn't analyze the extent
13 to which marketing exclusivity or regulatory
14 exclusivity by Regeneron prevented others from
15 marketing aflibercept with different dosing regimen,
16 right?
17 MR. CAINE: Objection, form.
18 THE WITNESS: I'm not sure | understand
19 the question.
20 BY MR. CHOI:
21 Q. Letmerephrase. Soyour commercial

22 success analysis did not include an analysis of
Page 143

1 seven-week dosing interval. Have | considered
2 whether the patents would preclude that? | have not.
3 Q. Patentsor the regulatory exclusivity,
4 right?
5 A. Youknow, | guess| would haveto go
6 review what the regulatory exclusivity would have
7 precluded, but | believe that, at minimum, it would
8 have required someone to do the studies that would
9 demonstrate to the FDA's satisfaction safety and
10 efficacy on whatever dosing schedule that was. But |
11 don't know whether or not that would have been
12 precluded by the regulatory exclusivity given the
13 differencesin the dosing regimens.
14 Q. Soyoudid not consider it as part of your
15 analysisin this proceeding, right?
16 MR. CAINE: Objection, form.
17 THE WITNESS: Well, | suppose did |
18 consider that hypothetical, that specific
19 hypothetical? | did not. But as| said, there are
20 things | would really need to know to evaluate that.
21 BY MR. CHOI:

22 Q. Okay. Isitcorrect that you didn't cite
Page 145
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1 or discuss the most recent Eylealabel in your

2 declaration?

3 A. My understanding is the most recent Eylea

4 declaration -- sorry, most recent Eylea patent --

5 label wasissued not that long ago for -- that

6 included retinopathy prematurity, and that that comes
7 after the time period of my prior analysis. So

8 that'scorrect, | didn't --

9 Q. Okay.
10 A. --reviewthat.
11 Q. Sobecauseyou didn't review it, the

12 current label will not change your opinions, right?
13 A. | would haveto think about that. |

14 haven't carefully reviewed the label to see how it
15 compared to the labels that were in place at the
16 time.

17 Q. Okay. Sowhat'sthetime frame of your
18 opinion, just to be clear?

19 A. Wadll, theorigina report or declaration

20 about the '338 patent -- well, the specific analysis
21 of Eyleabegins with Eyleaslaunch in 2011, but

22 the-- you know, | talk about the preceding products
Page 146

1 A. Notspecificaly. That soundslike a
2 technical aspect that I'm not equipped to evaluate.
3 Q. How about efficacy?
4 A. Wdll, efficacy is, again, atechnical term
5 that has meaning within the context of the medical
6 and regulatory environment that, you know, as a
7 general term, | wouldn't want to be -- | wouldn't
8 have aview about what efficacy means as opposed to
9 effectiveness. Those are all technical things that |
10 don't have a specific opinion about.
11 Q. Soyoudid not consider it as part of your
12 commercial success analysis?
13 A. Waell, asl'vesaid, you know, the
14 product's ability to treat the product -- sorry, to
15 treat the condition isimportant and it is
16 fundamental, as |'ve said before, to why the
17 eight-week dosing interval isimportant. And so the
18 product's ability to satisfy the needs of patients
19 and the desire of doctors to treat those patientsis
20 important. Whether that istechnically or the
21 technical definition of efficacy, | wouldn't want to

22 getinto a-- my specific definition of it because it
Page 148

1 or products that preceded it. | guess| don't know

2 when the exact first reference to the -- | guess 2005

3 when | talk about the beginning of Avastin being

4 treated or being used to treat angiogenic eye

5 disorders.

6 And then the dataend | believe in 2019

7 or-- let me see. Maybe '20. Well, the different

8 data sets have different termination points. | see

9 there are 2021 data for some of the -- some of the
10 references so | think that's -- and the report wasin
11 2022. So that's the time frame.

12 Q. Okay. So between 2011 through 2022,
13 right?
14  A. Or depending upon what you really mean by

15 the question, maybe 2005 or maybe before as you think
16 about some of the earlier approaches to angiogenic
17 eyedisorders.

18 Q. Gotit. Fortheother products, right?
19 A. Uh-huh.
20 Q. Okay. Didyou consider aflibercept's

21 binding properties as part of your commercial success

22 analysis?
Page 147

1 might not be consistent or there might be some

2 differences between that and what | would think it

3 would mean and what a practitioner might mean or what

4 the technical expert might mean.

5 Q. Butinyour analysisof commercial

6 success, you did not attribute commercial success of

7 Eyleato efficacy of Eylea, right?

8 MR. CAINE: Objection, form.

9 THE WITNESS: Wéll, asthe -- you know,
10 the claims reference the treatment of a-- of
11
12
13
14 something to a physician or to atechnical person
15 that might be different from what | think but, yeah,
16
17
18
19
20
21

22 factor in driving sales of Eylea, right? | don't see
Page 149

angiogenic eye disorders for appropriate patients,
and that implies an effective treatment. Or again, |
want to be careful about using terms that might mean

the ability to treat the condition is fundamental to
my view. Again, if it didn't treat the condition, it
wouldn't have demand.
BY MR. CHOI:

Q. Well, but then you didn't consider a
specific efficacy associated with Eylea being the
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1 anything in your declaration that speaksto, for
2 example, the vision gained or vision lost, vision
3 maintained, all these metrics related to efficacy of
4 Eylea, right?
5 MR. CAINE: Objection, form.
6 THE WITNESS: Weéll, the claimed treatment
7 method includes a treatment that is not inferior to
8 Lucentisfor -- dosed on afour-week interval. So
9 the fact that the product claimsto treat at that
10 level, anoninferiority standard, isimportant and it
11 isafundamental driver of demand. As| have said
12 before, if it didn't work, nobody would buy it. And
13 sothefact that it worksis an element of demand, is
14 an element of the product's characteristics.
15 BY MR. CHOI:
16 Q. Wouldyou say that then the efficacy of
17 Eyleawas areason the extended dosing worked?
18 MR. CAINE: Objection, form.
19 THE WITNESS: Y ou know, I'm not the
20 technical expert so | -- isthat why the product

THE WITNESS: I'm not the technical
expert. | can't tell you why it works.
BY MR. CHOI:
Q. Youcan'ttell mewhy it works even though
5 the product at issueis Eylea, right? Isthat your
6 opinion?
7 MR. CAINE: Objection, form.
8 THE WITNESS: You're asking me why it
9 works. | can't tell you that any more than, you
10 know, | could tell you why any number of other
11 complicated things work.
12 BY MR. CHOI:
13 Q. Sowhy doyou think the extended dosing
14 wasacritical factor for Eylea?
15 A. Becauseitisakey differentiator of
16 Eylearelative to the competing products, the
17 dternative use, the alternative products that were
18 available.
19 Q. Soyou haveno opinion astowhy the
20 extended dosing worked for Eylea?

A WDN P

21 works? Y ou mean technically -- 21 MR. CAINE: Objection, form.
22 BY MR. CHOI: 22 THE WITNESS: Weéll, isthat atechnical
Page 150 Page 152
1 Q. Or--1'll rephrasethe question. 1 question or an economic question?
2 Would you say that the efficacy of Eylea 2 BY MR. CHOI:
3 isone of the factors that made the extended dosinga | 3 Q. Or economic question, either. | mean,
4 key distinguishing factor compared to other 4 whatever your opinion is here.
5 treatments for Eylea? 5 A. | dohavean opinion about why
6 MR. CAINE: Objection, form. 6 economically eight-week dosing mattered and | already
7 THE WITNESS: Wéll, if the product didn't 7 discussed that.

8 work, | would expect that it wouldn't have the same
9 level of commercia success. So the product working
10 or being able to treat people with angiogenic eye
11 disorders, the appropriate population, that is
12 important to the product's commercial success. It's
13 sort of embedded in the analysis in the product
14 itself. | mean, if it -- again, if it didn't work,
15 it wouldn't matter what the dosing interval was
16 because people wouldn't buy it. People wouldn't use
17 it.
18 BY MR. CHOI:
19 Q. Andyou would agree that the reason Eylea
20 works s because of the underlying molecule, right?
21 A. Agan--

22 MR. CAINE: Objection, form.
Page 151

8 Q. No, what|'msayingis-- so my question
9 ismore of why wasit possible for Eyleato be
10 administered on extended dosing, is my question.
11
12 question to me. That sounds like atechnical

A. That doesn't sound like an economic

13 question and | don't know why it was possible to have
14 the eight-week dosing. | mean, from an economic

15 perspective, that's not an economic question. That's
16 atechnical question.

17 Q. Youthink that higher efficacy would have

18 contributed to the extended dosing of Eylea?

19 MR. CAINE: Objection, form.

20 THE WITNESS: | don't know. | mean,

21 that'satechnical question. But | would note that

22 my recollection, my understanding is that the

Page 153
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1 standard was noninferiority, not better than. It

2 was -- so hot worse than Lucentis dosed on a

3 four-week interval so that the -- it's not -- my

4 recollection is that Eylea dosed on afour-week

5 interval is not better than Eylea dosed on an

6 eight-week interval.

7 BY MR. CHOI:

8 Q. Soyou had testified that the extended

9 eight-week dosing of Eyleawas a distinguishing
10 factor. And you cannot testify -- | guess strike
11 that.
12 So why do you think the extended
13 eight-week dosing was a distinguishing factor for
14 Eyleaeconomically speaking?
15 A. Becauseitisacharacteristic of the
16 product that does not exist in the other competing
17 products.
18 Q. Andwhy do you think other products
19 couldn't be dosed at an extended dosing interval ?
20 MR. CAINE: Objection, form.
21 THE WITNESS: Well, again, that'sa

22 medical/technical question. Why did it not work? |
Page 154

1 MR. CAINE: Objection, form.
2 THE WITNESS: Very long question, but |
3 would not agree with where you ended up.
4 BY MR. CHOI:
5 Q. So, | mean, how -- so what -- in terms of
6 your analysis of efficacy -- | mean, well, you said
7 that you analyzed efficacy of aflibercept or Eyleain
8 this proceeding as part of your declaration, right?
9 MR. CAINE: Objection, form.
10 THE WITNESS: What | said isthat |
11 observed that it is, based on clinical studies, based
12 on thetestimony of the medical experts, noninferior
13 to adifferent drug, to Lucentis, based on a more --
14 dosed on afour-week interval in the maintenance
15 phase, and Eylea achieves that noninferior level of
16 outcomes based on an eight-week level of -- or
17 interval of dosing. So effectiveness or ability to
18 reach that level of treatment isimportant, is
19 fundamental to the success of the product.
20 BY MR. CHOI:
21 Q. Now you're sounding like you're opining on

22 thetechnicality of --
Page 156

1 can only say Dr. Brown discussed a number of efforts
2 to try and extend the maintenance dosing phase --
3 maintenance dosing interval for Lucentis that failed.
4 | don't know technically why it can't be done. |
5 just know that it can't. And | don't know why Eylea
6 can be dosed on an eight-week dosing schedule
7 successfully or -- and produce noninferior results to
8 Lucentis based on a four-week dosing schedule. Those
9 aretechnical questions. All | know isthat it can
10 beand that is a clear economic advantage and that
11 therefore there's demand for the product because of
12 that advantage.
13 BY MR. CHOI:
14
15 Eyleawas not relevant to your analysis of commercial

Q. Sowould you agree that the efficacy of

16 success, right? So your opinion hereisthat -- isa
17 fact or based on your discussions with experts, an
18 eight-week dosing for Eylea was possible, right, and
19 that isrelevant to the economic analysis of the

20 commercia success. But the reason why those

21 eight-week dosing is possible, for example, efficacy

22 of Eylea, wasn't considered by your opinion, right?
Page 155

1 A. Notaal.
2 Q. --of Eyleabeing more effective as
3 compared to other molecules in the market, right?
4  A. No, that's an absolute misstatement of my
5 testimony.
6 Q. Sowhatisyour testimony?
7 A. Asljustsad, thereisa-- there's
8 clinical evidence that on an eight-week dosing
9 interval, Eylea provides noninferior results to
10 Lucentis based on afour-week interval. That'san
11 economic difference. That differenceisa
12 fundamental driver of demand for Eylea. That'sthe
13 testimony.
14 Q. Sowouldyou say that noninferior is not
15 related to efficacy of -- or strike that.
16 Would you say that noninferiority of Eylea
17 to Lucentis has nothing to do with efficacy of Eylea?
18 MR. CAINE: Objection, form.
19 THE WITNESS: No, | wouldn't say that.
20 BY MR. CHOI:
21 Q. Sowhat wouldyou say?
22 A. | would say that clinical evidence

Page 157
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1 suggests or indicates that the level of effectiveness

2 or outcome or treatment ability that is -- that

3 results from using Lucentis on afour-week dosing

4 interval can be achieved by using Eyleaon an

5 eight-week interval.

6 Q. Sohow canyou separate out eight-week

7 dosing from efficacy, ismy question?

8 MR. CAINE: Objection, form.

9 BY MR. CHOI:
10 Q. Becauseyou had said that while Lucentis
11 for -- Eyleawas able to achieve the same level of
12 efficacy on extended dosing regimen compared to the
13 monthly dosing regimen of Lucentis. So how isit
14 possible that the efficacy of Eylea be divorced from
15 theideathat extended dosing worked because of the
16 efficacy that it imparts as compared to Lucentis?
17 MR. CAINE: Objection, form.
18 THE WITNESS: I'm not sure | understand
19 the question.
20 BY MR. CHOI:
21 Q. I'mtrying to -- soyou're saying that the

22 clinical trial data showed that Eylea was noninferior
Page 158

1 A. 1 wouldbealittle more careful in how |
2 said that. | would say that the question hereisthe
3 patented dosing regime. The eight-week dosing
4 interval isakey differentiator in that regime. And
5 | would say that because Eyleais able to achieve no
6 worse outcomes than Lucentis on aless frequent
7 dosing schedule in the maintenance phase, that isa
8 key driver of demand.
9 Q. Soisityour opinion that efficacy of
10 Eyleawas considered as part of the reason that Eylea
11 was so commercially successful or not?

12 MR. CAINE: Objection, form.
13 THE WITNESS: | think I've said yesto
14 that many times. | mean, if it were not effective,

15
16
17
18
19
20
21
22

if it didn't have that same level of -- if it weren't
ableto do what Lucentis does on aless frequent
basis, demand would be lower.
BY MR. CHOI:
Q. Okay. All right. Sounds good.
| understand that you provided a
declaration or testimony as part of the district

court case in the Western District of Virginia,
Page 160

1 interms of efficacy compared to Lucentis monthly

2 dosing, and Eylea was able to achieve the same result

3 with the extended dosing, correct?

4 MR. CAINE: Objection, form.

5 THE WITNESS: Eyleawas ableto

6 demonstrate noninferior outcomes with extended

7 dosing. That --

8 BY MR. CHOI:

9 Q. Andthenoninferior outcomeisrelated to
10 efficacy of Eylea, right?
11  A. Theproduct works on an eight-week dosing
12 interval, that -- it works in a noninferior way to
13 Lucentis based on afour-week schedule. So | don't
14 understand what the -- | don't understand --
15 Q. How isit-- sowhen you're comparing the
16 noninferiority of Eyleawith Lucentis, there hasto
17 be acomparison of efficacy, right, that's associated
18 with adosing regimen. So the whole reason that
19 Eyleais, according to you, acommercially successful
20 product is because it's able to achieve the extended
21 dosing that other products, for example, Lucentis,

22 could not achieve, right?
Page 159

correct?
A. | provided areport and a supplemental
report, yes.
Q. Anddid that report discuss efficacy of
Eylea?
A. Inthe same sense that we've been
discussing it here, that's my recollection, yeah.
Q. Youdid consider that the efficacy of
Eyleawas a driving factor for the commercial success
of Eylea, isthat right?
11  A. Wil inthe same sense that we've been
12 discussing here. If it didn't work, it wouldn't
13 be -- it wouldn't have the same demand. But |
14 haven't read that report recently so there might be
15 other fine points that I'm not remembering.
16 Q. Okay. Inyour report, did you consider
17 any copay programs available for Eylea?
18 A. Inthe'338 declaration, thereisa
19 discussion of the copayment programs that are
20 included in the P&L that was provided. Those were
21 relatively small numbers. | did talk about discounts

22 of rebates. | did not address the more recent -- or
Page 161
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1 maybe not more recent. The other copay allegations 1 (Reading and signing reserved.)
2 that have been made. 2 (Whereupon, at 1:55 p.m., the taking of
3 Q. Whatalegations are you talking about? 3 theinstant deposition ceased.)
4 A. Well, there'slitigation in Massachusetts. 4
5 Q. Okay. How about EyleadU, isthat a copay 5
6 program that you considered as part of your 6
7 declaration? 7
8 A. EyleadU ispart of their copay programs as 8
9 | understand it, yes. 9
10 Q. Didyou consider it as part of your 10
11 declaration here? 11
12 A. Inthismatter, it's not in my statement 12
13 here. | don't know whether EyleadU -- | don't recall 13
14 whether EyleadU is referenced in the '338 declaration 14
15 or not. 15
16 Q. Okay. 16
17 MR CHOI: Let'stake a 10-minute break. 17
18 MR. CAINE: Okay. 18
19 THE VIDEOGRAPHER: Thetimeis1:41 p.m. 19
20 Eastern. We are now off the record. 20
21 (Recess.) 21
22 THE VIDEOGRAPHER: Thisisthe beginning 22
Page 162 Page 164
1 of media unit number 4 in the video recorded 1 CERTIFICATE OF DEPONENT
2 deposition of Mr. Richard Manning. Thetimeis 2
3 1:54 p.m. Eastern. We are now back on the record. 3 | hereby certify that | have read
4 Counsel, you may proceed. 4 and examined the foregoing transcript and:
5 MR. CHOI: | have no further questions. 5 (Check one of the following)
6 MR. CAINE: Okay. Thank you. No 6 () Thesameisatrue and
7 questions for me. 7 accurate record of the testimony given by
8 And | don't think we really got into 8 me, and | have made no correctionsto this
9 anything confidentia on the transcript so I'm not 9 transcript.
10 going to mark the transcript itself confidential. | 10 -OR-
11 note that some of the exhibits that you went through | 11 () Any additions or
12 do have a confidentiality designation, so we maintain| 12 correctionsthat | feel are necessary, |
13 the designation with respect to those exhibits. 13 havelisted on the attached Errata Sheet.
14 MR. CHOI: All right. Sounds good to me. 14 Aswitness my hand and signature
15 THE VIDEOGRAPHER: All right. If there | 15 this day of
16 are no more questions, thiswill conclude today's 16
17 deposition as given to usby Mr. Richard Manning. | 17
18 Therewere atotal of four mediaunits used today and| 18 ~  --------------
19 they will beretained by Veritext Legal Solutions. 19 RICHARD MANNING
20 Thetimeis 1:55 p.m. Eastern and we are now off the | 20
21 record. 21
22 Thank you al very much. 22
Page 163 Page 165
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DATE SENT: December 13, 2023

1
> ERRATA SHEET 1 CERTIFICATE OF REPORTER
3 DEPOSITION OF: Richard Manning 2
4 DATE: December 12, 2023 3 |, MARY GRACE CASTLEBERRY, RPR, the officer
5 CASE: Samsung Bioepis, Co. vs. . .
Regeneron Pharmaceuticals 4 before whom the foregoing deposition was taken, do
6 INSTRUCTIONS: 5 hereby certify that the witness whose testimony
7 1. Pleaseread the transcript of your . . .
deposition and make note of any 6 appearsin the foregoing deposition was duly sworn by
8  corrections or changes on this Errata 7 me; that the testimony of said witness was taken by
Sheet. -
9 8 meto the best of my ability and thereafter reduced
2. Indicate below general reason for 9 to typewriting under my direction; that | am neither
10 change, such as:
A. To correct stenographic error. 10 counsel for, related to, nor employed by any of the
1 B. To clarify record. 11 partiesfor the action in which this deposition was
" C. To conform to the facts. 12 taken, and further that | am not a relative or
3. Sign the Certificate of Deponent page. 13 employee of any attorney or counsel employed by the
13 - 14 parties thereto, nor financialy or otherwise
4. Within 30 days of the Date Sent, return ) ] ]
14 this Errata Sheet, and signed 15 interested in the outcome of the action.
Certificate of Deponent, to the address 16
15 listed below AND to all Counsel listed
on the Appearances page. 17 PV m L
16 18 / AEHA Z?‘Q}F:Zy‘;. B
17 PAGE# LINE# CORRECTION REASON FLs . ol
18 19 Notary Public in and for
19 20 The District of Columbia
20
- 21
22 22 My commission expires: 07/14/2026
Page 166 Page 168
1 ERRATA SHEET
2 DEPOSITION OF BRIAN MONTGOMERY :
3 PAGE# LINE# CORRECTION REASON
4
5
6
7
8
9
10
11
12
13
14
15
16
17
18
19
20
21
22 Richard Manning 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) 1f 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
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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
December 12, 2023, for the following reasons:

Page Line | Changes or Correction Reason
33 4 Change “maintenance key” to “maintenance Misspoke
phase”

33 13 Change “excluding” to “exclusion” Correct transcription
error

39 8 Change “are” to “is” Misspoke

41 7 Change “to be appropriate” to “appropriate” Misspoke

45 9 Change “exclusionary” to “exclusion” Correct transcription
error

58 14 Change “but” to “must” Correct transcription
error

64 11 Change “regime” to “regimen” Correct transcription
error

64 21 Change “regime” to “regimen” Correct transcription
error

66 18 Change “exclusionary” to “exclusion” Correct transcription
error

72 11 Change “regime” to “regimen” Correct transcription
error

80 17 Change “that what AMD” to “that AMD” Correct transcription
error

82 15 Change “leaks” to “weeks” Correct transcription
error

87 15 Change “relined” to “remind” Correct transcription
error

91 4 Change “regime” to “regimen” Correct transcription
error

102 7 Change “It’s the same” to “With the same” Correct transcription
error

109 14 Change “regime” to “regimen” Correct transcription
error

111 15 Change “regime” to “regimen” Correct transcription
error

115 2 Change “our” to “are” Correct transcription
error

115 3 Change “dose” to “dosed” Correct transcription
error
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117 21 Add “?” after “Exhibit 2176” Add missing question
mark
125 6 Change “understand quite” to “quite understand” | Correct transcription
error
141 16 Change “what” to “why” Correct transcription
error
145 6 Change “retinopathy prematurity” to Correct transcription
“retinopathy of prematurity” error
160 3 Change “regime” to “regimen” Correct transcription
error
160 4 Change “regime” to “regimen” Correct transcription
error
161 22 Change “of” to “or” Correct transcription
error

Dated: 1/12/2024

A}

Richard Manniqg
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